E|Ho| IXHSAEH

L AEfEA 1 0mg

(OfEZHIAREZE2EE)

F| o] TXESKIZH

I AN | Omg o1z zsrgez

BARAEO 2 1Y E
OPERHIAEIEIZEABHE (JP) wevveeveseresenes 10,85mg
(OFE 2HIAEIEIO 2 A 10mg)

(S 2RY): RE+aE(2-2F)

Y Y EMo A UEFYH

BEs - 51

1. CHS o MEEH Rsto) hSt Y HZA

1) 2YSY M Ao e M FAE Yol Hasy HE A
SOl LB AR A(55M 0|4, B, 1Y, L2 HDL-Z 3| AHIS X
FEE x| BASH AT S0 7t EE §)7t U= MOl #xte)

(1) 2 ZBMEo st AN 2a

(2) HEZ0 o5t BN 2A

(3) 2= U ohd o EE HAS O ChSH YE N ZA

2) BAESY M AEof et AN B = goL), Has A
o CHEHURA(YUHS YBL B, = DHY 5)7} Us
Mg S #xtol

(1) 2 ZME0 st ABY 24 (2) HEF0f| et ASY A

3) HAHS U A MBtof S UME St U MOl it

(1) HIXIHN A2 ZMS0f ChSt BN ZHa

(2) XY™ L HIXYH L ES0f it A 24

(3) M= of ChEH BN ZHa

(4) SEAEMORZ QIS Aol S BN ZA

(5) HMSOf S BN ZA

2, IXEE

1) HUE DZYAHEES(OIEYE IESHE L HIIESY) Y EEE

O| A X|Z & Z(Fredrickson Type |la & |IbE) &Xto] A&5E & 23
AHE, LDL-28|AHE, 0t2-B T E2[22|M2t0|= XI5 Y
£AA|7| 2 HDL-Z2 2H EXIE S7HA7|= 20|28l B A K|

2) Mo| o MHs| 8BS S otX| Y= LY oM HIErZ| ZZ 2 H|Q
&= (Fredrickson Type II)

3) @& E2|Z2|M2t0|E7} AS E BtXH(Fredrickson Type 1V) 9]
AO|QBERK

4) SYHY IIEY D2 AHEES SXto & S AHE, LDL-2
A AHEXIE ZAAF|7| sl CHE X|ZX5H(0f, LDL-apheresis)
o H&st7AL, CHE XA XSt Z 2| X827t 27H58 42

3. Al0|280ll= S75t1 05| of2f 2 7|Eof siE == Ol E
7HEE DEYAHSESS 7HRI10~17M|Q] AotRH N A2
ZZ 0|52 &1 EEZAE|E, LDL-ZAHE, OFZ-B £
FXIE HAA7|I= Ao|E e Ak

7} LDL-Z 3| AH|E0| 64715] 190mg/dL 0|4 (=190mg/dL) 0| AL}
Lt LDL-Z 2| AH|E0| 0{Z15] 160mg/dL 0| 4(=160 mg/dL) 0|11,
27| My et 50| U= B E= oilg A0HERIo A

£ ItX| ol &l ChE A A2 AEto| YU U= B

8 - 8

OESHIAEIEIS £0{M X £0{FQ &tX} z £

2 5t0{0F 504, 52 & OFF Lt SAIS 1t A2Helo] FoFe 4 Uk,
1. IXEE

HE X3 22 1Y 15| OIERHIAEIEIS 2 M 10 mgO|Lt, O B
LDL-Z|AHIEX| A7t QT &= &t 4R 1Y 13| 20mg E=
40mg(45 % 0| &2| LDL-Z | AHIEX| A7t 7 &= 0l &)
O Azt 4= lCk 0] 242 1Y 13| 10~80mg 2| BHHIZ F0f
Bict,

0] %ol 23|88 Y RASH2 XAZEH Y B8 5 12ist0] &x}

> T
i
A
M
o

o I>

of S0l wat JHESHE|0j0F 5H0, FOAIE /52 8FHY F,
2~ azetoll XIESXISS 24511, ofoll wet 828 xFalof stct.
X 20| SHE= LOL-ZHAHEX|E MotA7|= H0|22, X229
AlZ 3 X 2EHS M LDL-ZYAHEX|S 0|85t A2 BY
it Ctef, LDL-Z 2| AHIE +XIE 0|88 + gl= 0= Xz
2SS 2LEYSH| Hlol & 22 AHE +X|E A3t

SYHE /BT T2 AHESS St

0] ofo] £0{182 19 15] 10~80mg2 2, LHE X| X5t X |2 Y
(ofl, LDL apheresis)at &35t 7Lt 0| X| & X{5t X|2H0| E7Hs8H
F0i 0] %42 FO{BtCH

2, 0|EHE 715E nZ2 AHEE S A0HEXHI0~17A])

