| OI=EEHAEFE s

(OI=2HtAEEIZES31E)

171013-1-R(8)

SoiHsgH

ﬂl.l(/( OIEEHI:‘E)IE’z'

OlE SHIAEIEIZ = 31F

(HRAE 28] 5

c OFME: OJEEHIARIEIZESABIT(KP) vvvversrenne e 1085mg
(OI=2HAEIEIORA 10mg)

BINISERE: AHOIRADEIA(A B % Tl

TN : FURATA, DZRMEE0A Quicalo) S, RFHEHIE
SAmRTER0A Hitiia J2A7ER0ALIES Balazu)
£80, 5IERAI2LYSE0A

(4] 2ol 2 ey

(&5 51
1. 0120 Mel ek o oz
1) TS A4S 0] 431 QAR S GloLt, B A U0l LEESIERARS

i for *
HOR, B2 180! e 1D BAARER| £ 27| BYSH A BEol 715 S)
b9l 0 ziel
() MO et B 214
() KB Cfet O34 2

(9 Eaps 5 0 oFse A et Sl 24
2 By Az o] et QN S74= glol, IS WEisll O50lERAR
15, ool 891 G 1 S} ol 1o Pt 00|

HIZMB0 et efaty d4

) S0 Cit et ZA

1S S Tl ot Y 3747t k= el exiel
HIXIEH HZME0 et ofaty 244

) AIEA 2 HIR|RE SES0 Ot 3y 2a

(3) STHI20f CHt Platy A

(4

I'
0
o

@«
T=RTS

;%ze%a% Qlet olelof st oIty 2
(5) BIAIZO Ciet 1z A4
2 IXES
1) 22y TEAHESFOREE V158 3 UPIEY) o S oniEEs
(Fredrickson Type lla 3! 1Ib%) #iRj0] $5E & ZARE, LDL-Z2AEE, 01=-B
£ E2iZaMelo|s $XI2 A7 |T HL-ZYAHERIE Z7II= Aojoge
CEY|
2) Ho|24H0l 25| 2SS 51X 24 Y O|YHEfR| = 20135 Fredickson Type )
3) 2% E2122/Mj0I=7t 85 EfFredickson Type V2] A0|RHEEA
4) ST 715 DEAHENS Bi0] 5 ZAALIE, LDL-ZHAHERIS 2A|
7| 2fofl 2 RIEIRGHA(0], LDL-epheresk)2t BE3I7iLL L2 KIZAfGIES| RIE7
7158 39
3 AloleHols S15tn OfEis| ofHe] 710l gl 018HE 7158 nERAHEHES
70 ~ T7A10] AORIRK 00| AL 27 020 ERH0| SZAHE, LDL-Z2AEE,
OF=-B EH 7[5 LA = AojHo| BER|
7}, LDL-ZAHZ0 0443|190 mo/al. Ok} (> 190 mg/cl) O[74Lt
L}, LDL-Z2|AHZ0] 0245] 160 mg/clL 0Fe}(>160 mg/lL) 0|, 27| 422t Ziglo] 7
Z20| Ol B9 E= o AORRIIIN T 71K 040 Ci2 aiEEH Tao| el
Wk 3%

(8d.8%)

OFESHIAEIEIS F01H Y S0IB01 Bl BE SAHIE MotAlS 510{0f 5itd, 017 5

O Lt SAIS} Afej0] Foret 4 QT

1 IXE5
Y 3| 82 1Y 13| OIERHIAEIEIOZA 10 mO|L, O Y2 LDL-Z=HAEIER] 244
7t 27%(E #R10) A2 12 18] 20 mg Fi 40 mg(d5 % 0142 LDL-BHAHIER| ZA7t
27l A20] 3i5t)o AJREt 4 Qlrt 0] %42 12 18] 10 ~ 80 mge] SR £0f
$ict,

0] 20| 23132 U FARYR A== U ¥ 52 12fold BRI S0f w2t 7t
0{0F f0, FOIAR H/22 BHXY £, 2 ~ 45040 XSS 240611, 0/0f w2t
282 Aot Bick
A0 SHe= DL-ZYAHERIE MotAl7I= A0I22, A2 AR 3 R|=HHS HIIA|
LDL-SAEIERIE 083} 2S PABICL CITf LDL-EfAHIE SRIS 018 £ A=
BR0= x2S BUERNSD | 2ish & Z2AHE X/ AIBSICE
SRl 715 DZYAHESS St
0] 20| £048Z2 1212/ 10 ~ 80 Mg, L2 [R5 X|Z (0, LDL aphersis)it &
gliot7{L, 0f21 XPEiKfst R|ZHO| £7153 220 0] 242 Fof5iCt,

