Ig%ol‘EEHllﬁEl.EhlQZOmg

OIEEHIAEIEIZEAAS2

Ig%ol-EHI.ﬁEI.IE_IQNOmg
tAE

OESHIAEIEIZE 4SS

22615 : 18 SUASEF|

HENE YO B2
ZE01ESHIAFEE 0mg OIS AERILANASE) 1§ 2 BS0ESBIAEER AmgUESHAEEANAEE) 15 5
O ZHIAEIEIZAMASIS{P) oo 1085mG  OFESBIAEIEIZAMABIGP) wovvvvrersrnnee: 21 7

(OFEZHIAEIEICZA 10 mg) (OM=2HIAEREIOZA 20 mg)
E%jﬂlé!%’éiwn | RErsEd ) SEFHLREIH) : F2EEL 27)
Al

LSOIESHIAEIETE 10mglOIESHIAEIEIZER H431S) : EMol EIE WETST [ BS0HESHIAEIERE 20mg(OlE2HIAEIEIZiaM-5lS) « EMO| EFpE TETE

&5/ &%

1. CF3e] RS 2ef o8t EEzs 1) S a Heif ot e 571 oL, pass wE 2| e A65H 01, B¢ n8Y, Y2 HDL-ZAHEA] = X7 HEEY HF
Zeto] 715 E7t s M2 SRt (1) A2 AMT0] et Yzt 24 (2) HES0H et Ry 24 (3) S Y oY OFEY BINE0 et AR 2h 2) 2yEY MT TE| ift YN BHE
QoL MuEo MEso| [IENSHQARNEE AZ0ly 201 B 13N St U= APE Yt BAl0| (1) NDZMZ0] et HEM 24 (2) HESH fEt AR 24 3) ZAEY AT RS st
UYH FH7} e M2 Bt (1) HIRFE HTZMT0 tist Yzl 24 (2) I o HIRBY SB35 ot A2y 24 (3) SRdac] ofst iy 244 (4) SEYSTOR Olst Lo st Haly
Y4 (5) BoBol et HEy 24 2 TXEE 1) HLY DIYAHEES0IBTY 7158 ¥ HI7IEY) ¥ E8E 0ldREEE(Fredrickson Type lla 3 IIbE) EAl] 45 & SAHIE,
LDL-Ze|AHE, 01=2-B H EZEM0|E RIS ZAMZ|T HDL-ZHAHEAIE F71A7= Alo|28e| 2EA) 2) Ao|2Yo| HEs| M2 ofx| Y= HUY olutErR|Z o 26 018 E{Fredrick
son Type I} 3) B E2Z2|H2i0|=7} ¥5E #xiFredrickson Type V)2 AOIRHE XK 4) SHFE 7128 nZ2|AHEES #xl9 & Z2AS, LDL-ZAHEXIS H4A717| Sl CiE
AIEAsIH(0), LDL-apheresis)et HEa17ILL C2 XEMaIHZS X127} 27t58 22 3. Ao|2tolz S7ola ofHs| ol 71%0] sigtl= [FEE 7158 DS AHSHES T 10M7M
A0SR0 A2 = 039 Exho| EZYAHE, [DL-S2AE]S, 0B T SRS ZAAF[= Aol2Hel BZA| 7t LDL-Z2AE|S0| 0f%5| 190 mg/dL 0K(> 190 mg/dL) 0L} L.
LDL-Z2/AEZ0] 018 160 mg/dl Olf(=160 mo/dL) 0lx, £7| S Heo| JIE0| U= FS Ex oy A0 £ 74| 0lafe] TIE AEEE Tato| YEolnt = d2

84.8%

OFESHIAEIEIS BOiF o FOIE0 SAls BX SHAHE a2 3o{of 5, 3% & OfF mLf SAE0t 420 FoE & ik

1. IXEE : Ay 23] 2 12 15| 0IERHIAEIEIOZM 10 mgO|Ll, & B2 LDL-Z2|AHER| 247t 27E= EX19| Z2 12 13] 20 mg E= 40 mg(d5 % 049 LDL-S2|AE|SR| ZA7t
[7E= A0 BIF)o2 MRS £ QICk 0f A2 12 13] 10~80 mg2| SHAR To{5ict, 0] Aol x5|82F J PR XB=SE Y S S2 12folo] Bxiel S| w2t JEsix/ojor s,
SOME A/E2 SENE F 2~AT0N| AESRES BAMSIT, ool ozt SFES ZEsfor Bt X29 SEe (DL-SYAHSAE MatAFl= Z0ER, Xzo| AR I ARHES T
LDL-Z2AHISRIE 0[85k= S BERICY Oft LDL-ZHAHE £7IS 018% + Y= BR0k= XEHSE RUEHY| 26l & Z2|AHE $XIS S SBEE 7128 12 AHSEE 8K
0] o2l £01222 1Y 18] 10~80 mge=, LIE AAxat 2|20, LDL apheresis)2 Wlist7iLL 0/ XIZAfsH XZH0| E7t58t A0 0| US SO{BiCL

