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Al 0] 49| AUC, Craxi= 212t 2.308H, 26681 Z715I%CEH AT H2E
S0fuks SRt 0| O 80| 12 40mgE ERSHAE OHEICE

(3) OIE2ITLLE : OH=ZHIAEHE! AUCE O|E2tTLIE 200 mgat 0] ©F 40
mg HE F0{2 SxfotH S7tEIUCE 1202 0|ERtALIES Rt
EHxtoflM 0] F 20 mg 0|4 E0i5H= AR Folaof Btk

2) 0] 242 p-Z2|ZZ2E|0l9| 7|Ho|2 2 P-Z2|AZ 26219 KsHA(0]. Al
S2AZ2)QL HEE0{A| 0] 20| M| 0|882 B7HAIA 2t Z2 0|
Aol YELE FItAZICE

3) 0] %2 CYP3A4 ARIRIMNZZARR, D3 22L0|= 7 SR L 01FA &
T2t £0i8 H2 0] A9| Uz BTG 4 U002 S &
O{5}0{0F Bt

4) 2|EmAl EE T2 CYP3M REA| : 0] %S CYP3A4 REH|2 HE &
Ao, oflmtt| =, 2EDAl) OIESHIAEIEIS 85 525 ZANZ 4 )
Ch 2fEolel ojF Asxtgel 71M HR0(CYP3A4 RE U hepatocyte
uptake transporter OATP1B! {H|), O}E2HIAEIEID} 2| TIAIS HE &
St 22 SAlo| Foiote 20| BHEH, 2/Tm|Al £0f 3 OfESHIAEIE
2 S| £ofotH OIEZHIAEIEIS| 85 &7t RolotH ZABICE

5) 0] Skt HUZGIK| = HYAGH F= HAERH HH2HS YWEs Y

Aol UAKoR Qolst oSt ASXIB2 MEATIX| it x| 2E

08t RRIete| AS2tR0 Chsf HE A2 otk

ASAEH| Kt : OFEZHFAEIEID 1 tAKIE OATPIBIRSHI] 71A

O|C}. OATPIBI XisfH(0l, AIZ2AZZI)= OLEZHIAEEIO| MH0IBES

B7} A2 4 QICh OFEZHIAELEI 10 mg2t AIB2AR2! 52 mg/kg/day2t

O| HEE0{= OL=ZHAELEIS| AUCE 8.7H| B7HAIZICH OFEZHIAELEI

S NE2AZ2 HEENA| OtESHIAEIEI| S8 10 mgS Xt

sfiAles ot

) Qiet L4 CHIZIBCRP) {AA : BCRP ARIF(0)l, YbtAs|2, J2txn

2lu|2)ot HE F0f Al OFESHIAEIEI| BT 57} B71510] 28EE9
9I3l0| BI13t 4 USO2, OFESZHIAEIEI| 87 XH0| LRE 4 QCt
OEZHIAEIEIS AHIAH|Z I JatxmeH|29t W So{sis 22 OfE
SHAEIEIS| B ST} 1 9HIEX| B7H3IC) MiatA] WHtAHIZ E= T2t
ZOH|2 SRHHE 0f Uzt & FoIEH= SiXt| AL, OEZHIAEIE!
o 82 1Y 20 mgS ZtslAls QHEICH YHHY Fo'st &x),

8) T4 : OFESHIAEIE! 10 mgzt CIZAS 3182 HEA| BEYEI &
T e 52 F3S x| QeCt J2iLt80 mg OFESHIAEIEIS
T 2518 W8 Eo $ SHME0| 8T CITA 52 % 20 %EE
BIHEIQUCt CIZA £0f #ixlo] 22 MHs| ZLIE50{0} Sirt.