2. O[B! 7153 DEYAHISIS AOKIRKI0 ~ 174)

Y 23822 0] 40N 12 10 mgo|nd, A AIHEZE2 12 20 mgo|CHAOH EiXI0IA
0] 220 mgCt 1SS S0i5t UNKIZE Oirt) SOSZR KOl Eixfo|M HAel= X
ST W2t 26| FUBIC B2 45 E= 1 010 7142 F1 X100} Bt
0 AIZof #i}:
AEISK2 OFESHIAEIEIS] PAlE L} DL-ZAHIE Kotaaiol B&iS 0lxIX| &
o0z 85 AHE Lt
o 1K}
T0M| O] 1 SRR T R At ORYR BE 01 SIRFLY| 220 FAfSIC,

[MAo| Fou]

141
ixi5t 32AOLEI7|LIOHHICK) 21 450] LIEILIAL 288E 02 TITtel7iLt opilel=
29 /S 2HAFE] X128 SC6l0} B, 6t 34 3 4257 OiRls 2845 =
E2ZsH0M 0JROR Ao B 4 Ql= QHRA(, 55 24 MEY,
2R ouies, oM, B A} L2y, ToE ol 3 Molelx| of RS Z= Stk
OIESHAEK) 128 HOE 5% = ST Bl 70| 2Ras/aea
93 &Ix
8l %),

2. TS &ixtofl= Sofatx| 2 A,
110/ 23/ ot0] RAyseel g e
2) 854 718 SRt s S 0f0|:HTEAR|| A40| BAARRI| 3 014 ASE

2]
3) 2t aixt
) QI = QMG QIS S0 U Of U 2R%
5) 104 0/2te] Ao
6)0] %2 RES &Rt o0z ZAEQA SUiN(gaactose inlokrance), Lapp
B6fEA ZEZ(app lactase defdency) EE ETH-Z2IEQA S420H(glucose—
galactose malabsorpiion) S0 K| 2P} U= SRiofAl= Fofele O Eck(REE
£ Ao 8t2h
3, [k Elofls M55| Sof2 2,
1) YT BEXHEE 2PUSH0| 20| Q= SRKO|AIS'S AF)
2) TS 22 EIETSSH0 Ch5t A00] = SRt ChsHl= OIS ARfoH | Hofl CK 4
£2 Z7sl0] Az5| Sofafor i,
() A7t &4 Ei= Ao o] Qi= SRt
(2) e ISfslS 2Rt
(3) Y Z0[A0] oI Fi= 7 10| Q= SRt
(4) AEFEIAHO|LE mI=20|E(fbrate) /2 AIBA| 28 S40| 20| 4= SRt
(5) ZVisto| 42 = MEiRto] ATSS MA(sl= A2
(6)70MIE Z2ol= DK ERIZAHO| A010] U Ext
4‘ OIAH}E

ots

&

1

I

1) OLESHIAEIEI2 ABtMo= Lioko| ELt, 0[ARHSE L Z0jotn UAR0IUCE
0] ft e O[S OR Qlsi0f UMAR & F01S S5 Alzll= 2 % 0|2t §ixt
Ofl A HASSIQIC, OFE= SHAELEIO] CHSH $IOF L UAAIZOM 16,0862 BIRH0] % &
Of 87559 [ 912 01 73117t EU2 5359 7|7+ S0t AES £04 Hiofor, 9
OF £01729| 4,0 %2} OFESHIAELE] £0170] 52 %0fIA] 0[SO Ol S0HE BT
SIAC,

2) UMAIE L AIEES TN 7|Z5109 0] 240] 0[RS ChSat Zic OfAKSO ChSt
Bl CHSat 2tk ; R RIR( 1/10), K> 1100, {1/10), THTHE(> 1/1,000, €1/100),
E27( 1/10,000, (1/1,000), BHS ES7((1/10,000)

(1) T e R, e, 71585, YRS, 12 YUY

()

[ BoNE s R

(3) AR Ri 2EEE, 2 MEEE, A5E7E ARl

(@) AP A R | SReR, Asigdt 7o AL 2 S5, & £ EY

0387 x5 Q% - 3% 85, 70|

(6) A 2 EHE, AS

(1) A2 : 7B =8, B2 OfX[212, XIZI0LY, 2zt DiZiolY, 7/2te, =84
OEAIZEE

2" coco

(82327 4 Z3x2l: 1 285, HAE KIS, 2 - 3247 £5, 284 #Y
3%, 585, 2 285, 2202, TiF0 ot &35,
YR8, BEY, IS E-HA kY DAY 28HE

(9) 3ot & A=A : CEA| EARUAZ

0) ot : RI Y27 BtS, th S| OfLfZZAIA

1) 2t A = 7, S8 SETA, iR S8 78

2) & I AlOKSE, EEH AlZiTol

3) 7 i Of, i EEH HAd

4) & Y DSHER] - 2 SE2py|, P47 7, 22 SRS coy dudl

ZY 25 13S0t TEst RN, [PMAIESHAE|SA-ZA 255

ENRITAEHIYEST

(16) A7 - h2 S| oINS Rt

(16) ZAL: XER 2715 ZALOIY, &5 CK B71, T2 9F WaiT oby

3) OLEZHIAELE! QIOITHE AN 5 Tt 212 7t 0LkS0] LIEGLY, ORAoll 7]
£ 2E 0AEH30] OFESHIAEIEII QIuRAAT U= 22 ORIk

() BuA =

(& : Aok =&

)0l

(@) AsbiA|: 1, 25 01N, 71 N, HESH, BESHNEY, 71s HARRIOY
(Y AT SRI9 45), HEE, T, oIz, ZMEH Arel E2] N 2ok
TUE HEE T2E - MOIRINHY, okt B RI2ES 0I3SE(HHA
HH=E3)