2. OIEHE! 7158 DI AHSEE AOERH10~7H) © BE Z3IBYS 0| YoZA 1Y 10 mgo|H, X ZHEZS 12 20 mgO|cHA0t ERRZAA 0] % 20 mgErt D8HS Foist UNKIZE
YCh), S22 Jlel Bxjold AYE= ABSHO| K2} HYs| ZZEICL S 4F E= 1 0lye) 7S F£1 ZHsl0{0f Bl

O AVEOH 7t : MRS OIESHIAEIEIS| SUSEL DL-ZAHE MatEal] Y2 0jX[X| §eo2 82g ZHE Lt gt

O DAL : TOM| 0lfo] 13 SREH0] U3t P50t QRN HE 401 SIAHLO| P9 SARBI,

ABHY FolME

L.’o‘:'. SAR{EH 320}EI7|LIOIHHCK) 2 450| LIELIAHLE 288502 TIEtsl7Lt ofsl= A2 0lE2HIAEIE XSS BHeof BiCh 3t 34 5 2ol 0AX= 2245 £= A22Ra0lA
ol

=
=

AHOR MEMoR WHE 4 Q= YHRAMO|, £ S4UE, HBY, £R oules, Yy, B3 AL LR, HoiE Foj o Ho=X] = 7S 2= SRk OIESHIAEIE X228 YAHOR B

