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HIZ.9} DIEDIRIZ 25 HY T2E{0R] ORI 0] Ofe| BE F0i2 BRI S7IEIRiCt T2ID2 HY T2efop
ol E|malich|29 2l ju|2 HERW E Z1C Z2e{op| oK Waimau|2E Sofsis R0l of ool
8 2 Tiafor Sick, HY Z2efof| SN 2uLpI20t 2lELIHIE HE 202 S0fsi SR 0] 24 Ay

N O

LI

o

ol

& i Olst0d0F 5t 71 H2 822 ARBaH0F BTk HIV Z2E|OHH| XK AF{LIHI2St 2|ELHI2 82,

CHELIH|20t 2|ELIHIZ HEQHY, ZMI|LIHIZ, F= ZoT2|LH|20} 2|ELH|2E HWERHOR Foit= &iXt
Oll=, 0] & 8&0] 20 mgS HO{M= 2H=lH F2lst AkZsHoF Sict, HI|LIHI2E F0{h= HV XtoflA, 0] &2
X|2= 40 mgS MSt=|, o] 2fe| Ee A 0| MEE 4 U MEEH YLTI7H FFEC BAZ2]H|=2 800
mg, 12 33|24 0] & 40mg, 1Y 1315 727H HEF0IA| 0] 24| AUC, Cmax= 242t 2,30, 2.66HH S7H5ICE 2
HZ2{H|2E Foith= Etxl= 0] & 80| 1Y 40mgE ZeiM= QHEICt.

(3) O|ERIFLIE : OIEEHIAENEI AUCE O|E2IELIE 200 mgat 0] 2f 40 mg MR £0Z SIXisHH S7H=Iict 22
D2 0|E2FLIES FO0iEH= EXtofA 0] 2 20 mg 0|42 E0{SHE AL F2laH0F Sict.

2) 0| ef2 p-Z2|TT2H|10| 7|H0|22 P-Z2|FZ2H|Q12| XSHA|(0. AIZS2AZR) HEE0A| 0] 24| x|
0|8E8S B7IA7 2R Z2 oldEt32l NS S7IZICk

3) 0] 2k2 CYP3A4 AHIKIAIZSZARE, Dt 22t0|=A| S| L 0I5 EZIA)2t FofE A2 0] 2| Xz}
B7tet = Aoo 2 MEstA| Fof5tei0F St

4) B|HI|A EE O CYP3A4 REA| 1 0] 242 CYP3A4 REA|Q HE F0{AI(0. oljmtd|2=, 2Tl OfE2HtA
EIEIo| 85 525 ZAAZ 4 QlCt 2lEIAe| 0I5 M5Ege| 71X WE0(CYP3A4 R= X hepatocyte uptake
transporter OATP1B1 XIXl), OFEZHIAEIEIT} 2|HIIAIS HE Foist= Z2 SAl0 Fofok= 20| HAEH, 22
A £0f ¥ O}EEHIAEIEIS S/ R0{o1H OLESHIAEIEIS| EF SZ7t [FOlskH| ZASICE

5) 0| 2t HAUSIH| Ei= B E= HAEZ HHQHS HESH UXHTOA YaFo= Folat pist AT
AR HAT(X| ATt OFE RE E0I5 MKt dS AR st HTE 2 oot

6) A24-S7 KMalix : OFEZHIAENEID} 11 CHARIE OATP1B14H|Q| 7|Z10|Ct OATP1B1 AaliA|l], AIZ2AZ2)
= OFEZHIAEIEIO| MHO[EES S7t AlZ 4~ UCt OLEZHIAEIE! 10 mg2t AIZ2AXE 52 mg/kg/day2tel
HESFO0I= OIEZHIAEIEIS| AUCE 8.7 S7IAIZICE OLESHIAEIEIS AIZ2ARZID HEE0{A| OfE2HIAE}
Elo| 082 10 mgS ZakeiA= QHEICE

7) S LA CHBEIBCRP) XA : BCRP AXIK|(0, YHiAHIZ, DRI 2{H|2)9t HE F0 Al OFESHIAEIEIQ|
SE st 571510 2RES0| YE0| Bt 4 /002, OlEZHIAEIEIQ| 22F ZH0| RS 4 Ut OlE2
HIAEIEIS HHtAH|Z 9 J2tRTe|H|22t & F0i5ks AR OLESHIAENEIQ| HE =7t 1.987HX] B7KSiCH
2t YHIAHZ = J2tRTeH|2 SRAAE 0] 2nt &l Foidh= StXio| AR, OESHIAEIEIS| 822 1Y
20 mgE Zufslikl= QHEICH UeHY Fof & &),