9) ZTHYUK : L20jEIABIZ X OE/DOAERICISS BRsHe FTHIUR
ot 0] oo UEEOA| 20E|AHIE X OE|ZOAERICIZO| AUCTE
30 %, 20 %M 22t ZTLSIQIC M2bA, OLEZHIAENEIS R0iiH= 0f40]
ZTHIIQR| MEHA| O] AFEHS Tefstolof Bict,

10) SHAEIE : SHAEIZD HBE0A| OLEZHIAEIEIS| SRkt OF 25
%HE LOpXlCh J2iLt o] ABES HECR Rofohs FRECH OtESH}
AEIEID ZYAEIZS YEEMGIE 22 LDL-SAHE Motants &
7}si%dct,

1) RAK - o] Qat A0 IYE J2|1 AMERIES SR 278
HAtK|(antacid) HEFHTH HEEOIA| OFEZHIAEIEl HEHSEI} O 35 %
HE ZASIUCE J2iLtDL-S2AHIES Aol FE0| AT

12) 202 : OLEZHIAEEIDE =2 nto| HS R0 5t Syt Zidx
QI JeiLt Yo Z Qolmol MBS RS giolt

13) OtE|mE : o] At QtE|mBIQ| 45| 8% HEEO= QE|m|RIo| HAR|
79| YEk2 N|X(X| foOE 22 CYP-450 SEERAE AR5l ChAlEl=
UR|Snte| 42REL 7|HEX| Y=Lt

14) NHIEIZ! : AlHIEIS2} 0] otof AS TR TOIN 4SS SOIZ|X| oQtt.

15) OFXIEZ0t0IA : OFEZHIAEIEI(IY 13] 10 mg)2t OLX|ERDIOJA(IY 18]
500 mg)e| YEZ0H= OFESHIAEIEIS| MRsT0 FaS FX| YU
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16) QZCIT : 2423t X|RI0] L3 AS-AUS HSEEAIH0IN OfESHA
E{EI 80 mgzt JZCIT 10 mg WEEOA| OIEZHIAELEIS| (e Z0] 18 %
S7tetRoL, Aoz on|Ql= Zaks OpLRct

17) B|2H|LIE : OfE SHIAEIEI T} B|2H|LITIO| WEE0IA| Bl2H|LITS| AE
SEfof YA™oz Qo/xol Hsto| ULt

18) 2E|OF : OFEZ2HIAELE!(40 m)at 2E|OFH(240 mo)S & FO{A| OlF
ZHHAEHE! of 85 527t O FA LIEHICE

19) RAIBFA : AIBFAE GLI0JAO| CYPIME ARGt HES 8510 U
OH, 0= AISHFA HFZ0| X|LIE ZL(5IZ 1.2 LOJY) OLEZHIAEIE
o 85 528 F7tAZ £ Uk

20) FAELHATH): HIS OIE2HIAEIEIDL FASMIO| ASHS R0 f
Bt A2 AAIEX] UL 0] & ASS YEEOSH AT 5 ZBl0M &
228Het 22 59| 280[40| EnE|UCt o[ Bxt= HLS| 2L
2510{0} 5112, OFESHIAEIE OIS UKo FHBLL

21) LZEIA : L|TEIAD MBSl 22 AR Sate| Y30l ButE > U
D2 0| %of Z& mafsfof Bict.

22) 27|41 : H|Z OtESHIAEIEIDt 27|A0| ASASXIZ0 5t AIHS 28
E|X| IAXITH, HRZSIHE BB ZSESO| Alei|7t 0] At Z7|Mate)
HEE0{0A EnE|UT, 0f ot Z7|ATt Zo| X Al T2t @7ECE

23) An|=23: HMG-CoA &5 A ARFI= An22Xat HE Al Z71E 2
SYE/ARZ8H fEoz s, Am=2H5t 0| Aol WL mlsHof Fict.

