10m
OlE 2 A FElg J3mg
OlEE2HIAEIEI H & 4421 S (0L EZSHIAELE])

NARYRO| EY: 1B &

— OFE2AEFH 10mg :
«REHR: NEEHV‘E}HEEQTII—E(USP) ~~~~~~~~ 10.85mg{OtE2HIAEIEI O 2 A 10mg)
«HIH (SERH) : & 2(4, 28

THE(L,
« J[EFE7H UI@@"ETEE" AHIO}EMDDHIE QMEE}OI.J‘"(OSBZBM) 3RAFE

HE2QALIEE, BHZE, Ba|AZH0|ERD, 5|=BAZZLAEE
- OLE2AERY 20m
REYE: UI'EEHV*E#EQEH "EI—E(USP) ------- 21.7mg(OtESHIAEIRI S 2 M 20mg)
<H7H (S2Rd) : fEfsis(e,
< J[EHETHR Ulﬁ’é’éﬁii* *EIIUPE“UFJHIE 2UE2I0]E4 (0382879), AZAT2
g%ERALfEE Bz, B4 0|E8), SICENZETAEROA
| |
+ OFEZAERY 10mg : EWQI 4y U57ER

+ OfEZAERY 20mg : 249 ¥y WEIYE

mEs-8%
1. 059 Haan S50 o5 gsdzs
1) E@E“" A% 2H M YR FA= oL, BYSY YT Ao LFAH 24554 0|
4 20, HGL 92 HDL-B32H 2| £ 2U] 24EY 43 38 15 S Y
ol $ixo)
(1) BNzl oyt 9By 2
(2) I Z30 oot 9oy AL
(3) MY 9 0N ORIY BA SO CfEt AYY A4
2) TYEY AT g0l e AN F7A= glou, FNEY TS| IR A (Yores, o
ik, B, EE= 180 5)71 9l H2Y B #xjo)
(1) élE@‘-‘i%OI_I st SIEM Zt4
() K @50l et gy 24 .
3) HAFY NI T ChEt QM SHIL U= 40l BRI
(1) HIX|F= HTAMZ0 Cf5t ASH B4
(2) 155 9 X GH k250 (B QY AL
(@ gugdso O s g4
(4) SEASHESE oI5t elglof i3t Y Ha
(6) A0 oot 81y A2
2. IXE3
1) #EY DZYAESESO[YER JI15Y L HI715Y) % SHY 0| 4XIZHS (Fredrickson
Type lla % IIb8) 8Xio| 458 & ZAAHE, |DL-ZYAG|E, oLE-B H, E2324
2j0|E £4|5 ZAA7| 1 HDL-BYAE XS S7IM7|E 40|29 25H
2) HolRHo) HES 23S x| Y WLy OIQﬂIE}EIE“EEIIWéo(Frednckson Type )
3) 8% E&/ 22N =7t 45F 2RHFredrickson Type V)2 40| 22X
4) SHFE 7Y DIEYAEBET BAQ Z SYAHE, DL~ EEIAHIEKIE AANF7|
1-|5H EhE: NEA A (O : LDL-apheresis)2t FEaiAL, OE NAAHHZ2Y X =7} 27t

3. N0|51'.=:0||E 75t 0{F 3] 0f2l2) 7| F0| | FE = 0l§’.ﬂﬂ7+§§ DEYAHEEZE It
A 10-1749] AOIROI4S A2 27 0|59 #X)S ZZAAHE, LDL-ZAAHE, Of
E-B HY 2R ZAN = 40|29 HZH