HY 23820/ A22 M 12 10mg0|H, Y AHF2 1Y
20mgO|CH0F EXl0f A 0] 2F 20mg Tt &S F0i5t Y
2= gloh). FOHSY2 W Xt M AYE = XZSHO| T2t
HEs| ZHBICE BY2 4F EE 10149 7HA4S F1 ZHSI0{0F
oich

O AlZtof 8txt: AIFESBH2 OtE 2 HIAELEIS #EHsELHLDL-Z 3
AHE Motz ool FES 0IX|X| ez s REE LRIt gtk
O LR : 704 0|2 1 etxtzof et Rt E g2

gl extz2ol F2e [ALSICt
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=

OFEl7|LIOFA|(CK) 2f|'e 4&50] LIELIAL 2 ]EECR
f &= Z R OLEZHIAEIEl X2 S SH6H0F BiCH =
A M2 6AKIE 22HS E= F2 2850 O|XHH
2 LMY A= AHRA(0, 35 S4UH, ML,
LAY, B5 AL 2], TehE Foll & Mof =l x| 2=
AHE OFEZHIAEIE! X 28 YA|HoZ HE £=

sioF BtCH( ‘AUutH Fo| ZISYE/ERI G EHZ).
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o ri 1O por

O1 b

A
5) 104 0|2t
6) 0| U2 SHYS &Rt Y2 LHUEQA 2L H(galactose
intolerance), Lapp SE2al&4A ZE S(Lapp lactase deficiency)
L= T2 E QA 4% 0l(glucose—galactose malabsorp—
tion) 59 KMl 2X|7t Y= EXtof| Al= FofstH of Et,

3. O3 Extoll= MEsl R0 A,

1) YIS F5A E= ZHEE O HHo| Qe SAH(0|4HESE Fx)
2)Ct2ot 22 22 8ol thst A010] U= Stxtof thsh M= Fof
£ AZEfst7| Mol CK &2 EFoto] MEs| F0ialof 3ot

(1) M715 &4 £ ME "] A= A} (2) ZHMIISHIS
St (3) RN 2049 HUHH £= 7HEH0| U= AL (4) &
EtEIA|ZolLt D=2 0] Effibrate) AIE ALl 28 F49 #=0|
= Bixt(5) ZHAIgto| WA = MERO| YA ES MF o= ER

(6) 70ME Ztot= DHAIZ 228519 A200] U= EXE

4. 0|88

1) OtE2HIAEIEI2 Ut o = LHorMo| ECt, 0| MBS 2 thHZ &
0lst T LAIZO|ALCE, 0] 2t HEHE 0| HHIS 22 215t AXAIH
& F0{E BCHSH Al2ll= 2% 0] 0| StXtof| A LS ACH OtE 2 HEA
EHEIOf CHSH 2ok Chx Y AAIZI0l A 16,066 2| BHXHO| of £0i
8,755 Ol AU R0 7,311H)7t BYAU 6352 7|t S AES &
O Hton, Y FHT | 4.0%2 OFEZHAEHE F0722] 5,2%0]
M o|MEIS O R ols F0i5 SEIACE

2) AMAIY A AEE ZALO] 7| =510 O] 29| 0| HEIS2 CHEat 2
Ch O|MEFSOfl Bt WSEl == O30 20, ; 0 XF3(21/10), X}
Z(21/100, (1/10), mu§ 2(=>1/1,000, {1/100), EE(=1/10,000,
{1/1,000), 0§ =E4(<1/10,000)
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TR R ML JISES, XL 12, Uy

XpE R0IEY

AR DEYE, 2 NEYS, A A

3717 1 RER WH|, SRWo, AS2, 7, MAL

LR E

EIIA: xxQF - 355 A7

A7 2 2UE, o8

MAA X =8, W2 01X E, XIZHold, A2 s, 0]240]
=

EuEs
oy
nQ rx

ofm
Z 0x foh 4 B 2

Soe:

o, 7198, EEA 2ENBES

(8) 222 & BB XE XF 2]E, HES, AKX, 2 - 247
&5, 228Y, HHEY 583, W= S 85, 2 ]I, utol
oet gYS: EE/ 2]YS, 289, R 8, ST, H==
F-HAUIN Y DAY 2=

S

ool gny|: co HABAAS

)RS | Rt 27| B2, hS S OfLiTAIA

7 e Yz 2, S8 A HEHA, S E2A 2eH

2) = W2 AlokEE, S8 ALzt S0

3) Y2 /%, he S8 A FHAN

OIS U ISE YU Sooy), IR, e, g, Ha

2 HEAYN BE, CfRENS Bee BISE, 0|2y

5 R(AEEA-ZA B33 SHEIINSH(ELEET)
=

reRose
I ok

J

bl

2 41
ro o

!