24) 7|Et: UAMAII0A] OFESHIAEIEIS SOIZISHR| X AE2 HF|RY
AS S dyNoR Qolst ASXIZ glo| WERO EIQiCt S ASate|
ASASHZ et A= ABEX| YU

25) CI2 m|Ee0[Ex %S : C}2 D=0|EA A4S HEEHHUS o 2
3 $I8o| Qlctn Uix 7| H20f F:olste] Fofaor Bt

o AR50 oSt £of

0] 29| QUM = AFZ2 Z7/0|ch. 7HUCIAS HASH m|QUHS Z5to{of

BiCt 0] 242 UME Ths40| Sl= 22 I oL TS AR HBMS o

2HZ Z02t 71 Aol of4ojA FoiBtct

2) 0] &2 27 5 AFE2 27/0|ct. 0] Uo| 2R FO2 LH| /=X ChaiM
= Lx UX| et 23591 010 0[AMIS0| LIEHE 4 gloB2 OfE
SHIAEIEIZ 28591 642 £RE sfiAls o Bt
8. A0t LSt =of
1) 18M| 0/2te] Aotof CH5I0| 523 0|4 E047|7t Sote| OFHY - R M o
TEX| ko, MEEA Zatof tht M7 IRl HE2 AK|X| LAt
2) AOKRIof B3t S5t X2 Gict
9, IKtof 3t Zof
65K| 0|44o| 71245t l0lo| A OLEZHIAEIEIS| ERtsr = 2 HOIZ0|
HlaH O &2 LIEHQLHCrax 40 %37, AUC 30 %371, LOL-ZZHAHIE X
St M2 4oIFat FABIC
DR MU0 FHUSI2Z, 0] &2 MKt Folstef XsHok Bt

10, ZYZO0{AI| K|
O ZHIAEIE! DI2t=20f MBE 4 Ql= EWSH XY Qi U=
Al #IXH= HioA| BAMOo=2 X|Z5H0{0F Sl ZRA| HERHS A3stoior
Lt 2715 AL 2 83 CKRIZ ZLIE{5H0{0k BiTt HHS|HA| STt
ZES 57| 20| HAUSM OlEZHIAEIEIS| HASS FOl5HA| B7HAl
7|X| =Lt

1, B2 U FZAo| FoAet
1) O{210]9] £0| ZX| = R0 HRSICE
2) QlUES 24zf 87101 LY CH2 870 BH5H= A2 UZ 280 o

3t At Mo|Lt Qof BH Hste| f2I0] E 2 USDE Hzjel 87
=

12. AUZSSHAEEE
7h A2t OtEEIH20UE| 1 H(OLE2HIAEEIZt & 1431 S)[(FF)0tCl AH|

ofat tixe} 2|mEH0Uz| 1H(OtESHIAEIEIZEA431E)[ 5= 50|
KRS 2x4 R MRAEOR ZH1-M 7425t MOl0A B2 Al 2
2095104 3032 BZ OfESHIAEIEIS ZX5H 2, H|wHIIBI2X|
(AUC,, Crea}S 21HSI5I0 SAX2ISIRS 1, BX| Rte| 0% A2|7
2t0] log 0.801A log 1.25 O|LHZA| MS8tMo= SEEIS UBINCE

-
o
I
2

HlaEEs HaEis
= AUCo-sge Crax Tmax |t
(ng-hr/ml) | (ng/ml) | () | (hr)
| BLEB0Y T2 075
x |OIESHAREZS | 5070+ | 1004 |00 11005+
5 H4EtE) 2073 513 800 | 275
7 | [B=230IRIRI2HF)] )
A | OIEE R0zl 100
5| OIEEHRARKEZE | 040 x | 001 |00 057 %
of H23tE) 7.7 6.40 400) | 208
7| [F)ntHAR -
Al 7
(fﬁ?’ .‘ljl';';gw log 0.9512 ~ [log 0.8256 ~|  _ _
ﬁo@ﬁgzs)' 10243 10919
(AUCH, Crx, tir2 ; Bt BEWR, Trax ; ZYZU(HS), n=30)
AUCH: RUAZRE 2ZHZET HLAZ 1K EFST-AlZIR M5
s
Crax: HTEEEE
Tra : IS THARH
t2: YT AN B2
* HlnE7IEERIS ZIHEE WRR| Rt 00%AZTZH

L} QUZEEHAET|Z RI7ZR2E0) w2t Al Ol EIAF10Y2] 12 (0t
ESHAEIEIZAMPSIE) (F)0I AR 2 thxo OlEEIAF20YR|
H(OLE2HAEIEIZE NS (F)0tC AR AT HlRESAFKIRE
HIE3IHO, tixotat 8EAN0| SSSIACE olo| w2t siY AI22A
MESHEENS UBSINUCL