= STioof FiCH 'Yk Fo| ZRUR/ESARS Hx) (2, kg Exjels Foistx € 2, 1) of o ¥ of ote] MR YRIEtS Fix} 2) EEy 7R EA EE H oln|HIER AR AS0]
HYHEIRC] 34 OFY M5 & 3) ZEE Exf 4) OF = Ablotn IS ks K0l U= ol o 3% 5) 104 0/2te) Aot 6) 0] U2 RYE ElRstn Ueo2 ZHEQA S (galactose
intolerance), Lapp FEEEA ZES(Lapp lactase deficiency) Te Erd-Z2AEQA E4%l(glucose-galactose malabsorption) S SHHLI 217t Qle ExloAl= SH6IH o =t 3,
ChS &ixtols ME6| S0f8 A, 1) Y32 =X Ee ZHEEte] H0| Qs SIXK 0IAYS' & AX) 2) CiSut 22 S2T8a st 4010 s AN s S0IS AREH| Hof CK £ZE
ZHat0] MB5| SO0k BiCt (1) A7Is 24 E= N HHo| AUs BXl Q) LNMIISHSES EiXk (3) R TS0IAL Y F= 71E20] Qls At (4) AEEIAZ0IL T|E0|E(fibrate) A
MNEA 25 SN H20| Q= &xt (6) 7RISt ¥ E= NUZO| UTZZ HH6l= Z2 (6) 70ME =6l DEAIZ SR8 A210 Y= XL 4, OIS 1) OIESHEAEIEIS Udikoz
L{orA0| ZLt, 0|AIS2 tHR|2 Z0[5HD UAHOIQICE 0] Ofaf CIHE| O|MHISO2 Ql510f UMAE & S0E ST A= 2% D|2H0] SXI0A] WAEIHCH OFESHIAEIEIN CfSt 2t T LAAEN M
16,0662 Bx0| o F0i2 8755 of 9 S0z 7.31T)7 FYw 5352 7|7t SPt ASS SO LUSH, Yo F0HEY| 4.0 %9 OFESHIAEI F0429] 52 %0lA 0lafigeR 2lsf R0iE
BTG 2) AR 3 AEE ZA 72510 0] %o OJAEKSS CHST ek o aetSol thEt Ltz kgt 2 ; of2 X2 1/10), A= 14100, {1/10), THZR=(> 1/1,000, {1/100), 27>
140,000, {1/1,000), 0HS =EA((1/10,000) (1) HM : M2 Pzt HefY 7HEEE YRS L2 LE () 2F : A5 Z2FF (3) A - XiF TS, I HELYES, HS5571 A8 (4)
As7[7| : R | SSUo ASlEH 7o HAL M2 85, £E EY HEY 6) 25714 - XF 25 - £5 &5, TO) (6) B - fi2 2HE, 48 (7) MEA : ZF 5, = ox2fE,
RIZ{0LY, ZiZixict, DIZI0LY, 7|2M4, E2H YRMASE () 2524A L ZeixE < AF I8 MEE MRS, 2 377 53, 2843 HESH 553, Wiz £55 2802, T ogt $E,
CEA 28YZ 08 42086 =z, Ys2H-Toluy JAH 2885 (9) 89 I AmA : CEA SATZAS (10) HAA « AF L27| S, S S2A OfLFZRAIA (1) 2t 22
2 718 =2 SEEA, M =2 718 (12) £ M2 A0S, S2A| AIZFE (13) A @ 2 0|F, i S2A HEAA (14) 0F ¢ Of5iEE : 2 Fe2f7| MEUE JiE, B,
HREE CEA EEgY B3, OFSUE T5E SUNRY IRNUCSSHALIEA-E2 Z54) SHRIUMSH2USED) (15) 44717 @ i SE2A (NS [ (16) 3A : 7 IS
A0l B8 CK 371, 12 2F e Y 3) OIESHIAEY YUHE AN & CiFoH 22 F7t 014HIS0] LIEKFCEH Offo] 7|28 2E 084S0 OIESHIAEIRD} 2oz} Q= 22
OfLIC (1) F4A - %F (2) = Mok 32 (3) 7 : 0IF (4) A8l7|A : 7E, 22 olY, 2kE HEHE, HE2A| SESALLE, 7175 BMRIOIMEE ALT £A19 43), HEE, Y, Yoix MEEs
Mo =7 MY Y PUE 2YS, 7eE A HolRIEUY HolE, EMH X2EF oIZEEHY F 9t £3) (6) 387 : 71X HIE, MY SEE2 HA IO| (6) MEA -
ZZO[MRIZI0NY), URMZAYZ, 7|5, BoIZUS, B8 HUE, HIENE, Hez4 ZEE0S SEEANT A, Q| I2EE, 28F, IEET (7) 2324/ ¥ Zéixa : 28 J81j2,
oF, OHS BEY U ey J99x S0l EX 7= CK 45, 85 0|2228INS (6) IF ¥ DiohEE| : 7l3g, UEl 2eE, HEHuRY 18Ax 4 ocE fo2fy|, &T KT
DY (9) Hl=MA7|A 27|25, 922E Y WEE o a2l MEZAY 07H: S8 UM HEd UAS0lL: FUiH| ARZZS SIg, AEY 943 2XF, Stk HIBY
AE AIZEE, 2L (10) AL B - HEYS, DHYE MS2E MRFE (1) Moy ¥ RHEH 01y : HElg, WBMZY 25 S5 HMF, ORRE H ZHzE HASE(12) Eag
DORA| O, QA FEOIN, OIEE HZIMA IR XS7b 0|ZFAA 0|ZicE (13) Sol 9 Aoy | SALZAZ WSZA HIE (14) LHEHIA|  HAEAHE Ml IRIAHRH As TSH AS