(= = =g =~
(15) MA 77| o2 E27
(16) ZAL: b3 7H7|5 HAL
Wz 23 WaT Ay
3) OfESHIAELEl YO X YA F Cham 22 F7H0|4HS0
LIEHRLCE, Of2ofl 7|& & 2 E 0|20 OfE2HFAEEIDt Q1abt
7t QA= A2 ot ch
(1) HAA - oS (2) = : AloF S (3) 7 : 01F (4) A317|7 : 2 &, =
oy, 2t Y, S5, HESMYEE, 2] BARI01Y
(BYALT 212 45), 18E, Fd, YAz, AYEE A=Y E
3, 29, FZAY, TUE, geS, e, 9 - HoIXFH Y, At

=
d
o,

& CKBL,

= o

2,

T, BMY RI2EY, 0I5B 5 4E £5)

(5) 52717 7|2AIS, |, WA, SE22, HA, 2

(6) A127 : 2210l M(RiZt0lY), HENPHS, 8715, Bolgus,

53, A5, HIFNE, H2UA, AHBUE, 2SHANE, A,

otpiny|, 21253, 225, AFA

(1) 2227 3 285 287, 28U|2, 29, 2, BHY,
Aoy zigotey 392z, 20§35, 2475, CK 4B, BE 02

=
T

AT EIIES
ZM, ofzte, RIS, RYUNRY, ZELY, LR, RUH|M,

1> © X oo MM ot
B

Q
A2F 2HlE AEY, 243, 2N,
£, AL
(10) ChAF & ool : HEYE, DBLS, ARRT, 257
(11) HAOIY 3 029 0]y : HehZ, BBAZY B3, 55, HY
5, QRS ¥ ARYE, HUSE
(12) S22} kAL, O, O7AZ, BHOIA, OB, HMA, =
W, %521, 0|24, o2t
(13) Eo 2 B : FATUAS, WHRHA, W
(14) L2617 : B AEAEIZ X3l DEIOIAH A A, TSH 43,
ACTH A%, UEAEIZ Xiof, 018 24
(15) A% : 2B NS, BUNAS (16) JIEH: LI ZAL AAST, oy
(17) A A3 87 oy
4

AOFBERE (104 ~17M)(OFE 2 HFAEFEIH | 10, 20mgofl sHE) 01
B IIEY DXESS 7HEH0~1TH AOLBIALE YO = 5671
S0l UMAIROIA LIEH O] 4HtE T2 M2 Abtxo = 9fok:t
Ol Af LEEH 0t RANSIRACH b2 ato| QlattA| ot AEtelo] ¥% 1
E ZF0IM 71 E5tA| LIEHH 0| 4HHE 2 ZtHo|RACt,

5) ©& CK £x|(HaH 92 3t 0|49 75 Bl Z2= dadT
0O M CH2 HMG—CoA E2lE A AXIH|Q| A2 3.1% L4t H|5te
OFE ZHIAEIEI2 2,5% LMot AT FHX| e (2 10t 0|42l
X8 2Ol A= OLEZHIAELEl £0f 81X} 5 0.4%01| A LIEFSLCH
O] &X & 0.1%= 288, Y& d(tenderness) E= A5 S
2t

6) ZLHOIA] AITtE 6135 QF MAIBH AH A ZAZ b= ChE Tt 2,
1) YHAE WX ZAL: 11,5358 S (42 HAISHAILE RAA D}
0l &ttg ol &gz 82 olntat A oF A4 10] 1.78%(2052] /11,5635
2)2 BE|Q{Ct 015 AT AMA-OIM LIEHLIX] 44E MER
o|&EtS oz NS MHX|YWHE 72|, HUEZ 42|, HITHUEASIE 1
QAMRZF0| 242t 37, 28| F 137t 2ot

(2) B7IANBHEZAL 125 04 0| A2 B85 2,625FS i 2
AAIEAES H7|RAHZ D O HHS ol LRI =22 Qlup A2t 4
2210] 3.70%(972//2,6252)2 2 E|Q{Ct, 015 AT AXAIE O
M LIELLEX| UT M2 0|MEIS o2 TR MES 73|, QHHEX,
MNH2E, v EAS I 2z 13 2 D Qi

7) YE AEIEIAE STt RS ChS ot 22 0480l 21 E

e

slct.
HANZA : BTN (BH % 4B TE), 7NN, 28
HIIS0IN 2 e} 22 o2l A

g 5.6~6.9 mmol/L, BMI)30kg/m2, Z8 XX AE, TEY)
(5) AEHEI AFZ 3} 2H21510] Al 2 QX FON7t EEH B0 E|ACE
(of, 71 A HE|, ALF, 7| AL LS, 7[4Zol, 2S) 0]2{8 Ax|F
Of= ZE AEME Y 220 M 20 E ULt 02§ ENES U
O MZ5ix| pfu o2 ABSH 2 Tt Ho|H, SYLY AFH(IL
~a ) 2 SN M(S2HE0] 3F)2 A QL

8) ZLH AUX FajAtz] 2nXt=(1989~2013H)E 2415 At
SR 7 B0 E CHE oorS0ll M WSt R o Hlsh SAIHS
2 295t/ ©o| EnE FaljAtal= ChSat 20| LIEHGCE Ot 0|2
M Zeigd=2a Ch3 ol oAt Zholl lataA 7t 4S5 AS olo|
Sh= 242 OfL|Cf,

- ASTE 7}

5. LY F9

1) g8 {89l P2 OLESHIAEIEIQ S =(Cmaxs °f 20% &1
AUCE 24 10% O ) H40t xH0|7t Qlct. 0|2{8t Xj0|H2 UHH
FoYo| gio HYat o Zhofl K=o thet &at= JYHo=
& R0 7h SARACE.