7} LDL-Z3| AH E0] 0{15] 190mg/dL O[4(> 190mg/dLo| Lt

L}, LDL-Z3 A 20| o1H3] 160mg/aL O[4(> 160mg/dL)o| 1, 27| ABEW Bgio| 7=
B0l 5= 3% S AT AORAUA £ 71X 012l T HE D Za0l ARt ol
=

mgy- 84
desisaag Son g oo 30 gs
2 11L} SN S Hslo] TorE 4 YL

1. I'_X|§—

73 53| 852 19 13 OISZHACIHOZA 10mgolL, © 32 LDL- B 247}
275 89 32 19 18] 20mg £E g% 0145 DL -2 £X 2471 275
=290 1810 NAE 4 UBHTT, 0/ 2412 12 18] 10-80mgdl SRz Sofgic
0] o9 23132 A RNBHE A2 A #ig 52 2830} R0l SHof met /s
SojofatH, FOIA% Q/E2 SBHY ¥, 2~470H NASKES 248, Olof It §
2 ZYaiof Huok
X2 SEE LDL—:E_*EIIQEHE"IE HatAl7l= A022, A2 A& U AZHS BIt Al
LDL- B3 AF S48 0/85H= %S ARALICH Chil, LDL-ZYAHS sHzolETAgs
F0IE ARYISS 2UEIE| il & Z4AHE 4RE NS,

SYEY 7|5Y DEYAHEHS BR

0] 20| £0122 19 18] 10~80mg2 2, CIE &K 5} | 24 (0f]: LDL apheresis) % 58 ot
ALt 0] X Bx5t A 20| 27k 220 0f 4= FO{EILICL

2. 0/8H8 7158 DI AHBES 201ER(10-17H)

HE 2ABFR 0| YORA 19 10mgo|H, HF AoISF2 1Y 0mpALChA0 #XZ
OlA of % 20mg=Ct 28F2 Foift YANEE YEUD). U2 7|9 Bl A
oé‘ﬁaalﬂsﬂoll e ZH>s| SHELICL 8F2 47 = 1 0|49 248 £1 ZFe0

0 NFOp §xt:
AZTE2 OLESHIAEIEIO] BHFCLL DL -2 AR S Katalol YBS niAlR goo
5;?2 TEE EaJt AL

[t

T04 OIQ-I 7 A20) et REYH OFRYE BF 40 BATY F2S RAFUCL

= 3 AB 8 Mot 2 slofot otH, 57 F o

‘“1‘” 22OLE7[ L0 (CK) 3l 50| LIEHIAL 288502 NeteAL 4R = 32
OIESHIAEIH A2 E SEAOL BILICH £5 24 H’*‘Pil K= DRYE Eo ¥ED
BHol4 0|42 NEHOZ LR £ 9= HEILY: B = 3678, HEY, 72 91
&, 944, 55 0A, U=, Had Zoh 3 RO=IX| G= ?_FQ)E e BRI OIESHIAEL
EXEE dAEoE u2 EE: SO} BiLICH5. Yty 2o ISWS/EAR SN 'Y HX).

x| O
1) 0] 25l o] oto] :l"éﬁ--oil 4”".".'*3 #hxt
2) %E‘._Q CEE R EE Y 0| WY EARY §50| JAYHA 34} 08 YSH BA
3) 2@ g
4) 45 E= QN6 Y2 IKSH0 Y ol L 8%
5) 104 A|te] A0t
6) :‘Ellﬂni-‘llﬂla U | SRHEAHIZE F0f 0l #R
7) 0] %2 SYS #ast1 Yo, ZHERA B4 (galactose intolerance), Lapp SEE
ah QE "(Lapp lactase deficiency) £= ZLE- Q“-‘ES& £ 30} (olucose—galactose
malabsorption) 59| n-ﬁ’-‘l"' EHI7HUE ERjolA = FofaiH ok FHLTt,

3. [ BiRjof= M3
1)YBS FEREE ?JQE-I Hj20] 9l #7(4, 0|¢3"’*°'Q§f§)
2) L33 22 R0 dipt 2000] Y= #Xof dislA = F0IE AX5t| Mo CK 82

TR0 438 SolOrBLCE.