ACTH &5, Y=AHZE Mol BN G (15) M : ZE4S, BUNSS (16) 7IE : SIZM MASITI HIoH (17) ZAF: AH Z WS 06N 4) ALK (10M~17MNOIESHAEREIER 10, 20 mgtl &HS)
0|3%E 7158 TXESS 7R 10~17H| A01EIKIE (O 3t 67HE S0 YMAISOIM LIEKS O[S Z2nilo UBtHo 2 oRAnA LIER 2T RABIHCH A2ale) QlaiA|9L HHRl0| Y=
OE 2F0|M 71 BatA LIER 0[4¥iS2 ZH0ICh 5) #F CK SAICEA 3 ol4)e] 5718 291 ZR= LHU0M T2 HVG-CoA pia4 NS 22 31 % Wikl blsted
OFESHIAEIEI2 25 % SAMBIGCH FAR| A2 108] 0142 #XIS HO! A= OIESHIAEIE 20§ BXF 5 04 %0 LIEITL 0f 871 5 01 %= 288, Uddlendemess) £ 4215 58
Bt 6) 2L AlEE 6AS0H AASH ASME ZARTRE CiSal 2 (1) YHASEREA : 115358 HACE MAIGH AJHE ZAIHD} 0[AHIS0| WSHIZS2 olafiz|er ARH0| 1.78 %(205
2|/11,5358)2 EREQICE 0fF AME UMAEHAM LELIR| E M22 0|4UiSoR NENRINES 73 UITER 42 v|HMAZIL DQMES0| 247t 33 XI2H[S 127t BEDEC ()
7 IMSHETAL 125 014 0] U2 285t 2625%S CHAOR MAISH AITS H7|FAZD 0[AS 0l HEbIZS2 Qlnfaizot ARiglo] 370 %(O9721/2,6252)2 UL OF AT LAA0lM
LIERLER| U ME2 0l4UtS o= IQAMSES 73| ISR MARE, HHEAZI 7 2z} 124 B0ERict 7) U8 ABIEIAS oiS it 22I510] ChS ) 242 0/AHS0| 2E i Qlck (1) HAMZA
D ATTONEH U A4S T8 J(oNA 22 (2 3271 : E5] B7IEMAl RN mREnt Z2 oflelm Al (3) Bl AT - HF TS0l (4) URH(A S 1 iss HEOIK ZX0IR| o2t
Ci2Ct (3S8E 5.6~6.9 mmol/L, BMD30kg/m? S&XILR] 45, DEY) (5) A AIZat 50| AL 2 QIXIFNZt ESA| H0S(QIc) (of, 71AZE| AYS, 7[HLHE, 71, E3) 0l2fet
QUR[EOE RE AEKE Al AUS0fA HOCRICE 02{3 EDSS UHOR MZIGH| pin o2 MSET 2 712IE0(H, SAEA AF(IY~4 W) U SAVRMBTZIZI0l 35)2 TRt Qlct 8) 32U A
FaM E0R2(1989-2013H)S 245t A, FofAR7E H0E CIE ofoiZelM L4st aliRlol sl SAXCZ Folotl %ol B1E Fafikils Cheat Zo| LIERCE Tt 0124 2 g4t
Ch3o| SafAtal Ziof QlaraAt UEE #E 2ojohe 22 OfLICH *ASTE?} 5, Yihe Fo| 1) M : 40| 22 OtEZHIAEIEIY ETE(Crads 2 20 % &1 AUCE 9 10 % O R*2) E4 Ro|7t
QM of2f3 AlOIES Y4 Foldo| gRion| Hent o] x|Zoj st o= AT H Rlo|7t QIQIC 2) AR 1 TSRS OfESHIAEIEIL| H#EEE 2 | DI -Ze|AHE HMotEly| FES
O||X] QUUCt 3) 7HEH : Of=2HIAEIEIS| HEETE bhY UZM7PIEHChild-Pugh Class B) 2#At] FS BIAGIHCmax?t 2 168, AUCTF 2H1EY) Z715I%CE 4) 21 @ 0] %9l Fof & HzY 7kY
59 7iHo| LIEld = 9leoz 1% & #EjZt 59 ZH0| YMsis AR0ls S0iS ZXI6hT 2JAtolA| Liofeict, 5) 7120ty : 0] AU F0f = T10H2 0] UES Sofet= S0 MEs DS
ARSafof Sick, 6) ZHEY RS : YR AEEIE oSt HRisie] So| 7| FOAl 7N HEE 22 o[R! A7t B vl Qlnh YUelsls YMoRE SEDR HIMAY 7IE Y L8iEgl 7z
USHI|Z, HZZA L U7t BEE & ot SRzt 7Y HEsio 20| BH0| ofNE A20|s AEIE| AF XSS STG0{0} St 7) 2ZRES/A2ZEH | 0|22 2k 0[AIHCR Y ARHS
Siiets S2086H7 0] o L 0f AHO| CIE AZ0|A E2H HOEQICt A7|s BH cfst YR 208 UEe) YA £ AUC 0 BASR T2 S0 ofst HYE ZUERI0| ==0|
2 QUCk CIE AEIEID} OFE7IX|2 OFESHIAEKI2 tiifE CKot EaABHRIC] 106) Oy B719t ZEtE 2883 e ISY8l2 Fol== 2SEE0| LIE + ot AZ2ART 3 Z2i5t CYPIAY
HeiEo], S=IER0I0IA O[E2LTLEE & HIVERZE|OLH M2 22 SXst SEnt OfE2SHIAEIEIC| 182 HES IRYE/AZIEY YRS SIIAIZIC AEHE Afgn} m2E XIHY
TSEE0 HANALAERSES0| 24 HuEioln, HERYIMETSHES 29T UEt U BF CKO B717} et AL B0 BX| 01F0= 1 F40| X&HC, E5t ZSMZ0M o5t
dES S| % A 2SWEE HolH HAHA S0l Al ZH0| AAMEC, 285 SN, 201, 28512 T2 0/E= FAE CK 450 U HRs 28BES 1l Sict, 58] £7/8 &2