13, 7|Et
1) oty HolY, 2Efs : OFEZHIAEIEIR kg mgQ 2 BHMS XIS 7IZ
O 9l 2|18 (80 mg/day)2| 63t 8, & AUC $+X| 0-245 7IF
O 8~i6th TRUS ARSH HE MFH0M WAHO| YU KgTt mge
2 SMSEHIZTIZOR QHARE 2| TE-YHCH 2501 =2 8&S Fof5t2
H79] OfRA AJE Zat= 218 AZZ0|A £312 ZIMEME, A%
M=ol WAg0| B7ISICE MALES AUCO-24 Off 7|E 611t =
QUL 0 A, BBIHoZ QAR BE OE %22 0lRA U HEN kg
o mgQ2 BMS R|F 7|Z0R sHT MR THREZO| 12125 tf e
SO{0IM ZYS FUBINLL 459 AISHLY AF U159 UL AIZ0A
0] 22 HAIEHS Q| OiE0] E7{2f0] EHEHO| 7HsHS HO|X| 4oLt O
ZHIAEHEI2 Salmonella typhimurium ! Escherichia coliE 0|28 Ames
test & Chinese #AE{ HMZE 0[&5t AL HGPRT forward mutation
assay0fl Al S40IQICt OFEZHIAEIEI2 AJEELY Chinese MAE] HAIZ
AB0IN HMA| 014 RKOR STIAIF|X| 424, ALY OIRA At
AS0IlA S40IQICt OFESHIAEIEIS |11 175 mg/kg/day7tX| 013t 4
2 BE £2 21 225 mg/kg/dayTtx| S0EH LA HENNM e E2
MAS0| SHEQI B2 GIRICt 0] 82 kgl mgQE SHASH QIFIAE
E| THRE20| 100~140t SZ0IACH £ HEOH T3t MU= HMSI0)A
115 52100 mg/kg/day FO4 Al BAE 24, HRI2EE 24 & Fxlo|
A0| Z7H=IQICE, 10, 40, 120 mg/kg E&©| OFEZHIAEIEIS 217t HHof
20| Al M S2 FoU miat0jEf, A 7|Ri0] ZRIHA0) REEQI FE2
AL
2) BRAZA B4 0] A SEHOR QA AS(QIFHHE ISRl o
30tH)0ll SHPSl= ASS S0iSt ol B AEHO= AMZHN (LS
A MR0| Y2iHY)S FUBICE
Ol A |E0| BEEIC 280 mg/kg/dayZiX| 222 B7IAIH E045
AT O 15 S0l &S U AAIZ SEHH0| BAEQL
(2) 2142t Ajgde] £3¢ FH(202]: 10 mg/kg/day, 120 mg/kg/day)ilAf £3|
LRI ZF0| ZEEC,
(3) BFMA BULMSHTY £, BF L SBFY JZol|Mo| tat
M 22)0] 0] AHe| CI2 ASS0| F0o{= HojAlz BAE
[ZHEH9]] 303/, 1008/Y
[MEE] 71287|, A2E/(1~30T)
[A871ZH] MEYUZ=EE 3671
(xR B (F)OIEAMY Z4ET ZMA| TS SH62242 18

AIZ 7K Al EE 32 Aol ZTE71, AolA)ol
HXE g 4 you Foshixe,

X 2 HZ2 240F Aix Y EXWIF(KGMP) M2t Hx U SEZA
S Tst MIZYULICE Do TUA| ALE7[Bt0] Zat EiR7{LE A, WY, o
2 HZ0| wAE Z2E FYUSH A2S S5 w50 SRLICE

X RHYURK2022. 06, 02) 0% HAT LHEO|Lt XtAS BS 517t T MuAb
B2 HAN070-7457-8819)2 2OISIA|7Lt = AIZO|QHZOIH K| O|U4ZE
B A A http://nedrug.mids.go.kr)oll A 21018 4 UELICH

x HXE 50 3 NS AY: SHEoorZorHal (16446223, 14-3330)
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