(1) 4715 &4 £ AF0) F2o| Y= #xt

dYM7IS5H 65 Ex

(3) BRI 280140 Fjolge Ei 7 IIB‘OI UE BX

(4) AEFEIAHOILY T 30| Effibrate) A B AL A 28 S42| H2l0] Y= At

(6) Zradio] ™ = MO YD2S HAfol= A2

(G)égﬂl £ Zitot: 2PRE YETEHY L00| U= B

4. 0[S

1) OIESHIAEIH2 QM o 2 Ljokgo] FALICE O[S 2 LA = H0[ata YAHOIEL
T 0] 9k} | O §RHSO2 01510] AMA Y T ROIS SEHBH A= 2% 0| to] EAL0|A
SYBAALICE OIESHHAEIEIO] OBt 4 A AIAABIOIA 16,0662 BXHO| & 2017
8,755% o 25 012 7,311%)7} SYZL 5379 717k S0t k=22 2o *.’J?J"D# ﬂgf oz
9] 4.0%9} O} = 2HIAELE) S0{70] 5. 2%0] 0| ALIS O olsf S015 BTk

2) YYNE 5 AT & ZAD] 7| 2301 0] %] OISR g 25U, 0I’é!““—oil gt

SIS D23 ZaLILH R (2 110), RA(= 1100, < 1A0), BIE(= 1,00, ¢
1/100), =22 (= 110,000, < 1/1,000), 2 E%ﬂl« 110000

() BN - 002 22, AR, JK5SS, U295, 12, U

2 4% 1% Dol7H

(3) ChAA - REE IE%" QU2 §EYs, 45571 4870
(4) AZ7|A - K ), 5 3 “5”@ AYHEY, 79, 44, QU2 55, &, EF ATH
@ §-'§7M| AFOE .25 55, 21

(6) BNA 2 SHE, A7

(GR+: *‘%gllg K} 5, HHE ofx2E, N2, AAX, 0201y, J%44Y, =8 Y

(8) 2244 8 %N  F I8§, AEE, M E, 2 - 34 85, nr?i t@iﬁ 5
85 NIIHIE—. = asnZ i8] offi g3, C2A 3993, g=o8, 8

£501, 3814 12 CBA 2209 397,
@893 84 | E5A dARDAS
(10) e : X7 2427 4ig, 0% S8 opue
(1) 7 9EA 0y 2 212, T8 A4, 0
(12) & : U= Noted, =27 AZE0)
(199 : U2 o3, ofS <A HALY
(4 37 L o4 aqs cobl nvds 708, 92, avs
52 HSws The SHNRY NRRUOSTAA
INEH ELESR)
(15) 44717 : 04 =2 ofid Sy )
(16) A 1% 77/ AO&, B3 CK 571, Tinj= 2.5 987 9
3 0= ZHIAEIE SIOII T NI 5 LIS3 2 571 0)45F20] LIEIALICE, oflol 712
§ G 0[A541S0) O SH{AEIELE 2lafpiA | i XS OfE,
() 34 o8
PERE
(3)?1_:0I‘5 ) )
() 28714 : 7=, 8 0ly. 719 489, HESH, HESALYT, 2015 AAKO|ME
H ALT 40 ¥3), 953, B, oz, AnEY Ay Ed, 4% 729Y, 7
2 598, 75, - ONEHZ, Eai2e, 24 Hedu, ol s H o

53)
(8 §§7l74l TIRXE, HY, HE, 3222, Y, Ay
(6) 474 : 220N A0, UENEHZ, Bl duizue, a2, JZ‘, LECER:
224, ARE03, E%!"éi,*%,?ﬂﬂfﬂl,ﬂ &5, 223, 1
(1) 2244 4 28z4 | 259, 2842, 2, 28, 28y, FY 'a“é {‘J%‘E."E,.—'_‘-?-
B8, 59 85, 475, CK U3, §3 UIE:‘E""Q"
()ﬂg:{'ﬂmﬁnléﬁ 4%, B3, AEYNRE, HRAT, Wbt |28, FE2,
T
© th‘é“7l74l L85, S22, Ui, G, Bhr, U o 22 AFAN, Ot P8t
RYHRg, Y4B, Y7l Runic), A Buig, N, 843, 2RE, 24
h HYYAY, A8, B
(10) ChAH S B0s00] < R, T8LE, 4257, 4857
(1 ._*._lolﬁ 5! FOI9 o4 : AHeh, iz o 73, &5, BAS, o

L)
(12) HZI ‘ZFAI /Y, A%, 2H0|Y, OEE, HANH, SUE, &

(1989 5 81 sanies, agas e
(8 UEdA - gasiae AL, SEOA A 95, 1 &

8}, 0

(15) 4% : ZEAS, BUNSS

(16) 7IEH: =4, ’EHI%'E Hi

(17 HAL: A Z 9IS 9

4 "Ofslxr(10ﬂ|~1 7H) (OF=2HIAELEIR| 10, 20mgol 3)

O|HAE 7129 AN BSS J1H 10~174] AOERIE 4oz 36742 5019 ANAHOIA
LE[ o 4hg Z2mial2 Aui¥ o2 YokrolA LIEI 73t SABIALICH %5He o
A9 B30l U= IR TF0|A 71 B LIEH O[S 2 ZRI0[% A I-IE} .