WX Kwangdong

HS St Henix| ofe 285, ZUE, Z85120| LIEILIE SiRl= ZA| HSHEE S0 2S510{0F Bich 0] AZ0IM ASXIZ B2 ZTEWE0| Y2 AS2ARR DHRM ST HRIE
2olojAl, SHIER0lol, datmeE, BMTyE|2, HV Z2eorm| ARE g (MFLIEe 2ELMIE, 2oju|2et 2lEL|2 ElZaiL|2e} 2|ELHIE, ORI 2ELHIE
Emeip|2, ZHTUH(29 2lELH|2 28 LRTL 0fE7 ETlEHe B8R0 Al F7HEn, DEINRCH S2 ATHEESHO| LFEMI} OIESHIAEIEI) BEZ0E 1efsl= oA
AEHO FUM0| YBHE Helsl=AlE FoARH D2isiH0f 81, 2REE, 2¢1d = 285(Sel, FOE7| 18 ¥ F 7K 4E F o 42| EYFYS MR ARy pEE By U BSE
F2A| BUIERSHOF i OIESHIAEIEIS| B0 AXBY 3 FAIBHS| L4472+ n2=0{of Sirt, Ol SHIAEIRI D} FAISMATH)S BEF0IX| Y=t F7|%21 CKX| £50| mai=lofof six|2t,
DLIER0| Mzipt 28EES| Wi a=Cis SR Glr, HRD8SHS ZaE 288E0| A7t 0| Ut E7|hinte] YRSoM EnEI%T, 0] Aut 27140 Zo| MY Al FU7t @7EL, 8) 2H7I5
0l : CiE ZIExst ARRS OIETIRIE AEIEIE 707159| MatsiA ofxmt Hielof 9ick UMMM 8 ol BB AR|S] AlLHOl F7HBAYSIAIUN)S 36§ 014 Z717 2ol LiErT}
OfE2HEAELEl 20] 2i212] 0.7 %04 LIERCHI0 mg=0iz 0.2 %, 20 mg=0iz 0.2 %, 40 mg=0fz 0.6 %, 80 mgF0iz 2.3 %). 0| of £0f § 707l ol &2 HzY 71 218 5o ojyet30|
LIES 4 QloBE Hy|Ho= ZAMS HAlsts S S=25| 25101 0140] 2l¥sl= HPol= F0IS S5t MEE MRS St X|2 AR B 2|5 ZAS 5ok sl0, 1 03 QiEo= 740 252
Ho|= #ixie| 42 7|5 BALS vi=si0] AAIGIo0f BiCt AILSZAA AEEIS E0ishs BAHA IHA 220 b|-x|HY 70| E8H 20t 0] 4o X|=6ke St UM it &
£Z 2R84 J2|n/EE nUR(RUIEE T S90| LEHLE Z2, BA XI28 SUSH, thi BeI0| LHX| Y=rtH 0] &S ChA| FOfHX| 240t0f Sirt, OIE2HIAEIEIS URSHERH IS
E= ZVEE0| B20| ols MR A% LS5 Foisto0f Bict, @S VLR 8t £= MY Y= HHEHA O|UAE|S| 450| AibHE SRl OIESHIAEIES FOfEHA| Y=rt, 9) Uy
7l5 1 0] %2 ZE5 HMC-CoA E2EA MlioA HoAlc ¥ B2 83 of o Zypyt BDEQICh J2{Lt AEIEIMAS| F0i2 OISt SHQE0] Z40| RolM0| TEHO| YBMS NaJSICt, 10)
EEY LES . HYSY HEsio| WAL glolt A2 G HESOIL Yy SIEURS AHMHE 473159 HXIE (YO OIESHIAEIE 80 mgS ARIBEOR SO0i5H LyAB et Sit
UMY & EM(post - hoc analysis)oA|, %2t H|islo] OHESHIAELE 80 mg FOfZ0lM &M HEE0| WHl0| ECi= 27t QIRICHOFESHIAEIE Soix 553 of $% 33%), 0l= LNAIR
AEHEA] Ojo] &34 HEE0| E SAE200A 1 91240] FO0F 202 HofZICHOIESHIAEIE S0i2 73 Of 92 S0z 23), J2iLt of=2HIAENE 80 mg Fof ERl0)M FA| HEE(265F Cf 311
o) Sl vlsot TaEel ARISlo] w(123Y o 204)2 O Ot of HA| LT 1) CKRI £ : CK ZMst 28 5 T= CKRIE B71A7Ie T2 2010] Elfiste 42 SHsiM= oted CK
A7t 7IRIRI0IM BIAi5| 45 22, 0 A2 5~7Y ool ZlS Siolsty| s AHEHsHoF Bict 12) 0| & X2 & S5| FefY T= WIS Pt 28FF, AT T= IKAR MY|H ZA| Mol
U2|=E aHof Btk 0| O F0{ F 0[2{3H SA0| LIk A CK S SH5H0; i 0| 20| SIH5| A48t ZRAAFAABRIULN)S 5tf 211 X2E SHL|00F sttt 2SS 0| 350|2 (Y STt
A%, CK 20| Fefafetx| 5uf 0lslete Xz SHE Defaiof Sitt, F40| siA=in CK 20| Fyor S0k2 2, HLUSt RLIEAS 51TAf 0f 40| HHFH E= CrE CfF| AR £2US nas{0}