2) AMEH  MHESS OLE2HIAEIEIO| EYEE S2 LDL-23|A
BIE xstEat off HES 0IXIX] AT

3) MR I OlEEHIAEIEIQ === 2ty YE4ZHHEHChild—
Pugh Class B) &txto| Z#<L S X5t A|(Cmax7} 2F 168, AUCT} 2F11bH)
Eri=s

4) 7t 0] 20| £0f & MY 7Y S2| 2tH0| et - Qlonz

B

O ALofl Al E{okstet,
5) 7t Y 0] AS B0 H= 7Y M2 0| AEE o= SO
X5 O Y S ArEsHoF Strt,
6) ZHAd WA AR AEEIAD kSt U E3
A m RSt 22 o2l Z{Ql Abe| 7t B gt Ut &
o2E=SETE, ML 2|8 FUNel 7izZFolelsH(u| 2 HiE
A W WHE)7F ZetE 4 ), StXp7F ZHE Y H Ao 2 o] YO
AR0= AEIE &2 XRE STSHO0F Bt
0|22 0] O|AtXe 2 F4 MRS
st 2287t 0l & Y o] Age T2 ABHM EEA ED
et A7|s 2ol ciEt A2 SR s LEHol AR E
= HUS DLIE{RI0] =20|

fol
B
2
2
e
ol

2 2 U} C2 AEMEIT OHEEX| 2 OFE 2 HFAELE2 mHIH 2 CKI}
YYYEIRIQ 108 0|1 B2t ZEE 2REE E= 2RASE
Hog|= 2SYS0| LIEHE 4 Ut AIZS2A XS 9 235t CYP3A
4 Xslix(ofl, 22| E2 00| 4, O|ERtALIE Y HIVIZE|OFH] x|
Mot 22 EXMS AE 0t OIESHIAEIEIC| 18 HE2 I|YS/
222850 ABS B7tAIZICH AEE A3t HEE AIHS 2]
HE HAH Y DAY 2 |HS0| ESA 2R EUCH HAOHIHY
NG SYES 292 A5t U EF CKO B7h7t LIELIH AELE
£ BX| 0|201E I 30| XS HCH 5t 2SYH0M Rt 2
g SHteX| the LAY 2RYHES 20| HAYKK F0i Al B
Ao| JHMECH 2|8 S, 22U, 2852 J2|0/EE X CK
2&0| As &A= 2FHEBS uadalof ok

£35| 2718 £2 €2 SHtst HYEX| Y= 288, 2UH, 285
0| LIEfLt= BtRt= ZA| B 06t =S ShXtof Al i K6tH0q0f St

0| AGM AEXE U ZSESO AYBS AISE2AZE, mEH2IM
SEA, oizlEZ0t0[Al, S22|EZ00|4, HatZyH|=, EA T
HIZ2, HIV Z2E|OtH| AKX HERQH (AHRILIHI 22t 2| ELIH| 2,
ZOjLid| 22t 2|ELIH|2, E|ZatLtd| 29 2| ELHH| 2, ChRLIH| 2294
2|ELIH|E, MDY LH|2, AT LH| 22} 2| ELIH[2 Z§),
LIZEIL OFE 7 SEIZM 2 H&F 0| Al B7HECH IERMREF],
S2 XZHs 8| L|ZE AT OtESHIAEIEIS HBREHE 113
Stz SAlE RIE 4O FUM0| ARH S H3l6t=XIE FoHA 13
Stodok5t, 2885, 2UY E= 2|Y(ES, TR 1€ ¥

F 71X %42 & 5t A2 SHFUS A M2 pHE B

U EFE T BLIE YN0 5tof OFE 2 HIAEIEIS| HEZ Q|
A A RXSH ZATt 124 =|0{0F 3O}, OHE 2HEAEIEI T
FAEMZTH)2 EEHsHX| ¢=Ct F7|XQl CKX| 50| 2
2{=|0{0F 5HX|2H 2 LB 20| M2tEt 2]HEF | UMS ah=Ct= &
A2 elct R 8HE ZEIT 2KHS| Alefl7t o] 2t Z7|A
o] HEFOoIAM 2 u s U1, of 2fat Z7| Mt 20| Mek A 0|7t
27=CH