(6) &7 7/, 1|, W, 52, 24, 2L

(6) AVZA: ZZ0|A(RIZI0 LAY, BRAIAEE, 5715, HUANS, 8, 1YZ,
HEBAA UFES, REHAAZ A QIO 2REE, 285, 2T

() 222A % 232X 2828, 2812, I, TAS, e Foldel 7igiaie)
o5, 29| 85, 715, K 45, E5 0[e3=is

(6) = 4 motxA]: 712ig, WYl EeE, MENTINY Df7IX Ut 0Eg, Fo
7), &% XIR, TR

(9) Bl A7 A 7|2, QRAUN, Bl WS Hir Hnm2t ARZA 0RH: 2
T8 RUHRE AT YRl SUHI, XZES 2HiE, LS, 243, oF
5, Sk HIEN AP XIZEE, 2

(10) CHAH 2 osRiol : RSIEE, DS, AlgHx] AeExl

(1) ZHI0[A & 019 Oy - PEHZ, THAZN £ BT HAME, OIHEE H 72
2%, Hisz

(12) 4207} 9K 0[O0, ZHONY, Q1ES HANM =L, 25 ity

0Zz3}

(13) 8 2 2T : HALZAS Wisiop HiS

(14) LRI - HAEAE|Z Xist, TRIAEZIR] A5, TH Al5, ACTH 45, UZAH|

£ Xat, 04 7Y

(15) AV ZISAS, BUNAS

(16) 7|+ : \chz AR, ok

(17) A} A 5 st oby

4) AOFRIR} (10K ~ TAOHEZHAEIEEA] 10, 20 mgofl sHE)
O[3et 7158 TXFES 7110 ~ M| AORRIRIS CHAOR 5t 671 S2t0| AMA|
F0IA LIEF Otk Z2mU2 QbMo= QoofA] LIEK 2t RARISHCE U8
ko] Qlufzizer ARG U 1F RFUIM 71 SoHA| LIEf O[S ZH0I9IC
5) 2% CK SRIASI] 3t 0[4H)0] 5715 20! Z2= AUMHT0IAl T2 HVG-CoA

BRI ARIHI| FR 31% LASSIL| HI101 OFESHIAEIEIR 25 % LAGIQICY M4

X AH210] 10t 0412 £XIE HOl AP= OFESHIAEIE! S04 8iXt 5 04 %0fIA Lt

EfCE O] 82} 5 01 %= 285, DZHtendemess) E= U5 58 HHLL

6) ZLHOIA A 6150 MAIS ASSAR ZAZT= Cigat 2T}

(1) YEASHRZAL - 11536 L2 AAISH AT ZARZT} OISO esitIe
82 QlnkEi7ot ARI0] 178 %(2052/1 53622 EDEIC 0fF AR UMA[E
OflAT LIEILIR] OIIT! MZ2 OAHESOZ IS MRINEE 72|, QHSZ 42| b|THH
ZAZT}, TOMEZ0| 247} 37, XI4|S 137+ Hneiic,

Q) F7INSHREA: 12 O 0] US =85 2625%S LHAOZ AASHAIES &7|
ZAIZTH O[S0 Wiz SR QlakuAlet Aelo] 370 %97/26268)2 &1
ZIQICH 01 AIEHT LA LIEILIX] Q4E M2R 0[AESOZ NRAEET
#, ISR, FARE, HICHIRAZI P 217 e Bt

7) U AEIEIA| QFEt BRfslof CHEat 242 0[AIRES 0| i b Qlck,

(1) BANAA - 2TEOHET Y U= B3, 7|ANN 28

() 28717 S5 &7IS0IA| 2Pk TAstat 22 oo/ Al

(3) Bl A7 A 48 71501y

(@)L=t - Yl : les IR ZRjoio] o2t C2C (35T 56~69
mmol/L, BMN30kg/m2, EAXIESA| 45, TELY)
(6) AEIE! At} HzoH0] At & QIRIKON7 EEA EER(C (0, 710f2E, 2%
3, 7|NAIE, 71208, B5) 0[215t QIXZoe 2E AEIE! A AS0M 2Dg]
Tt Of245t ENSS UHKO R M2I5IX| O A4S ARSBE 2 7IAH0|H, S4Y
A A1~ ) W BAREZHRI0| ) HRI QUL

8) 2L KPL Rt ETXIR(1989-20184)5 SAGH 2t a7t 2nE 2 9f
QAUZ0A ‘Lrelict FatArof tleh SAECE Rt B0l EE oAk Rt 2
Of LIEFGICE CIZE O|2M 2 sHiEf a2t R3] SaiAti 2ol QlaratAlt U5 H XS o
0foks 22 Ofct,

