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OATPIBIs&H X P—gpo| ARIN(0], AIS2A )0 WREOA|, OESHIAEIEIS] MAOIZEE 57t AlA, 2SHSH 22 0|43 AMME 7Y
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OPEEHI*E}E@ ASRAZUN HRE0]A| OFEEHIAELEIS] SOIBH2 10mg ZMaiAl= Ot
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12) OIS HAEIE] 20mg} 2{E|=2HIZ 480mg2| BB Of= HIAEIELS| L2 S7IAIBCHAUC Hig: 329), HEIZRH|=E 8448 P-qp, BCRP,
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ZUS YRTOSI= BN OFESHIAELEI] A2 F710Ich
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1.9817HX| S71BiCt T2t UHPAHIE £ JatEEHIE SRAAIES 0f 2Tt 8 ROt #Xle) HP, OESHIAEIEIS| B2 1Y 20mg8 ZXSME
QEICH's YuHE Fo/'g Fx),

6) CIZA : OFESHIAELE 10mg} CIZAE £318% HRA FYYHY| YH TN 5= FFS WA| Y=t 22iLt 80mg OFEEHIAEIEIE CjZ M
o #3188 YES F HRYHL Y L3 AUCT} SIIBIUCHAUC HIR: 1.15). CIZM F0f #ixlol Z2 ZHs| SUE[Fslolor i)
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E7 ofE710| SEASNR0 et SR AEX| BRI, )
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H8Or20| OF=EHIAELEI] ofSStof nlXl= FE

#4842 W Fi8Y OH=ZHIAEH
8% (mg) AUC H|g& Crmax H|S&

#AIZ2ARY 5.2mg/kg/day, PFEEQI 8F | 10mg 1Y 135 287t &0 87 107
#E|Z2jLHH|2 500mg 19 23]/ 2|ELt|2
200mg 12! 23], 7817} £0i 10mg ©t&=0] 9.4 86
#3972 |2 400mg 12 18]/ 5
TsRIEt A= 120mg 18 18], 727 oy | Om9 ¥ 181 TR A 83 20
#EALTH[2 750mg Of 8A|ZHOCE, 5
1027t Zof 20mg HEE0 79 106
#AHIAH|Z 50mg 1Y 18]/ 10mg EE|=0] 195 43

J2tEZHH|2 200mg 12 1], 1322t £of
#:4[ZHH[2 800mg 12 33|, 797t £06 40mg THBIE0f 23 27

#21|LH|2 400mg 1Y 28)/
2|ELtH|2 100mg 1% 28], 1427t 2of

4, tAIRILHIZ 400mg 12 28]/
2|ELHH|2 400mg 12 28], 1522t £of

#Z23)2|=20jo|M 500mg 12 23|, 9YZH £0f | 80mg 1Y 1&], 82 0] 45 54
#CI2LHH|2 300mg 19 28]/

20mg 1Y 13|, 497t £of 59 47

40mg 12 18], 427+ Fof 39 43

2ELH|Z 100 mg 121 28], 927} =0} 10mg 181 18], 42i2t Zof 34 22
#0|E31TLIE 200mg 12 18], 422 50| | 40mg HEIE0] 33 120
#qE[Z2H1= 480mg 12 18], 10212t 50/ | 20mg EBIS0] 320 217
by A= 1400 mg 828, 1omg 12 18], 427+ o] 23 40
AYT|LI|Z 1250 mg 12 28], 14207 0] | 1omg 12! 18], 2827 £0f 174 22
IXBRA, 240mL 1Y 13 40mg THEF0f 1.37 116
EJOF 240mg 12 13, 2827 =0 40mg B8] 151 100
OIZI=20f0/Al 500mg 12l 48], 747t B0 | 10mg EEIS0] 133 138
St=Cim 10mg, £3] 20! 80mg E18|%0] 118 091
AHEIE 300mg 19 48], 252 £0f 10mg 121 18], 2571 £0f 1,00 0.89
ZeAEIE 10g 1Y 28], 2457t Fof 40mg 1Y 18], 87t EOf NA 0.74*
OFZAEIA® 30mL 1) 48], 1727t 0] 1omg 12 18, 15202 E0f 0.66 067
oI A= 600mg 12 18], 14247t £0f 10mg, 3%z £0f 059 101
:gggg) 600mg 12 18], 72021 %01 40mg EHEIS0] 1 29
e 00ns, 181 18l 582t 24 40mg o] 0.20 060
saim| 227 600mg 1828, 797t S0i 40mg B3/ 0] 135 1,00
= T=F0IE 160mg 12 1], 7212 50 | 40mg HEIE0] 103 102
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* o AHETA HF(2 750 mL-1.2 L/day)Al, OLEEHIAELEI] AUC(AUC HIS: 2.5)71 S7HE0| 2oEQict,
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OLEZHIAELEIS LES0| £0{51H OESHIAEEIO| 8% sE7t fonlstA 2ABtct
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OtEZHIAEIEI0] 8920l ok 8ol n|X|= F&t