8) Zt7|5 0]4) : CHE XIH XSt X 2 A2 DHE7HX| 2 AELEI2 2H7|S
o MatatH o]t A= 0] AUCH, LYAROM Y ot =HEF
AR ALHl B7} [FYATAI(ULN)L| 34l 0|4 S7t7F 28 0|4
LtEFE]7F OFE 2 HFAELE £0 2X12] 0,7%0| M LIEHGCH10mgF Of
= 0.2%, 20mgE T 0.2%, 40mgE = 0.6%, 80mgE = 2.3%).
0| A4 E0f 2 2t7|5 01y, &Y, MY g, ZHF 59l 0|40l
LEN = Ae82 FI|1HMez HAE dAsls § SE35| 2510
0|&0| 1Y e = B0z FHE SX|otn MH |
AE 2715 HALE alfoF ot, 1 0|F Y=o 2 7t
Ho|z &xto| < 71715 HAE HHE5t0] AA|sHo0f St
ZAOIM AEHEIS F0i5ts BHXOIA XIYA D20 H-X|F 2t8
ol =2/ EEACH 0| Y22 R Bdts SOt UYE Sotat &
5 ¢dd aeln/Es 12 RYES = SY0| LIELIE E2,
ZAM X2 E SHEiCh A Helo| A X| 4=CHH 0] 2f2 CHA|
£ 0{5tX| Q4O0LOF BiCt, OLE 2 HIAELEI2 LT SHEXNTCHEEXH
E= ZHEetol HEo| Qe ARe AR US| F0o{5H0{0F gtct,
234 S EX E= MY EX| Y= SYEUWA ofn|LEH X[ 2|
2&0| X|& = 8Xto= OLE 2HIAELEIS R 0{6HX| Qh=Lt,

9) LHEH| 7|5 : 0] 242 Z &5t HMC—-CoA &l & A X5l A|of| Al Hb

i)

i
PRASY AEEo| HE 2 gloLt 2T 60 L
E30|Lt Ut SRS AT 4,731 9| XIS Mo
OFE 2HIAELEI 80mgS AIZIE& o2 F0{5t UMAIF ol thEt 5Lt
o] UMM = E4(post — hoc analysis)0f| A, ${2= 1} H| 250 OF
EZHHAEIEI 80mg RO{Z0AM SN HES O WH0| L= 80
7t AACHOIEZHIAEHE 04 55F O $I24 33%). 0l UAMA|
HAIZH Al 0|0 EE Y HEF0| UL BXFZOIM 1 & H0| =0t
Tl 2102 HO{ZICHOIE2HIAELE R0iF 79 f 22 F0{F 2F).
J12{L} OtE 2 HFAE}LEI 80mg F0f BXI0| A HH| LI EF(265F
3119) L Yz of ZAS U MAISo| e (123 o 204F)2 AT
Bt o M LIEtGCE 1) CKX| 53 1 CKE HAS 28 £ EECK
XE B7HAI7|E T2 2210 ZX5Hs A2 S ME QHEICH CKIt
JIXRIOA BIXF| 4&5H AR, 0 AW 5~7Y 2tofl ZtE Eelst
7| sl JZHsHof Stot,
12) 0| A4 R2 5 55| HEAZ E=Y
TEUSIL 7| H ZA| QAtol| A L2
0|2{8t Z40| LIEHS A2 CK 'S S Xl 0F Stct, of 2ol S X 5]
A& ZRAFMASXI(ULN) Q| 5t 0t X| 2= SEE|0f0f St
DEE40| 30|00 Y SHEH A2, CK Ho| HAASER| 5HY
olstate X2 SEhe mafsiof st
SH0[ SHAE T CK 2 Ho| YO 2 S0I2 42, HUS BLIEES
SHHAL 0] 22| RHE O = CHE HA| AEEl =4S T1243H0F Bt
0] o2 UMK OZ CK 2 e o| BIX{TH A50| LIEHH HR EE= &2
28ati7t T ALE o a2 A FTHaHorstct,
13) IR HUUHSSH(AE|EL-ZL BFF), SHREIIAEH(E]
ASEE), CHEEEH: o2 Rareh =

SRIODAEoH(2/AEET), O
= A
o

g soie 2 «
2 30} stch. 0] O €0 &

0 M
nl
rr
g 1l
N
=
oM

Y Y XIRE Q5ts HHYES LU+ Y
A7} MAIEIACE 2Lt AEFE MK EEty AR 2450
2i5t QBN S M3I5t2 2 AEIE X|B BSHO AHR7HE 4 glch. 9
0| Y BRHSEEY 5.6~6.9 mmol/L, BMI)30kg/m2, ZHX|
YR 4S5, DEHAES RX|E o nat Y W A S|
ZLIEE S HAlsHof St