- ASTEH
5, Lk 20|

1) A 01A0] A2 OFEEHIAEIEIS] STE(Cmaxs 220 % ST AUCE 210 % O &
) 4 RI0[7} UL 0f2f8t RO UNT Fol40| gioion HAut otiziol XA
Ofl Chet Zak= AEo=  Xjol7} eiict,

2N AMRSI2 OfESHIAEIEIS] #Xis 22 | DI-SAHIE Motadt o 38
2 DIRIX] ULk,

3) 2 - O{ESHIAEIEI| BT THY UZA7FRISHChid-Pugh Class B) &A1)
2 SIXGHAICmex7t 4 166, AUCTH 211kH) B7LISICE,

4) 71 0] 240] B0{ & FziN 74 50| 24H0| LIEY 4 oo 2 & AT
9| Z40| eioh= ZR0lk= SIS SXlot QA LORICH

5) 711014 1 0] &g F0f = 7102 0] ASS SO0t SOF HAGH IIUHS AR
aHof BiC

6) 22N RISt U AEIEZH Ol B2fsl0] £5| A7 | SOIA| 7N HRSm 22

(1
(1
(1
(1
(1

ORI Afei7} 20 i QICt, Wolsl= QyOR= SRR HIYMY 7IF o 2t
Q1 49 UH(n|2, HiFA 5 WPt EEE 4~ lrt, BRDH Y HEEoz oY
0| Qe FR0l= AEKEI OfF X2E FHoI0{0} BiCt

7) 28EE/ARD8H | 022280 0RO FH Mg Stifel= 2228
019t 4l 0| AZ| T2 A=201M E27| Eusiirt, 4715 S3iof tigt Hale gea
Sl 230 YeolRi7HE 4 Qlct O BRIS2 222 Flof CiSt MLt 2LIEZ0|
=30/ 84 9k
CI2 AEIEIT} OFRDIRIZ OIE2HIAEIERS WU Crot BEARIRIQ! 108 01 712t
ZElE D285 E 29812 Folei= 20| LIt + Ol ABRARR S Y
243k CYP3M Xfel(0f, S2fi2lE20j0[, O[E2ITLIE I HVE2HOF| ARt 22
St o2} OI=2HIARIEl| DZH HE2 ISHE/ARIRO| RS ST,
ABIE| Mt 2RE XD IR 2IHF0| HAMWETASISEB0| S2A Eusiol
O}, PO nASZ RS2 I U3t U HF CKO| B717F LIENLIT AEHE] &
X 0120 1 Z0| RS2, Eot ZBA0N ROIRt AAS SHioHK| = Tt
4 2852 20|0f MUK F01 A| SHO| JMECE
T8 S 271, 28519 12|/ E= BKfE CK 450| ol #Ml= 28ES

0]

LK

2Piof st £31 2718 52 3 Seie el 9= A28, 30U 233
Efce &7ic SA| B34S 7oA B251001 2,

0| HIZ0IA ASRIE SO ZFHZO Y2 AIS2ARR T|=2M REx, of2/E20t
0, SHRIEZ 00}, Hatme|2, BATH|2, Hy Z2E0fR| AR HELH (A
A2t 2lELI2, 2LH20 2|EL|2, ETai |29t 2|ELH2, CIRLH|
209 2|EH|2, TAmRLH|E, ZATL |20 2| |2 B8, LIZEIM, OFEA
SThARIot HEE0] A| B7IEC MEAMNQEH, 22 XEHaIZA0| LIREIAL Of
SHIAEIEIS] HET0IE Tfoh= M XIBAC| FUN0| YN Halsi=RiE F
Oz mefsiofol ohn, 2SEF, 22 E= Z8HHAUES|, FHRI| 12 L F K| &
£ 3 3H9120| UFS Y5t MBIl HE BN U E3E o 2UERE
OF 51 OFESHIAEIEIO] XZ2O| AR U PRI 2HAJ+ mR{=iofo} 3ict, of
ESHIAEIEIIHRASMATH)S HEZ 05| Y=Lt 37 [K21 CKR| Z70| mf=iof
OF 51X/, DUIE[ZI0] A2¥3t ZSUF0| Hds alri= S girk

SPIRHE 5t 2SUZO| AfR{} 0] Ut 35 |Ane] HETOOAM BT 0]
At S5k Zo| Jg Al Fopt @7,

8) 2715 Ol : CH2 RIZIAf5H XIZAIQ) OHEITIRIR AEHEIR 217150) Matats ofAnt &
0] Tk LM B Ofn| - MES AR|O| ALHO| F7HHMMSR(UNI 3
Y OF&} £717} 28014} LIEYH]7OIEEHAELE! 204 2i}0] 0.7 %0 LIEKRTIO mg
012 02 %, 20 Mg 02 %, 40 moE0iZ 06 %, 80 moS0HZ 2.3 %).
0| % £0 3 77f5 01, 8 MM 219 714 So| ojet30| Ligp 4 Qoo
WMo ZAS HAlat= & S| 26101 0140] QNEl= ZR0= RS Bl
I HES RIS S,