SiCt o] U2 YMHOR CK U] S 40| LIEH FP E= US2art ZICEHU NS 22 SHEofbic 13) IRENUSSHAESA-ZA S57) SARN|IAIREH(RIUESD),
CHEigtl : TREUNSSTAEIEA-Z2 £57) SYRIIASHEUEET), CIEiEH 59 424 LT0| Lerdth= 217t 9lck 0[213t Z40| UElLls 29 F0iE T3t 14) S0 5
0| WME 2FM0| 52 TF SRSHAM HHE P AEE Qo= NHFES FUE 4 UCs D 7 71 HASIRICH T2 AR HEO| BRM SN LA 0fE HEIME
ABIGIOZ AEIE| X2 EHO| AR E 4+ QIC} H3IM0| Q= BXHEEEE 56~69 mmol/L, BM30kg/m?, EAKE4E| A4, THUNES MSXIR) w2t UME U ASAM 47| BLIERS Ao} 3T,
6. A4S 1) 223 CYP3A4 AR[H @ 0] %2 CYP3A4O] 2J5l0d HAECE 2245t CYP3A4 iRt 0] 24| WB2 olE2HIAEIEIS] 8 £25 F7tAE 4 qiT MSAIE Holet a0l 5742
CYP3A40] Bisd mnie] SIZSiCt, (1) of2/E20j0l4l, SH2|ER20t0]4] : 7Z010] H2 OfE=HIAEIET CYP3A4 fRRIZ YziZ ofz|E20t0l4l(1Y 48] 500 mg) Ei= S|E20t0[M(1Y 28, 1Y
500 mg)at HEA| OFESHIAELE! SE=E7} ZIH5IC, 1202 Seiz(ER0l0|AE S0ists EXI0IA 0] 9 20 mg 0[ME Foists A FolsHof $itt, (2) Z2E(ord 2Ax|RI2tel HE: OfESHIAEE!
AUCE 0] o CH=E0i9} Hlwsl] 7IHC T2eofd| Ak H2tTaiju|29} OHE7IXIZ 22 HIV T26(0H| SAHRL of ool H8 R0l FHAfH S7t=ijct 1222 HV Z2E(ot K|
Elmefot|2ot 2|ELH(2 B3R F= ZHEC ZRE0M AR D2tmH2E Fofots EAjol7]| 0] 2ol HEE mjsiob Sitt HV Z2E(0HE| ArK| 2OLI22} 2ELHIZ YE @¥oR Sojsh=
Bxfol 0 %S MUY nf FOEI00F Bl 71 W2 SFS ARSaHOF STt HIYV ZREOl AMA A2 2lEUH2 EERY CiRZUM|2Y 2|EUHI2 BEQY ZMmALH2 E=
EMOE|LH|29} 2|ELI2E WReYOR SoiUE HRlols, 0] & 20| 20 mgS HOAE OtEin FOI510] ALBaHof SICh Yn|Li|2E S0iE= HIV ERI0IA, 0] 2] Z|2E 40 mgS KStElD,
0] 2ol Eg A4 F0| HBE 4 Q| FES UNEI7} HEECH HAZH|2 800mg, 1% 3294 0] % 40mg, 12U 1215 727 HBE0IA| 0] 22| AUC, Cmaxc 22t 2,304, 2.66H] Z7I5IHCL
HHI2H2E Foitt= ERt= 0] & 80| 19 0mgE Zaksiks OHECL (3) O|EIALLE : OFESHIAEIE AUCE OIE2IELEE 200 mgt 0| 2 40 mg HE SO0i2 BixfolA| S71=2ict
J2o= o|E2tALES S0t ExjolA 0] & 20 mg 0L4S Fofsis Z2 Fso Sith 2) o] %2 P-22|3n2ERI9 7|Ho|2R p-Z2AT2E0le] KisHH(M, ASRAEE)S HEF0A 0|
o] M| 0128S Z7tAA 2HET 22 o|4etSol HeES F7MAIZICE 3) 0] 22 CYP3A4 AHAM(AISZARE, DiE22t0|=7 S4A| o OfEA Tz Foigt 22 0] o] EasTrt 5713
4 Ylon@ MESHA| Foiateio0f Bick 4) 2ITM T= C12 CYP3A4 REX : 0] US CYP3AM FEX|SH EE SoiAlCl, ojmt[zi=, 2IHL|A) OESHIAEIEIS] 85 SES 2AMZ 4 lCt 2iTAC
0|5 45589 7|H HZ0(CYP3A4 RE % hepatocyte uptake transporter OATPIB! 2|, OIESHIAEIE D! JEINIS WE Soishs 42 SA Fofstie Z0) BHo] 2=IM £o &
OIE2HIAEIRIS =A| F0{6HH OIE2HIAEIRIO| BF SL7t RolotA AAoit, 5) 0| Uit YU E= I L= HAERA UHIQHS TS YA YLHORZ FOE Dot 4SHE2
BEGIX| S0ICE OFE] RE S0[5H MH2L0] HSEB0 el H7E RS OILICE 6) US55 MotiA| : OLE2HFAEIEID 1 thMRlE CATPIBISSAIQ| 7|Z0ICH OATPIBY MaiA|t], AIE2AZR)=
OtESHIAEIEIO| MHIOIBES F7F A2 4 QiCh OFESHIAEIE! 10 mgnt AIZ2ARY 52 mg/kg/day}e] HEF0I= OIESHIAEIEIO AUCE 8741 S7IAIZCH OIESHIAEIEIS AlZ2AR2I0