6. 43%8

1) 2245t CYP3A4 AX|K| : 0] 242 CYP3A4L] OI5H01 CHAMEICH 22
8t CYP3A4 21X 2t 0] 20 HE2 OESHIAEIEIS HY S=5
B7tAZ & Qo ¥E A Yoot 21t 522 CYP3A40| HEH
Ftol| o E&tct,

(1) oz EZOt0|Al, S22 ERD0|Al : 71ZQ10] HP OtEZHHAEL
ElTt CYP3A4 ARIM|Z Y27l ofl2| EZ0to]Al(1Y 48] 500mg) E&
Zafj2|EZ 00| A(1Y 23], 12 500mg) Tt B A| OFE 2HIAEIE! &
szt B716tct 222 S| ER0t0|AS Fofsts Extof
M 0] 2f 20mg 0| &2 F045t= B F2lsof Bk,

(2) Z2H|OtH| ARIA A2 HE : OLERHIAELE AUCE 0] Of Et=
042w sto] ZHEC T2 E|OtA| AR H| HatZ|u| 2 9f OfEt7LR|
2 @ HIV Z2H|0tA| A K<t 0] 22| HE EHZ HXx{atA E7t
E|QICH O 22 HIV T2 ot 2AM|K| E|ZatcH| 29} 2| ELIH| 2
HERY = 7HEC TR E OLA AXH Latzeyu| 28 Foist= 8
XHoll A o] 2ol &2 msHof Stct, HIV Z2H|OHH| MK 2m|LH|
2ot 2|ELHIZ HERHO R F0{5h= &XtoA 0] 242 MUE o
Zo|stofof ot 7HE I2 8-S AHEsHOF Ftot. HIV Z2H|OkH| o
MM AF{LIH| 22t 2| ELHH|2 HEQ Y, CIRLIH| 29 2| ELIH| 2
HERY, AT LIHZ, E= ZaTeUH 20t 2|ELH2E Y
ERHo= Foi= Bxtol=, 0] & 20|20mgS HoIME Qe
Z0|5t04 AFS3Hof Bt HH|LIH| 25 F0i = HIV X0l A, 0]
fo] |2 = 40mg2 XStE 1, 0] 2o He A4 0| HEH + AU
| MEst AAE I HYECH EMZH|2 800mg, 12 35|20
2F40mg, 19 13|15 77t HEZ0{A| 0] 2] AUC, Cmaxi 2+t
2,308}, 2,66t S7t5tACH HMZH|2 S Foits BX= 0] U &
20| 1 40mgS ZTfali M= ¢ Elct

(3) O|EBIZALIE : OFE 2HIAELE! AUCE 0| E2MALEE 200mgt
0] of 40mg HE F0{2 X5t Z7t=[Qdct. 12{22 o|EatALt
E2 Fojeh= EXtolAf 0] 2 20mg 0| &S Fo{st= B2 Folahof
Stct 2) 0| A2 P-Z2|ZL2E| Q| 7|HO|2E P-S2|ZZ2H|Q!
o Malix|(ofl. AIZ2AZZ)Q HBENA| 0] 20| MX| 0|88S
B7tAA 2R Z2 0| 4880l YE A S BHAIZICH

3) 0| 22 CYP3A4 ARHM(AIZZAZR, OtT 20| =A| S &
OFE 7 EZIZM)2A SHE AL 0] Ao HHSZTIt B7He = U8
2 MB35tA F0{5to{of Strt,

4) 2|HI|Al £ CH2 CYP3A4 R H|: 0] 22 CYP3A4 R A2t &
& FO{Al(of. oflmpu| =, 2|Fm|4l) OFESHIAEIEIS| HE 58
ZAANZ 2 ot 2|Zodlel 0|5 ¥ A9 7|H m20i|(CYP3A4
S 9 hepatocyte uptake transporter OATP1B1 24 A), OFE 2 HIA
EtElDt 2| O M S B8 F0ist= P SAl0 £o{et= 20| HHYE
0f, 2| B oA £0 & OtEZHIAEIEIS 7| E05HH OFE2HHAEL
Elo| 85 5= 7t RolotH ZASICE 5) 0] bt HYZSHH E=
Lot E= O AERA M RH S HES YUHARNM Y4Xo2
oo

= 10 0}

Q0|8 0tet 5 Rg S BEEIX| UUTH OF R Solst ARt
4320 fsh 278 22 opLich.