(2 AR H 2bfs ZAIS s0f Bin, 1 0% UMHOR 7iM0] SBE HO|= SRt
9| A2 2bls ZNE Bh=10f MAJSIo{0F it AIMSZMM AEIEIS Sofs= &
Kol %R 2|0 HI-XIH 20| ES7 2l 0] %o R|Zsf= S0t
AR EA} 8 B5 74 D2 1/EE 1HRIRYIES Eo S| LEL= 22 5
A ZI25 FESICH i HOI0] ATIX| Q=CHH 0] S CHA| SO{SHX| lojof St
OIESHIAEIEIS ATSHERNDICHLERY = 7P3I0] W] Sl ARS| A2 A5
S| SO{5I0{0F BILCt iS4 7PuISt Bixt = MYT|X| Ol SHEMA Of|LITIRIQ
AB0| RIAEI= EXiof= OIESHAELEIS SOfotR| Bh=Ch

9) L2H| 715 : 0] 242 Z815H HMC-Co B2 ASHRI0IA Hodle X 3= SH & 3
0| Z7p7} Bt J2iLt, AEEIMKC] FoiZ Q15 ERoislo) 240 QolMo|

T30l YIS Malsirt,

10) BN =55 HAEY NLSI0| H2I2 ool 2T /LY HEZO|Lt ity gy
TS ZEAE 4731H0| SIRIS (HYOR OESHIAEIE 80 mgS AIKIZZOR SOf3t

UAA[l0f Cif3t SHto] LA S EM(post ~ hoc analysis)], HI2fat H| 5104 Of
ESHIAEIE 80 mg SOfR0IA EEY HEF0| Wal0| ECi= 1t ANCHOIE s
AEfE SO 5659 L YOk 33), Of= QAR AIREEA| 0[] ZEY HEZ0| U
SIRIZOIM 1 9I3H40] =0HEl Ho2 HORICHOIESHIAEIE! 017 7 tf 910F 20
= 2), J12{L+ OFEZHIAELEI 80 mg S04 BHfofA Fi| EH(266 Tf 3i1) LAl vl
o HAEAH ARISlo] (123 o UH)2 YOI Bt o X LIEfSLY,

1) OKR| 24 CKi= 5t 28 3 Ei= CKRIE B7IA7|= T2 2910 Zxfsh= 22 &
Holi= QHEICE CKRIZH 7 |KIZ[0A $HRf5] 453 2, 0] 2 5~ 72 Olofl ZntE
oIt | s HEEHOF S,

12) 0| % X2 5 S5| Hef2t Fi= WS SHISt ISES, OIF T AU AI[H S
Al Aol Y2I== sHof Bict,

0] O 04 5 0[2{3 Z40| LIER A2 CK BI#S Zaf0+ Sict, 0] o] $iK{5| 4
&5t Z HANBIRIULNI2 58 Z2f] X[Z= SO0} Bict,

22540/ 530/ 0fY SHEE AL, CK {Ho| HAMAGHE| 5t OlGI2E X|= TS
T24fof st

40| SHAE/T CK 2Ho| O S0I2 22, HUS BLIERIS 5181A 0] 24l 1
S0 = T2 O AEKE £US MfsHof Birt

0] 22 UAEOR (K 20| BiX{5HAS0| LIEH A2 E= 2IGHHITEIILE
Mgl 22 Frtforsict,

13) [P HAOISSHAE A EA £55) ENRNINSH(EASET), Ciskt: 1|
FHUOISSAE|SAFA Z5T) SNRNIMNSIHRIYEST) CHEEY 5o+
g WRIo| UeksiTh= Bt Qlct, 0f2f3t B40] LIEHIE 2 F0E BB
1) S 1 35 LatHo| WS QIEIN0| 52 T SXSHAIN HES St X|RE

25l WHYES FUE 4 Utk T 71K 77t HMZICE J2ILH AEKE FiKle|
g Yl ZAGTIE 0[2{3 ASNS HB[5192 AEIEI R|Z FHO| MR E S
QICh SIBHS0| QU BRHBEEY 5669 mmollL, BUN0Kg/m2, ZAKESE| A,
DENSS TRRIR iri2t UMM U MBI 27| DLEIRIS AAJafoF Birt,

64512

245 CYPaA 2RI 0] 22 CYPBA0] Ol510d HAREICY, 24245t CYP3ad ket o]

10| M2 OIESHIAEIEI| 83 528 ZTIAIZ 4 QlLk ASXIZ HOl §1i0| 5

22 CYP3M0| IS S0l QFsict,

(1) oi2IEZ20t0lA|, SHIE00[Al : Z4ZQI0| 2 OFEZHIAELE!T} CYP3AL AR
2 Yef7l of2|E20j0[A(1Y 43] 500 mg) Ei= Sefe|=2010A12 28, 124500 mg)
I HEA| OIESHIAEIE SiRsI} B7H5IMC, 12102 SeizlE@nj0lMS £of
5= E10A1 0] 2 20 mg O[S Fofats 22 FOlsHof Bict,