8) CIZ4! 1 OFEZHIAEIE! 10 mgt CIEAIS 2382 HEA| U9 8Y C|BAe| sE= Fs BiX| ofe=rt
J2iLt 80 mg OtEZHIAEIEIS Cl=Alat 23|82 HWE £0f & Sdelo| &% =l 52 2 20 %= 57t
EIQUCE ClSA F0f 2tXle] 2 XHs| BLIEZ5H0{0F Sict

9) ZRLUA| : 20E|AHIZ & HEIZOAERICIZS StRots ALK 0] Ofo| HEEOA| 20{E|AEZ
2 O[O AERICIZC] AUCTHSF 30 %, 20 %M Z{2t Z7I5IXICE [h2tA, OFESHIAEIEIS Fofdh= 0140] Z7
T MEHA] O] AFES 112istodof BiCh

10) SAIAEIZ : SAEIZT HEF0IA| OFESHIAEIEIO| ST} OF 25 %M HOMXICE TJ2iLt 0| YEES T=

O E0{5t= B0 OFESHIAEIE SAEIES HES0fol= ZR LDL-S|AHIE Moleit= S75IACt

11) MA| © 0] 2kt ASI0EIL|E J2| 1 SABIURIIES SR5tE F78 MAK(antacid) SIEfHT HEE0A|

OFESHIAEIE! EHEETt % 35 % M AUASINCE J2iLE LDL-S2AHIES| ZA0l= SE0| UL
12) Q202 : OtESHIAEIEID} Qf2mfZInte] AS A0 st H7vt RIMT|UCt J2{Lt Moz QOMoI M5

AE2 il
13) QLE(W2! : o] ofzf QtE|LZI0] 23] 8 HEFO0I= QlE|L[RI] FAS0! 72| &2 DIXIX| Yooz 22 CYP