6) USLAH| XMaliH : OFEZSHIAEIEID} 1 CHAMR|= OATP1B1 4
el 7| &olct,

OATP1B1 XMaliRI(0fl, AIZRAZZ!)= OtE2HIAELEIQ| 30|82 &
2 57t A2 4 QUCh. OFEZHIAEEI 10 mgat AIZ2AEZ 5.2mg
/kg/day2to| HEE &= OtE2HIAELEIO| AUCE 8,781 Z7HAIZICH
OEZHIAEIEIS AIZ2 AR T HEZ0A| OHEZHIAEIEIS £
{2 10mgS Zatsi M= eHElCt,

7) C| 24l OFE 2 HIAEIE 10mgt C|BAIS 35|82 HEA| SHAY
Efo| EE ClRAM sE= FoS WX| Z=CF 2L} 80mg OLEZ
HIAELEIS ClZAl0 £3| 8% HE F0i 3 SF el 3 O|ZM
SE= A 20%FE BIHEQACH C|24 F0f extel Z2 MEs| 2
E{2/51040F Bt
8) ZTOYUA : c20fE|AEE L oE|OAERICIZS &Rt
AT UK 2t 0] 20| HEEOA| . 20l|lE|AHIZ X OE| o AEzt
C|29 AUCT} ¥ 30%, 20%™ 22t Z7}5HQUCE Wh2tA, OFE2HEA
EIEIS Foitt= 04 40] AT UX| MEHA| O] AEFES 11245t0{0F BHCt,
9) B AE|IZ : S AE|IS2 YEFOA| OLE2HIAEIEIC HESE
7HF25 %Y= HOIRLH J2{Lt 0| A2 EE H=22 R0ist= 42
S OtEZHIAEIE It 22| AE|ZES HEF 0otz &< LOL-S3A&
HIE xstg o= E7tatUct
10) MIAHK] - o] Sfnp £ 4kStOtO & J2| 1 4ASARDES BR
= E7& M4t (antacid) BIEfN Tt HEZ0{A| OtE2HIAEIE &
SE7Hok35% Y= HASIUCE 2L LDL-S 2| AHEQ ZA0
Fgol AARUALE
1) 20t : OFE 2 HHAEHEI T} Q{2 I 2ITto| HSEZo| 25t o7
7t T EQIC), T2 ANH o2 ROl 45 K82 QlCH
12) QFE|T| 2 : 0] 2t} OtE|m|2Io] 3] B HEF o= Q|29
HAS0 Ao HH2S 0|XIX| P52 L2 CYP-450 SESAE F
ROt thAlEl= AM ST ¥EEER 7|h=|X| eb=Ch
13) AIIEIE : AJOE|T 3t 0] 2fo| HSAEAHT0A S EES ol
| X| e4Qtct
14) OFX|EZ0t0[Al : OFEZHFAEMEI(1Y 13| 10mg) 2t OLX|EZ0OL0|
A1 15 500 mg) o] HEF0{= OtESHIAEEI S| HH s =0l F&
2 FX| §UACt,
15) Q2018 : AL X[ 2Xtof thet 2242 HSEZAIFH0M Of
EZ2HIAEIEI 80mgnt YZ2C| T 10mg HEE 0 A| OFEZ2HIAEEIO|
L£0[18% 375t oLt AN o= 90| Hite OhLRiC
16) HIZH|LtE : OtE 2HIAEIE Tt | 21| LIE O] & F0{A| HIZH
Liclo| oS SEfofl Yatx oz Ro/XQl JEro| AUALCH
17) HE|OHY : Ot = 2HLAEEI(40mg) 2t HE[0}H(240mg)S HE &
O A| OtEZHIAEIE o ©E =7t Of =7 LIEHRCH
18) IS F A XIS F A= otLI0| 42| CYP3A4E AXsl= HES
Fotn AoH, 0l AE3HA HE 0| XL A(st2 1.2 1014
OEZHIAEIEIQ HE S5 B7HAIZ 4= AUCh.
19) BAIESA(ZATA]) : HIZ OLEZHIAELEI I} FAIEMDIO| HEMS
EE0f tEt AIF2 HAIEX| EAXIT, 0] F ASS HEFO{T AT
= ZE0M 2228l 22 559 20|40 2 =Lt 0|
Xtz Hds| 2L E{6t0{0f 5ta1, OFESHIAEIE S0 E AN
o= FTtct
20) LIZEIA: LT EIMD HE5l= 2 2H2 s1to] &0l 57t
2 £ A2 0] 29| ZEkS uafsof St
21) 7|41 : H|Z OtE2HIAELE It 27|A dS A
2 L X| AU, HFEZSHE ZEE ZIHESY At27L 0|
ofnt 27| MO HEBEO M 2, 0] nt 27| M 20| K
4 Al F97t QP EICH
22) Am| 223 : HMG-CoA S5 A AXHE AL E2 X HE Al
B7tE 2SYE/EED80 AR sl An=E2 Dt o] 2ol Y
&2 m|sof stct,
23) 7|EF: Y& AIEO|M OLE S HIAEIEI2 U LGN Z AEZ
M LY ASSH UYHO R RoI5 45 AE glo| HEFH = UL
EF A20to| ASHSEE et A7 = A-X| YACH
24)CtE2 DE0|EA oS CHE D22 0| EA A2 HEF WIS
S 2IR0| Actm i 7| i 2ol Fol5te] FoisHof Bt
7. 4R L SRL00 UE EA
1) 0] 2o UM F A2 F7(0/ch, 7HAN M2 M ASH mjYWHS
T5to{oF Bk, 0] 242 A4S Tt M0l Y= B Y Efotofl cHE 7
A el ds deiE Foio 7t AZ Ol of HojA| Foistct.
2) 0| o] R & A2 Z7/0IC}, 0] 20| 2R F22 2H| ==X
of chel M= el X UX| 2Lt =752 Fotofl 0]&HHE 0| LIEHE &
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1) 1841 D|3t0] Aokof i1 525 0[4 £047|2H Soto| oty - £
242 A7Elx| eton], AR Znjol ohat B Mol Ere o