(2) Z2E0I| ARKI2fS] HE: OFEZHIAELE AUCE 0] of HHES01Q} H|msio] 21
C Z2eof| AR L2bz2iH|2ot 0 b|2 2 HV Z2eqotr ARt 0] O
9| 2 £0i2 Sixf5HA| Z71<IQCt 2292 HY Z2E0FH ARK E|Z2fcH|29
2|ELH|Z HEOH T 7IHC Z2e|opr| ARK| HYatmaH2Z Soishs Sl
7 0] 2o| 48 2 mistof St
HV Z2E{0fR| Ak 20|20} 2|ELH|Z HE QE0R Sofsh= Exjof 0f
UG XA 1 FOI5H010 5 7FY R 8BS ALBsHoF BTt HV ZREfoH| K|
HAHLII2S IELH|2 HEQH, CIZLH|20} 2|ELH|2 HRQH TMTRL
H|2, = TR |20t 2|ELIHI2S HERHOR Sojil= SRl 0| % &
20| 20 mgS 0= OE|n R0J5104 AS5HOF Bl
AOjL|2E Fofh= Hy BixjoM, 0] 249 X|2= 40 mg AiBtT, 0] % HQ
A 820| M2 4 Q0| HESH UNTIP} HEEC,

EHIZ2H|2 800mg, 12 3812 0] & 40mg, 12 1315 727+ HBEOIA| 0] 2| AUC,
Crmaxiz 242} 2.30H, 2668 Z7151%Ct BAIZH2E Soih= Sixk= 0 & 82
0] 12 40mgE ZfsHiAi= QFEICE

(3) 0|E2FALIE : O} SHIAEIE! AUCE 0|E2HLIE 200 mgit 0] % 40 mg HE &
Of2 BxshA| B2tk 12{22 o|E2tALIES Soii= SiiolA 0] 2 20 mg
0[AS F0foh= 22 Folstof it

2) 0| %2 p-B2[FLRERI0| 7[H0|aZ P-F2|AT2ER19] KsHH(0, AZRAZZSH
01| 0] 20| M5 0IZES F7HAIA LB 22 0[S0 YBMS BTIAZICH

3)0| U CYP3M ANHASRAZS D5 22j0|=7 S L OIEH STkt &
Of8 22 0] 49| Exzt 5718t 4 Qoo MsiA| Fofatofof Sict,

4) 2B E= T2 CYP3A SA|: 0] 2 CYP3AL SRR R SOHA|0H, ojm
X 2IETA) OIESHIAEIEIS #5 ST ZAAZ 4 Ut 2IBIA| 0 ASXIE
9| 713 HE20(CYP3A4 R X hepatocyte uptake transporter OATPIBT 24, OfE 20t
AEJEIL 2IETAS B S0fts A2 A0 Sofsks 20| PR, 2IEmA &
3 OIESHIAELEIS S| FOIGIE OFESHIAEIEIO| 815 527t ROlsA ZABICH

5) 0| 2t SASIX| Ei= HYUGH Ei AR RIS HESH ANSHTIOIN U
Aoz Qojst Otst ASKIZ2 BAIEIX| elofrt, 0&] 2E S0[3t Aele] MR
Of Thef 74l 22 OfLIct,

6) AS4A| A5 - O1E 2HAEIELT} 1 A= OATPBISS72] 7[Z0IC OATPIB!
Koo, AIZ2ARZ)= OFESHIAEIEI0] MA{0[SES 57t AZ 4 Qlrt, OfE2Ht

o

of

AEIE! 10 mgut AIS2ARZ 52 mg/ko/day2to| HEF0H= OIE2HIAEIEIS AICS
87t Z7MARICH OIESHIAEIEIS ASRAZRIIL HBEOIA| OIESHIAEEIS| £0f
822 10 mo2 ZufsfAE QeI

7) A OIE2HIAEIE 10 mgit CIZAIS 43122 HEA| SENEle] SR ClZAlel &
= FRS U] Qe J2iLt 80 mg OIEEHIAEIEKS ClZbat 25182 4 &
3 SRuEo| 81 CIZM STE % 20 %8 B7IEIMC, LR S0f #ixjo] A2 &
Hs| 2LIEfSIO{} Sich

8) A7mUA : r20[E|AHZ L oEILUAERICISS SRS ZFmIXRIF 0] 2]
SECIA| 20{E[AHIZ U ofE|HfAERITIZO| AUCTF 2 30 %, 20 %4 242} 7kt
QUC 2k, OIESHIAENEIS Fofit= 01A0] ZmUK| MEHA| 0] MBS T2iatod
Of Bk,