ol
—450 SZEAE R ARl AMSHHO| YSEE2 7|H(X| ef=Ch

o

fl

14) AIHIEIE : AJGIE|Slat 0] ofe] YSEBATIM S A2 ElQIEIX]| Ut
15) OFX|EZ0}0|Al : OFEZHFAEIEI(1L 13] 10 mg)z}t OFK|EZ0L0|A(1L 13] 500 mg)2| HEE0{= OFE2HIAEL
Elo| Y=l TS FX| $ALCL
16) UZCIE : 2425t X|ERiol ChEt ofE—of2 HSEZAIRI0IM OI=2HIAEE 80 moxt 2L 10 mg WEFN
Al OI=ZHIAEIEIO| LeE0| 18 % B7IGIUCL, YECZ o|n|= Zik= OfLUCt,
17) HI2HUE : Ot=EHIAEIE I} HEH|LICIO| HRE0IA| HIZHLIEIO| AfESEol TR QoK H3i0] I,
18) ZEIOFY : OEZHIAEIEN40 mg)it HEIOFH(240 mo}S HE FOIA| OI=EHIAEIE! O] §F S=I} H 57| LIEKIT
19) KISFA 1 XISFAE SILI049| CYPIME Hlsl= H2S BiRsi U, Ol XISHA H5R0| XL 32
(812 1.2 LOL) OFESHIAEIEIO| €5 SES STHAIZ 4 Tk
20) FAISAH(ZTH): HIS OFESHIAEIEIL FAIEMIIO| S YSE0H CHEt A2 AAI=IX| UKL 0] F A2
HER0{E A = ZR0IM 222852 22 $52 ZR0[40| EnEict of SRk= HLS| RLERIS0{0}
St OI=ZHIAEE £0IS YAMO = ST
21) LIZEI : LT EIML Y85k Z2 S22 Siol 90| S7H 4 loB2 0] 20| 22 2fal{of Bich,
22) 271 : H= OI=2HIAEIEIN 27 |MO| IS S R0 St AR +REX| UXI2L SRTSHSE 2Zofet 2%
HS2| M7t 0] ot 27 |Mute] BEEO0M EDEIRID, 0] o Z7|Mut 20| MY Al o7t 27 FHCE
23) Au[E2E: HMG-CoA Eeig4 ANK= A=2Hat W& Al S7HE 28US/222 8! 2 2lsl, A
S22} 0] ofo| HE2 ufsof Bict.
24) 7|E} : HAIRI0IN OLESHIAEIEIS SlZoin] X O|AER AR ASS0 dYEoZ [ofpt 4SEE
20| HBE0] =iRict, £ oASnte| ASHS A0 thsh A= A-EIX| Uk
25) L2 I|2|0|E7| o : CIE ml=2fo[EX ofEnt WBTMRS 1] 28 2IF0| Qlckn Paix | o) 2|
St0{ F0{aHoF Bict.
7. AR B RE0f i3 F0f
1) 0f ofe] A1 & A2 B7[0[ch. 71012 xS TIYRHS Z7510{0F BHTt el S101 A| 0] oF ARBS SHH0F
SiCh CHA 2Ext N Tt X|=2 224 Tafsiof Sict. 0] 2 Ui 71540l gl 2  elotoll chat ExHx
LS LAF S0 71Y A ool FHSICE EB TXHES X2= LEHOZ YN F BRSIA| Yrh
ZHTUHSS2 2HE DO, YUl & KR UL F0E SHOI0E St R0 22 YRty nx[EES2
71 x|z Zulof 0IXl= 2 Aot
2) 0] o] 8 & AIZ2 37/0|Ct. SHE e H70M OI=2HIAEIE! 3/E= TiAF MES R B2 HEQ| K50 ZXf
Bitt. 52 RE0l A=20| Zxish= F? A20] Al 2R0IE ZXHE 7H5H0] =L 0] AS HIRSE ARIE U422 =
AAEIE SES AT, 7[EH SAHIE T BEo 2 SHO| gy Eot ZAME 7I5d0] oo, 2735
ROl0fl O4EFSO| LIENE o~ QICE 2, OfEZHIAEIEIS 28521 o2 +R/E M= ¢f |ct
8. 200 CH3t 0
1) 184 DJEte] A0f0f L0} 523 Ol 01712 S2te| oM - REe HTEIX| UUCH, AiZe| Znjol| cf
el gk deX|x| etk
2) AOetxioll et otS3! Xi2= eich.
9. T xlof CHet £0f
654 0[49] 7175t Q19| AR OLEZHIAEIEIS| EREEE= B2 MU0 Hlsh O 2| LIEKE2LHCmax 40 %57+,
AUC 30 %571), LDL—Z2|AHIE XMotanh= B2 it RABIICE n8Xk= 0] of 2l 229 ol E22 85| 217!
QIXIOICt. 1 Xt chef S MEf A 7h M, o 715 Motk H=ot O Eom, 7|M Het s J|EF A= X2 Hleot
20, 2HS Y0l O ECh= AKIS QUX[sto] ABaH0F BiTt. 242 £ 52 03 BXIE YR 2WS Y
B7I5 TEHoF Bict
10, A1 Zolf 2kxtofl chst £of
A Potie 2EE A B2
1. ZROAL] &X|
OI=ZHIAEIEI MA=Z0f MBS + U= |12 QICh TEE A| A= HICA| SAROR X|2510{0F S
ZQA| HERES AZGI0I0F BiCk 27|15 ZAL X B3 CKXIZ ZLIEIZSI0I0F SiCk HHLIsHA SaT Z3tS ot
20l SHEAM2 OfESHIAEIEIS YAEES ROIIAH S7HAI7IX] H=Ch
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2) OIOIES 2i2H 870 7ILHO| TIZ 8710 HE5H= 22 OlofE @8] Ol AT 20| OIS B2 xfslel §10]
2 4 glonz #i2fo] 8710 S B Hof R

13, OJIZSSMAE Hut

7t Alio} al=0ErER02la| T30} E 2 HAEIEIZt A MASIS AR I} HES} 2/|E320212| 1240 }s 2BHAEE]
ZaMasIS blolsa AT 0IFIS2x 4 MEIANEOR ZHEM 7126t A0l B2 Al 8| Z7E085/0] 363
o 3 Ol 2BIARIEIS S35 21, HIDIIEISAIAUC, Cr)S 2SI SAXRISAS O, 7157
HI&2J90% 41271710]80.00~125.00% O|LHZA YEEIHOR SS8HS USIAUCE