5) BF CK 24 (FAHAY 34 0|49 B7IS 201 AP YAATOM T2 HMG—-CoA
A4 AHAY 22 3.1% Wit Hisiol O}EEH}AE}E% 2.5% WY S YA 4
B9 104) 049 -er§ HOl Z2E OLESHIAENE FO #At 5 0.4%0(A LIEREU
o} 0| &% 5 0.1%E 283, 2124 (lendemess) £ 4945 58 2Y&LCL

6) LhoIA Al ¥ 614 SO AN B ALSHE ZA I 033 ZEU,

(1) UHAFSHE AL 2 11,5350 S CIAC2 NAIM Al ¥ ZAZD 04450 UMz 22
ol aEA 9} Armiaiol 1. 78%(205/11 5352) 2 2 DS LICH 0] 5 AR & QLAAE0IA
LEHAR| B5UE 22 O 4HI3 o2 IS AU S 72, QIHE R 48], [T FAZI} 1
2430 Z.'Z.'SE!I XI°HIT1E4I7+EJ.EI‘21*I—IE+

2) BIIANEHH F 04 0| A4S BEF 2, 625HE YO QAIEMI“*IEA@
3 OIQ'.’J%EI %EF_'E%% O3k o} 4Rel0] 3.70%(978/2,6268) 2 E Y ALICH
O] Z AT H YA LIEFLIA| QISHA 22 0| k302 nQNEZ TH|, QHHER,
HARS, HHIAZI} 242 1Y HDEQAL

7) Y8 AEIEAE oS3 A0l g3 22 o|4UHS0] B uE HE YALIC

(1) BANZEA -?—“!’SOH(E“‘ LoAZ FE, JA4M, 22

(2) 2871A : 59| H7150 Al Zi’é"& g E2 Oilﬂl’—“. A

(3) 1l A7|H : 4 75014

(4) W2u7 : i Bz 48R EXfoiFof mizt CHEUCHSSEY 5.6~6.9mmollL,
BMI > 30kg/m?, BHXI LA 45, TR,

(5) AEME ALg 3} BRSO ATt 3 RIXIF0I7t S8 EusR(ALCH: 7|93ZE, 285,
JIA4AS, AT, E5). ofefet AN B = 2E AE}E‘ AY 2204 EaHYELC
028t H ISR YUMo NZIslx| gu 25 ABET 7?""—‘10ID1 BHUY AF1Y

~4H) 8 "’és‘ﬂi’d(s?ﬂtol 3F)2 HA °'*LIE+

8 =u K}%El AAZ HuxE(1989~2013H)S 243 AW, AR HuE CIE oo
E0[M WA SalAlzlol ni3| SARCR SolaiA Yol BiE SaARE AEOI 1

EfELCE CHEL 012N 2 P4 L3 folAlz 2io] eIzEATL JFE HE 2n|
oE A2 OfdLich
«ASTS 7t

5. Rl 20|

1) 4 0149 A2 OIEEHIAEIHY S E(Crae 2 20% B2 AUCE 2 10% O W3) B4
2} &0|7} LT 0f2{8 Xo[H2 Y4H —J’éol AA2H oy 2io] M- chE
Bil= YyF oz W 10| 7 ggELUC