9) SHAEIE : ZYAEIZ0H BT 0| OFESHIAEIEIO| ST T7H Ol 25 % SR
Ch 22Ut 0] ASES H=OR FOfof= ZREC OIESHIAEIEI} ZHAEIZS HR
E0i5k= 22 (DL-ZHAHE Motgaks S7I61%C,

10) RIAR - 0] ot AMEORILlE 120 MEIAR0[ES S5 AT HAA
(antacid) BIE{HIHHSZ04A| OFESHIAEIE] SR 7} OF 35 % M 2451t 1
2iLt LDL-S2AEIEQ| ZtAtl= F&0| ANCH

1) Y2 : OfESHIAENE D} l2nf2into] HERIS Hst Sty RSt J2iLt
UMHoR Qolxol ASRIZR glolrt,

12) tE[m!: 0] At Ote[mIRo) 5] 82 HBZ04= OtE[miIo| HASH Aol HES 0|
(X Qo2 22 CYP-450 SBFAE 25101 LHAlE= ARSIl 4SR82 7|
CHE[| 4=k,

13) AT - AIHIEITI} 0] Of] ASHIRATOIN ASHEL SI0IZ|X| oIo/Tt,

14) OFXIEZ00}A] : OFESHAEIEI1Y 18] 10 mg)zt OFXE 20O (1Y 1] 500 mgle]
0= OFESHIAEIEIS] SRS 0| HBS FA| YTt

15) QZCIT : ZAZI5H KIRARI0] LSt AIS-OIS ASKIZAIE0IA OFEZHIAELE! 80 mgat
UZLIT 10 mg HESOIA| OFESHIAELEIS] (=50] 18% B7I5IHOL, QUAKOR 9f
0[94= Zke OfLI(Ct,

16) BI2HLIT : OE 2HIAEIEL E2HLITIO| HBEOIA| E2H|LITIO| S SEHN| 24
Ho= Qoxol &slo| gioiCt.

17) ZEOFY : OE2HIAEREI40 mg)at HEIOF(240 mo)S 4 S0IA| OfE2HIAEIE! |
85 st =7 Lt

B) AIBFA : KISFAL SiLI0IA2| CYPIME Al H2S 8iRskn Qo ol zt
SRA HFRZ0| XL ZRA5HR 12 LOJAY) OIESHIAEIEIS| 85 58 FIMIZ 4
Qlct.

19) FAISAHZTR]: B2 OIESHIAEIEIT} FAIS ALt USHSKIZ Cfst AR A
AEiX| e[ 0] = USS HBEOfE ALt & Z30A H2TSsHot 22 559
Z80k0| BRI} O SiRK= HUS| 2UIERI5H0{0} 5, OIESHIAELE &
£ YUNHoZ BT}

20) LZE: LITEMDHESSH= A2 Z2Z uto| 9I80] £71E 4 glona 0] %o
LS nefsiof sict.

2) 27|A1 HIZ OfESHIAEIEI} S7|A10] ASHSTIR0 Chsh AR 2HE|X| 244R|
ot SISABHE TG ISUFO| AR} 0] At B7|Alnto] HEE00A HsY
1, 0] 24t 27|t 240| X A| Fot @7EICk

2) A=A HVG-CoA 812154 ARkl Anl=2znt ¥8 Al 5712 2R3%5/3
283 Yo Qls, An|=2at 0] oto| HED msof Sit

2) 7|EH: LAAIZIOIA OIESHIAEIEIR SIZIGHH X HAEZA AR ASSHH
ARoz Qolst ASHE 9lo| HERO] HYit EX US| ASHSRIZ0 Cist of
T AR=ix] otk

2) L2 I|=20[EA %S 12 I|=20|E ASnHEST0IS 1 285 93| Urt
1 U2{H 97| H20] 0J5t04 SOisHof Bt

7, U5 U 2950 st £of
1) 0] 24| YA 5 AIZ2 27 0[c 71Rl03I2 TS IjQIHS 24715{0{0f Bir, 0] A2

UM IS K0| Sh= Z L Efofol i3 HAK Sgis dzizE Sojat 7t o] of
oA Sofsich

2) 0] %0l 23 5 AIZ2 7(0Ict, 0] 20| 25 FO2 FH|=f=xl0] thsiil= L2fr o
| 4k, 3521 R0t O[AISO| LIES 4+ 002 OIESHIAEIEIS 28501 of
A2 205 siM= ot #ich

8, A0j0] Chst £0f
1) 18K D2t A0}01| CH5H0H 527 014 £047 7 E0t0] OFHY - REMR AHIEIX| oo

0, A& Zinloj st A7 R0l HEH2 ARiX|x| oIR4Tt,

2) AOFEIRI0| 25t I8t KR Qirt,

9, 0] Chst £0f
66K 0[A0] 24245t 1e010| 2 OFESHIAEIEIO] SEks T MO Hokzof Hish of A
LiEREtOL{Cmax 40 %371 AUC 30 %57, LDL-SAHIE Molg ke B Ho7a
Aat%iet,