HSE0IA| OIE2HIAEIEI| EXIZ2E2 10 mgS ZnsHME OHEICt 7) CIDA : OfE2HIAEIE! 10 mon} CITMS 43|22 H2A| SEAE9| 8 CiTM9| 5=t 82 x| =t 224Ut 80 mg
OlESHIAEIEIS ClZ Mo} 4318 4R 20| & SN0 3% T4 skE o 20 %ET E7IERMCh ClTA 2o #xjo| 22 MEs| SLERSI00} 3t 8) ZFIYA @ C20E|ALZ &
OlEIolAERICISS Biqals FATOIURI2L 0] o] WEEHA| 20{E|AHE X OlEIZOAEICIZSY AUCTHF 30 %, 20 %M 242t Z7I5ICH matx| OIE2HIAEIEIS Fofats of40] Z7m|UH|
AEfA] O] AfS maiotoiof SiTh 9) SYAEE  SYAEIZT WEE0A| OFESHAEIEIS| HEEEI} o 25 %R WorH, J2iLt 0] %552 HSOZ Eojols ZCH OfE2HIAEE}
T AEIES HEEUGE AP (DL-SHAHE Molaah= S71SIICL 10) MAK : 0 9t M0k J2|n SER0iES 8Rske 278 MK (antacid) HEUaL HES0A| OfESHIAEE!
STt o 36% M ZASIGCH JLt LDL-SAHES AA0le FF0| AN 1) ASM © OESHIAEIED} 2n2inle]| MRG0 HEt Ayt TM|RC, J2iL YARoz QojEel
HSEZ2 QISIC), 12) QElmE : 0f 2t QIE|WRIO| +3] 2 BEF0i= QUE|IEI FAS0] HY FHYS 0[XIX Yotz T2 CYP-450 SEEAE ARG tAlss YHSNQ| 4SHE2 7[t=lX|
Y=L 13) AMED @ AMET 0] 20| YSHEHTNN YSHES HOIZX| YUCL 14) OIXIER0M|M : OIESHIAEEINY 18 10 mg)2} OKIEZ00IAIY 12 500 mg)o HEF0E=
O}EZHIAEIEIO] BRECo| HES FA| YIOUICH 15) YURCIW : 74245t XI2xjof 43t OFS-Of NSAAH0IA OFE2HFAEIE! 80 mg2t Y2CIT 10 mg HEBZCIA| OIESHIAEIEIO| B0| 18%
Friigol, Yamoz onigls Zal= OILISICL 16) EIZHLIT! : OIESHIAEIED HZEUCIO] HEZ0A H2HLICY ASSejd] YAToz om0l Aol SRich 17) ZElOM -
OFE2HIAELE40 mg)at SEIORH240 mg)S EE FO0{A| OIESHIAEIEIY 8 527 O = LIEHLE, 18) RISFA © AIBFAL siLI0IYY CYP3AIS AHlGHs SRS EiRstn Slon, of= XSFA
HFO0| XILFE Z2(51F 1.2 LOJY) OIESHIAEIEIS] $15 S22 Z7IAIZ == UL 19) FASMATH) : H|S OHESHIAEIETHFAIEA O] ASHS R0 Cfst AES HAIZX| SRR 0] £ UES
HESolst AT £ Aol L2822 59 2S0/40| i 02 #Xi= HYS| DLEYSI0I0} Gl OIESHAEIE S0l YAIHoR Foblict 20) LIZEIM : LZEMT} HEcte
22 ZAZ sjo| g0l E71E + Yooz 0 ofe| S naiaiof St 21) S7IA : HS OFESHIAEIEIDL Z7|Mo| USHSEIZ0| Et A SHEX| QIK|N RIS okt 2850
A7t o] ofnt S7|Aute| HEE0A HogoiD 0] ofut S7|Aat 20| MY Al Fo7h @ECH 22) ALE2E : HMG-CoA EHiEA oxirle ATE230t Y8 A Z7HE 2SYS/AZ28H
Yo Qls, Au=2Eut 0] ofo] W2 WISHOF St 23) 7[EH : LHARUIM OLESHIAEIES HUZSHH X GAERA AR USSH L4EoR RO 45X glo| YRR =iCh EF
ASHO| ASYSEE tfEt A= AME|R| YU 24) TE D|H0|EA 4E : T2 NE0|EA Y4S3 WETHHS 1} 2ES AM0| ATk L2AX 7| 20l FOfsto] Foiafof Sict, 7, U
R0 it £0{ 1) 0] 90| UM F AME2 F7I0[Ck JIRNS HE mUHS 2500 Bt 0] A2 LB FH5H0| S FP U EHolol ChEH Y RMNS UmE Soat 72l o] ot
SOt} 2) 0] 22| 25 & AME2 3710/C, 0 %o| 23 22 2H|T=X| chaiie LK UR| YCt £3521 [olof 0J4HZ0| LIEK 4 Glo0Z OlESHIAEIEIS 285901 (M2 +R/E sike
Ot EICt 8, A0Hil ChEt of 1) 184 0|2 Aotey chsto] 527 014 F047|Z 5212 OHHA « RE A2 AIT|R| Qiton, MEH7 Zajol St H7|e! HF2 UBKIK| YU 2) AKX 23t 2455