2 X|X| 2UCH

2) Aoketxtof 2tet
9. uEXtof i3t £

65K 0| Ao] 7125t - Qlo] HR OIESHIAEEI| s = HS
MolZofl tlsh Of S A LIEFSt 2 LHCmax 40 %37}, AUC 30 % 7t),
LDL-SY AHE Xotantes HS 420 FASIACE

DX HTESB FYSI2Z, o] A2 DHXI Al Fol5to] X
ok Sk,

10, AZE A2 MR

OFEZHIAEIE S0 M2 £+ U= £
ATEZ A A= HEA BHEo 2 X286}
QYES NESIH0F BTt 7| HAF X #F
Of Stct, R |SHA T AES 5ty
HHAELEIO| HA S ROI5HA B7HAI7IX| Y=Lt
1, 28 U HFYO FoAE

1) 0f2lo]o| £0] EX| = R0l 2Etsict

OF= 3
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2 el
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2) oJorE2 22 27|014 7AU0] CIE 87| BRshs A2 ot
280 o/3t AT 2 Ao|Lt oJorE E 2 xfsfe] folo] B4 9onz

fefel 7lof €1 & Fot HRstct
12. 7|t

1) 2N, H0| Y, SEis5  OtE2HIAEIEI2 kgl mgo 2 3Lt 3
= 7|ZC = QA9 2122 (80 mg/day)2| 63t 2, Z AUC 4%
0-245 7|22 2 8~16H] TS AHZEHHE A0 L Ho|
AUACH Ko mgO 2 EHMSHHB7|Z 22 QHALE 218 Lt
2508 =2 82 FOoist 20| 0t A A” Zot= 218 ME
DO £ ZHMEZME, YA2 ZhA = fo| wHlg0| Z7tstACt
HAI- &2 AUCO-24 0ff 7|F 6~ 11t & UCH 0] A B2, 315tK o2
FAS BE COHE U422 0RA U HEN kgd mgR & S5 HE
71Zo 2 oie YA nHEEER | 12~125 H YRR o{0| M ELS
FUSHAUC 4Z 0] AU A L 159 AL AR 0] 22 o
AHEtE | ool 2A|gl0] SAHHO| 7HSHS 2OIX| YUACt OIEZ
HtAEFEI2 Salmonella typhimurium 2! Escherichia coliS 0|2 ¢t
Ames test 2 Chinese S AE HMZE 0|25 Al 2L HGPRT for
ward mutation assay Ol Al 2410|UC}, OFE2HIAEIEIR A|F LY
Chinese B AE HMZ A0 A HAMF 0| S RN E FIHAF|
K| 44T, M OpRA ASHAFO|M S40[ALCH OHEZHFAELE!
£ 2|11 175 mg/kg/day7tX| £0{5t £33 HE £2 2|11 225 mg/kg/
dayZ7tX| £095t AA HE UM £EiS E2 MAlS0| £-Hl Ja2
QUULCE, O] BH2 kgd mgo 2 SHHEH QIHALE 2| T HFEE | 100
~140H] SZ0|ACt +2 HEOf CHE MAZHHUFO A 1157 St
100 mg/kg/day S0 Al FRis= 24, YX25E 2L 2 FHXI0|40]
B7t=|ACE 10, 40, 120 mg/kg 8 9| OFE 2HIAELEIS 2 7ZH JHof
£0f Al IR E2 F mfatol g, A 7|2l ZEHa|of FFEQU
g2 At

2) EFMYA =4 0] AD e 5t5tH

(1) 120mg/kg/day(QIH 2| £ 01 22 <] of 168)2 37 B2t £of3t
2431 HollAf H|E o] 2 2tl2ict. 280mg/kg/day x| 822 B2t
Al S013 4% oM 15 S0l HEE L AINZ BEHNO| BE
=ik,

o

EEEEES
BRFLY 7287, AL H(1~301
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X ST HHAE 015 WS LIS 2at0l0/te A
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% 0] 2 AFE 31| FI0f HIEA| MBAZ 2o 2 HoNn
(R5)7/310] X1t O|or= S AR 3R OHAIL, MHAE 84 olef
E3} shfl HRSHA7| BT
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