HlnE7|ES Anmrse
A
AUCo-36n(ng - hr/mL) Crmax(ng/mL) Tmax(hr) ti2(hr)
2|nE20Uz| 23 075
CHEOF| (OFESHIAEIEIZAMS5LS) 53.10+27.29 14.56+9.05 [0.33~2.00] 943+2.13
[HlotE2]AZa|oew)] i i
_ 2|E0IEI2022| 12 0.50
Algiet| (OHEZHIAEIEIZEMUAES) 51.86+17.59 14.02+7.01 [0.33~6,00] 9.14+1.72
[BRCHARROF] i i
7|58 HH|22190% Al2|717t ~ ~
(GI=78000 ~ 125.00%) 95.82~104.32% 85.17~108.80%
(AUC, Crmax, tirz ; B2t + BRHERL Tmax ; U2, n = 36)
AUC: : EUAZHRE 2ESESE FUARHIIK|Q| SESE-ARISMSIHA | Cra : ATHESE | Trex : HDBESE AR
ti T AN HIZY|

L} QIES SR IZ M7ZR2S0] W2t AIZIoF 2| E0HEIH10L2| 130t E 2HIAEIEIZEASIS) T RIS T
RO} 2|E0IEI20UE| I(0lE SHIAEIEIZEE A4S @AM R0| B ZREAMKIZE MESIHOH, CHEf}
SEAN0| SSIIUC 0o w2t ST KR2A MSSIHMSSHS UBHHACE

21, 0] Q2 FCHAAIRL 2|E0KEIH10L| TR0 ESHIAEIEIZEMNSIE) I SUSH KRS AZ5I0 SUSH rizYHo=

T BHES @RI $E HIESIHS.

14, 7|t

1) LY, HO|4, SEHS © OFESHIAEIEIS ko mgO R SIS XIE 7|ZC2 Q12| 2|82 (80 mo/day)2| 63tH
&Y, & AUC X| 0245 71FCR 816t 1822S AL HE M0 LU0] SUUCE KgF mgo = SHitst
HE7|ZOR QIHAME Z|DSZECt 2508 £ S F0I5t 2710| OIRA AIE Hikes 2182 A0 23
2 ZNEME, A2 2h | WMR0| S7FIUC MM ES AUCo-2401| 7|E 6~11H] =RLCL O] AIZL, 35t
oz QAS BE CH2 AS2 0t2A U HE| kge mgo2 SIS A 7|FEC2 siE LA nHEER| 12~
125 Hi BESR00IA LS RUBIUCE 452 ALY A5 2 152 QIXL AIZ0IA 0] U2 CHARZSS] ofF0f 2
Q10| ECIHO| 7H5AS EO|X| LULCH OFEZHFAELELS Salmonella typhimurium ! Escherichia colig 0123t Ames
test & Chinese SHAE] HMIZS 0123t ALY HGPRT forward mutation assayOild S440|{Ct. OfE ZHIAEIEIS
ALY Chinese AR HAIZAZ0IN S| 0|4 FAMOR SIAIFIX| AT, MALY OI2A AsHAS0]A
SA0IUCE OIEZHIAEIEIS X|11 175 mg/kg/day7IX| F0I5H 31 HE Z2 2|11 225 mg/kg/dayZHX| F£0{H 43
SHEOM SEiS Z2 HAISH SRR HEK2 QRICE 0] B2 kgl mgQ 2 SIS QIHARE 2D EEEZC| 100
~ 1408 2Z0|ACH £ HEO] Tt MAISMAISIOIN 113 SO 100 mg/kg/day £0f Al XK 24, RS
U Y FxI0l0] S7H=IQACE 10, 40, 120 mg/kg 22| OLESHIAEIEIS 217t Hofl £0f Al At 22 HH izt
DJE, At 7jzto| ZEIHaof SHMOI HEH GIUCt

2) BRNZA =Y 0] AT ststHoz FALSH AS(QUHZHTF0IER| o 30H)f SHHEl= AUSS
8 oEXoR ANZHM(YLEY MR LeiHd)s SLsiCt

(1) 120 mg/kg/day(QIHIZICHEOIS=| o 16H1)Z 3742 ZH FOf5H Q% THolIM IEE0| ZERIRICE 280 mg/kg/day
TR 8YS B F0ist A% oM 115 S0l HES U AN SEHM0| ZEEIQIC

(2) 2:42F Aedel 27 JH(2at2]: 10 mg/kg/day, 120 mg/kg/day)OllAf EHa| ZElg R0 HE=IQiCt

(3) BFAZM SHLAMEUZY £8 25 Y HUZ STHIMQ| TN 21R)0] 0] HIZe| LIE A2 50| To{E
THOfl M= ZHRHEICE

[ME] 71287|, A2(1~30°C) 22

[ZZTH] 303/, 3008/

[£x85 1] 645-15-07-250604

013t JHoll M
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