DHRR= AZEE0) U2, 0] U2 TKIA Folstof Kok St

10, ZIZE0IAIQ] X|
OIESHIAEIE] TRI=S) MZst 4 Ol SHSH AU it D= A| Sixfs ¢t
CA| B4HoR (251010} Sl TRA| LIEQHS Algstoior Birt 2bfs 2A 4 8
CKRIS DLIERISI0M0F BiCt BeSishi| ERTHH ZBIS 57| mi20| EAUTMR ofE2
HHAEIEIO] HASS 0[5t S7HAI7IX| k=Lt

11, 22 U FFalo] Folutst
1) 0f210]2] 0| 2X| k= Rof HRBICY,

2) 9JOES 2424 &7(01M L0 T2 870 B25H= A2 QU 280 o5t A 4
0lLt 2I0KZ Z21 Ri51| 2U010| E 4 Qlon fiafo| 27| Gn B Hof BB,

12,7t

1) Lo, 01, EHs | OFESHIAEIEI2 kol mgOR BB HS 7|Z0= QI0] 2|
182 (80 my/day)2| 63 8%, 5 AUC %] 0-245 71E02 8™ 1ot 1B MBSt
HE M0 Let0] YUCE KoF moo2 SHUSH HBT[EOZ QI H|udFH
Ch 2508 =2 B82S 015t 2:4710| 0IRA AR Zih= 2 g2 MEROM 5127
HEME, U712 ZE 0] WS0| S7I5IZHC FAE2 AUCO-24 Of 71 6 it
EUCL 0] AHO| B3iKoR ARt BE [IZ2 UB2 0IRA 3 SHEN kgE mgo= 8
At A 71Z0= i YNAMHEEZO| 2~ 125 B HET00M LS Lot
T 450 AISHELY A3 3 159 QIRILY ARI0IA 0] 242 CHAREHSC| Ol EA%i0| &
0| 7H5 A4S H0[X| QUL OFEZHIAELEIS Saimonela typhimurium % Escherichia
C0IS O[&3t Ames test ¥ Chinese HAE] HMES 0183t AR HGPRT forward
mutation assayiiAl S40ICH OFEZHIAEIEI AISHELH Chinese BAE] HMEAIS]|
M EAR 0[S ROIMOZ ZTPAI7 || 104D, ML DIPA ASMSINA SHOI(C,
OEEHIAEIEIS 2|11 175 m/kg/dayIHK| F045t 451 HE 22 211 225 mg/kg/caylt
X| F0f5t U3 HEMM Sefs S2 BASH SRRl 312 gioirt, 0] 82 koF
mgOE SH5HOIRIAS A ATIR20| 100 ~ 1408 SZOIACH 23 HE L3t HAl
SHABI0M 11 52t 100 mg/kg/day F01 Al AR 24, HXIRER 244 2 HKi0|
40| B7HIRICL. 10, 40, 120 mg/kg S0 OFEZHIAEIEES 2374 7Hof) F0f Al Xt E
2 o mijlE|, 440 7| ZXIal0) ROl HEES Gioitt

) EFAAH =4 0] B0 S50 QAR AS(QIMEIHZ 0820 2 30H)0f s

= USS SOf5 oA 8 OEHoZ ANZHLYUILA HR0| Leivi)S &
i,

(1) 120 mo/ka/day(IHEIIEC12240| oF 16eH)2 e 2+ Eoi5H 2z THollA LEE0|
ZEERICH 280 my/kg/dayIiK| 82 B7kAA S04t 2 T 155 S0f L5 E
LA BESH0| BRI,

(2) 2147} Aol 234 7H(20t2]: 10 mg/kg/day, 120 mo/ka/ay)olAl 5| ZRHgZiZo| 2
Felokt,

(3) BRAZA SUAMELFY 53 23 U RO, T7I0jA2| Hatk
Ago| Ci2 USS0| S01E HoAE BHEECE

Mo

[ 2iR)ol 0]

[xfar] 71287 HR(~a0T)2e
Q=) pESTEE K
[Zaciel] 309/, 1008/

% SHIZ MBHS Z27{LE RAR0| iz ZR HITA| QA - ARt AfE § AIBSHUAIR,

X & HZ0] 22T 2ol AHRRAEHS! : 022182-040092 HELSHAI | HIZILICH

% TUA| NB(RE)7I210| ATEIQIALE AL M) EE QAT ANE HZ0I H 2
S(AZ)5HR| DAL IR0 WSHSHAL| BIZILICE

% 2 HREENO| HEE SIS AL AH[RIEA = AZOIORZORMA RafIoot A
Pt/ /chug mids goknoflA| ZIQI5H 4+ QISLICH

( 2orze ofzlofe] ol |

2 2ol BASHIAR, )

171013-1-R(8)

EERE]

Op

JHHEY 2017 10Y 13

R - Tohe - @ FHIRXEE Aok

MNeAl 2T WZ222Z 78 A
SE 7| OFA| 7HHS OiIFHZ 872-23

AH|XHMEA 1 02)2182-0400
www.bcwp.co.kr