Ol =HFAEE! H8UE ¥ Fo8Y
o=/8% (mg) AUC H|8& Cmax H|&&
80mg 12 18], 1527t £ OIE|T|Z 600 mg THEIEN 1.03 0.89
80mg 12 18], 1097t £¢ C|24l 0.25mg 1Y 18], 20Y7t Soi# 115 1.20
FAPIUA 1Y 18], 287 ol
40mg 12 18], 2297t 0 — T 20E|AHE 1mg 1.28 1.23
— OE| Yo AERIDE 35ug 118 1.30
E|ZattH| 2 500mg 12 28|/
10mg TE|F0 L2 200mg 18 28] 727 S0 1.08 0.96
= DM LIHIZ 1400mg 1Y 28,
10mg 19 13|, 42t £0f 14217t £0f 0.73 0.82
) ZATHUH|E 700mg 12 28] 0.99
10mg 12! 18], 427+ £of /2IELHH|E 100mg 12 23], - 0.94
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2) AoLEXi0l et obs st K=k Q.

9, DEK0] L ¥ T
654 0149l ?i?J“ t =010] Z9 OtEEHIAEIEIS| HEEEE F2 MO0 Hls o FA| LEKtOLHCmax 40%871, AUC 30%371), LDL-T3AH|@ HElarh=
B2 Y2 [AGIC
PR HTYB0 HASIEE, 0] %42 TAXIOIA F2AoHH XYsHOF BLt

10. HROAIY Hx|
OLESHIAELE =SS0l HBE 4 Q= St MAYHS ol AYSZA HAl= HEA FYZOR X2ot0{0} 51 LRA| IERHS Aldsi0{0F
BiTk. 2715 AL R 2 CKR[E RUE>SI0{0) B BYGHA SYTHY ZEt 57| 20| AT Ol=2HIAEIHO| YAES RoshH S7HAI7IX|
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. 2@ % {349 FolAky
1) 0{=l0|9] 0] WX| = 20| HRBIC)
2) j"“aﬂ;gﬁfllﬂ%l%l}ﬂ AHulol CH2 8710 EBSH= X2 2oFF 280 oFt ALn LYol oJokE 3 Asle| Holol B 4 Yooz Hele| &7l
i} OF gt

12, FEESYAIY
7k Mot 0I-!HMJZOEEllﬂ(OPE_Hf*EfElEQ’H*ﬂE)[ 2Fokm]nt (=9t | EF20YTH(OlE SHIAEEI ZA ML E) B Sl 0| KR 22
BAAEOR 2} 134 ZZet ol 660l B Al 25 BT £0i50{ S OlESHIAEIEIS £33 Hol, HIBYIIFSRIAUC, Cmax)B ZIHESIH
S/ MsiE o, YR XS 90% METZH0] 10g0.8 OlA logl.25 O|UEA MESHHOE SEEE YSEIAUCL

HRYIIES HawlEs
E
AUCo-3snrng - hr/mL) Cmex (ng/ml) Tmax{hr) tiz{hr}
2|0 E¥20Uz| Y
Oxe; | (OIEEHIAEIEIZANL8E) 51.74+17.02 1344605 0.679(0.33~4.00) 9.33+2.04
(8t=210| Xix|2fe)
oHmHg20da 3
Al#et | (OIESHIAELEIZIAA451R) 49.85+15.87 13.32+7.00 0.670(0.33~4.00) 9324216
(BEFU4
90% A&7z - - _ _
(71% * log 0.8 ~ log 1.25) log 0.9426 ~ 0.9916 log 0.8539 ~ 1,0820