AEe itk 9. DEX chE 0| 654 0142 2145t 019 FS OESHIARIEIY BEsEE H2 4120 s o =A UECLCmax 40 %571, AUC 30 %371, LDL-SHAHE Matgie
2 Moiza SAGIRMCE TAt= ARME HoslaE, of A2 DRl Folsto] HMlshor BiCt. 10, ABER0IA|S M| OIESHIAEIE! DFSS0) MBS 4 ol SHst MAHHS girt NS
Al #7= Hich| Z4Fo=2 x|23t0i0} S LAl EQHWS Aastolo Bict Z7s HA Y 84 CKAIS ZLIERSIo} Bict, sk SXTH Z8iS 67| R0 JUTAS OlESHIAEIEIS]
BABE R0k B7IMFIX| Sh=Ct 11, BB U HTAe| FolAk 1) 0f210[2] £0| EX| e 0 BRI 2) AIES H2 E7I0M MU0 CIE 87(0| ERGHe X2 QoS @80 8t Al 2oLt
OoFE 27 Kato] Holo| 4 2100z ol g7(of ‘91 F op BRBE12, J|EF 1) WRLY, B0, SEls ¢ OFESHIAEIEIS kol mgoR EAMEt HZ 71ZC= QIFo| Z|DE (80 mg/day)2
63t B2 Z AUC 4| 0-248 7IECR 8~168] DEFS A5 HE AF0|A LUH0| QIUCH Kol mgOR EHISt HZ7|IZ0R QHAIE Zn2FHM 2500 52 S F0i5t 242i0] nipA
A Zofe D82 NBTUM 232 ZINENT, A2 ZHHEY0| W20 B7I5IHCE BALES AUCo-2 Of 71E B~11H EUCH 0] AU Sf3tHoR QA E CI2 U2 012 U HE
kgd mgo2 EISt AF 71E0= alig UNHTETELY 12125 f HISZ0i0IM BUS FUSINCL 459 AR UE 2 152 QXY AlF0lM 0] %42 tARES] oo Z730| EFH0|
7t54S 2O[X| %3UC OIESHIAEIE2 Salmonella typhimurium X Escherichia coli§ 0188 Ames test ¥ Chinese #AE| HAHZS 0|88 AEHUH HGPRT forward mulation assay®iA
SA0(Q{Ch OHESHIAEIEIZ AT Chinese #IAE HAMIME0IN HMH 0[AS FUXOR SIAIF|R| 2tn, ALY D}2A AstAH0fA] SH0IQICH OKESHIAEIEIS 211 175 mo/kg/dayTIHA|
Sofgt 231 HE S2 21 225 mg/kg/day k| FofEt A7 HEWM Selks S2 MAks0| SRH0l HBIS gRiCh 0] B2 koH mgQE EMet QIRIANE FuEEER0| 100~1408] SHO[LCE 3
SHEQ] Cifft MA=MAB0IAM 115 52t 100 mg/kg/day F0 Al Fxl: 24 HXI2EE 24 9 Hxjo|do| E7t=i2ACh 10, 40, 120 mg/kg S22 OIESHIAEIEIS 27t ol £0| Al EAL 22 FA
Hit0jE|, Mt Jjgte] ZE|gajol B0l Ha2 QRICh 2) SR =4 ¢ 0] A sEtEHo2 GAE ASQMZIHTHEHS o 0ol HITE ABS FOis oM 8Y ci=Hoz
ApIA(Rara A HR0| SiEKE Ut (1) 120 mg/kg/day(2IHIEIHEHER2| o 1662 37K 7H ROf3t A3 JHolA WEE0| BEERICt 280 mg/kg/dayTtx| BFE S7tA7 S8t 92
JHOIA 112E 2ol HEE X AME SEEH0| HEC, (2) 237 M 31 H2012): 10 mg/kg/day, 120 mg/kg/day)oilA TS| ZEMATO| HELRCE (3) ZF4ZA SHANEEFY EF
25 9 #uRe| Z7HMQ) BT 2R)0| 0] AYo K2 A2=0| SHE oM BAECL
ZFTH 1 308, 1008
A - 7287, HREH(1~30T)
% 2 QOIE2 YF SXARIE Ut MBYULCH Bk UMl AS7(B0] HtTiALL BE HIf = o2FH HES TUXE Sai0] maEt SR
% B HES BEASIRE TN O AU TIpHE HARHCEL
% 2 HES g [019] £0] | Y= 20| BYSHIAIR,
¥ 2 HES MM S88 A ZHP} 7|z0l| 22 £ oL| RO5Al7| BIZLICE
¥ 2 HEEMY| LE2 M 9 57hEe0l WA oat AL SFEUC BAY ofF HAT LHE2 AZATORH Rajol ooz Az
(http://drug.mids.gokr) EE 22 AHA080-024-0030)0M EoI3 4 YL},
AH|KIAEHAL & 080-024-0030(4-AREE S2HME|A)
HZER}: R 7|2 StAl EES HUZEHZ 66 AMIZCIZAt : BEXNIY(E) FTIT FEA| MEtZ 114
MRt 2017.06.07
H..170607-005

WX Kwangdong