(AUCY, Crax, tiz ; B+ EEBRL, Tmax ; SYZU(EL), n=66)
AUC : FOIAIZIRE HTHSEE A XY BSEE-AZFM5IHE
Crax © ZTEEET
Tre© 2 UESET THAIZH
tre | T A HHE|
+ HRB7IE=SAIE 2 HED BEX| Ao 00%delrt

13. 7|Et
1) LYY, W01, $ElE : OLESHIAEIEIR kg mgo 2 BB H|F J|EC=2 21H2| T8 (80mg/day)2| 63t £, & AUC $x| 0-245
J1EOR 816th DBFS A8 HHE MBo|A UAMO| AUACL Ko mgo2 Eiet HF7|FC2 QMAIZ HuBHRL 2508 =2 8FS
Foi8t 2ui7io] OrfA AR Zu= A8 ABT0IN SAR ZMENE, AL ZAZYC] WHR0| S5 FM-&2 AUCO-24 of 7|&
611t EUCE 0] AIHS], BIBHOR QA BE CIE U2 024 U HE0 kgl mgoE EME B 7IFOR dlig YHHTAYZY| 12126
i BRROIUA EYS FUSIUACE 452 ARz MY 2 152 QIHU AlRolA 0] 242 LAIES] ofFo] BAGI0| EAHO| JTHsHS HOIX] UYCH
OIE2HFAEE2 Salmonella typhimurium H Escherichia colig 0|88t Ames test % Chinese #AE HMZS 0|88t Al@#Y HGPRT forward
mutation assayOllA| S40|9ic}. OFEZHIAEIES Al Chinese HAE IIIMIEQEDIIH A4F| 0|42 FoHOR FIIAF|X| YA, YA 0p2A
ASABOIY SH[SIC, OFESHIAEIEIS AT 175mg/kg/dayTiX| S0i3t 3 HE B2 A1 225 mg/kg/day7HX| S0ist 213 UEMH Al £
A0 HYxQl e QUGICt 0 B2 kgE mgSE BHIE QA !I"ﬂ’SQ-E'-I 100~140H S&0IACt. 3 HEO L3t ﬁﬁlE‘g’éﬂDﬂA‘l
1% S 100mg/kg/day F0| Al At Z4 FX2SH A U YXI0|40| "ﬂﬂ%q 10, 40, 120mg/kg 8&9| OFEZHIAELEIS 217t JHoj
F0{ A ZX} BS B NiTinjE. A4 sjae] AXjda)0] SENel QS UL,
2) B354 54 : 0] Agol sisiao SA SS(AM AR08 of 306)0] YR YBS Foidt HolM B oExoZ ANZHL(E
4 4]0 feHy)E faEd
(1) 120mg/kg/day(2I XX AF oIS 2| o 166H)2 30 Y 7t S0it A Mol @20| BA=AL. 280mo/kg/day x| &2 S7IM7 Rojgt
AR Aol 17 Fof @S W ANZ SEHYO| BA=UL.
(2) 2412+ Al2| 421 HH(20F2]: 10mg/kg/day, 120mg/kg/day)oixl 18] ZxjsZIi0] BE=igirt,
(3) ERZY SHAY(HFY #8, B3 Y VS oM THHMNE FR)0| 0 AP CHE ASS0| FOE HolM= BEHC,

(] 7|987), 4e(1-30C) =1
[=Xci9l] 303/, 1003/, 3008/

* AR(RB)7I80| X[t AER MESIA| DHAIR,

* AR(R5)I80| A=Y, S5LH 5 WA, Wi F= O4F MEF FUSME t= TYUR 2 Sai0] ZA| BHSI0] =Y

% OIEF 01210[2] &0 FX| 82 BEsHIAIR,

* ojorE R0iHY 2 I} ZAIE oltE FHE JUZEEFHAIAY (hitps://nedrug.mids.go.knE Sl SoI5H 4 l@Lich

* QIR HIAR UM Al B=olofE oM Rl f(1644-6223) E fAE WA HBHS(14-3330)8 S8 £32 WsTAE MYs £ Ui
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