2) NEH : ABESR O|ESHIAEIES HEET £2 | DL-ZYAHIE Hatadol &S 0|

A% pigtry
3728 OfE S ABIES] s = 0 UEMZHISHCHIG-Pugh Class B) 82 32
S o 94168 ALCS o ) S HBIL T
4)71)  of oko) £0f £ FAY 212 o 7o) LiEKg 4 5o 791 8 AN 59 5
Aol wiste AS0IE S0 S5t IAOIA YROIEHIC,
5 Z8I04 0] 48 Fofgt JRoige o fE RorE 50 A e ABH
6) 784 MY U5 AeiEY OIS Barst0] B3| 7] 501 A 7134 B 2 o
R0l A7} 18 B YL YHE S gzt S8ap A Il U Yyisol 2
29 osi1z, 4524 X Y5 E5E + YALC, B0} Y HEOE| ¥Ro)
9|48 A0S AEHH o8 AIZE Seejolof HUC
2853/mE08Y : 023200 0XEoT 34 ATBE S YSIgH7t 0|
9§ o/ A% o2 oS0 S8 BasgaL: 4l Ex0] 3t He(E yeoe
o a9 RO} 8 4 YA, O #XES 323 A0] ofst 2L PUEIE0]
E80[E 2 9B}
TIE AEIEIT RN Ol SHAEIEIS IjZ CK7HBAABAS) 108 014 S7i0) 2t
JR8Z £= Jsoin= Bolu= IS0| Lk 4 ALI, NBZATH U 435
CYP3M RAHOI: 22/2)= 00|, 0|E2H3LI% I HVE ZH 0P oAR)e 22 E53
Si57 of==8|AEElo] 183FHES JRE/ME8H o) oES ST,
ABfel A} piplel Rpjoid] IS0l B AT A2 SEE0] S8 usistey
o Beidanyazase oo o o 85 ol 290 ek A 50 5
o0l 1 540 NEZUTH E8 ISUHOIN So8 RS SN B aAY 2
58 =0[o{ B =0 Al 340 HELLTE, j
SRE &M I718, Tgeior 12 WES HRS K 430] 3 HRE 25U5S Tefalol
8UT, &5 2713 %2 28 Seiv gHeiT w258, 22, 254000 Uts 27
2/ 218{T 3ol 285010} BiLiC
0 70l Sf2A= S0 D8R0 SIS NZRATE BN g5, = =00,
SAP|E 2004, Ui AN]E, TR EA N2, S|z, BAZAHE, HY 2o
SI{A| RoUILte|29 2102, Zxil|=0f 5L 2, EfZais|acf L)
H2, GEL=9 AELH=, TYTALH2, TYTHH|=g SEL 2 58 LT
4, 02| SHFAS §8=0l A SIELIL, IS EY, 22 qsisays LT
43 oE2HiALEY B8 208 Tarol oie JE4Y 5940 928 Heaisne
%9 20 Zefepoio} 37, 2REF, I ES aRsEY T0ia 129 5O o
2 3080 guauE a8 A5l)3 B 54 1 358 79 27 2LSEH0R
B} o= =biAEIES X889 NHSH Y £7/28) 247} 23{5J0jof &t 0 <ebia
ElEI3 BACAETA)S S S0 DiALIT 2720l Gkx| 20| Tejslofof s,
SUEIE0| 42H 28450 SYS BT HAS GALI,
#2388 285 25850 A7t o] o 2513el HESoilH IS, of o4

HE2g- H‘E.'UM‘S JN’EI 283

A
CEA 72E

III)

3,9, 378
22, 017484, 0l

5, ACTH &5, YEAHE X

27|43} 2o A% A FO7} RFELICE .

8) 27|55 0|4 : T2 XIAX 5t 2| 2A|9] DAIZIX|Z AEEI2 247]:50] 4St8A 0| a ei@s0f
UELICH AMAHOA U ofn| Ha AR HSEHO SIFANK (ULN) 3] o4
B717t 24 0|4 LIEKH 71 Of=SHIAEK 20f 8R1O] 0.7%00 4] LIEIELCHIOmg S0 2
0.2%, 20mgF0{i 0.2%, 40mgFOo{T 0.6%, B0mgF0i T 2.3%).
0| 9 £0] 2 77| 5 o[, BE, HAY 719, 7% 59 o[yukS0] LiEHd 4 9onR

71802 HAE HAE § HF8 AEslo] 040l AF5E FR0E FOIE FAEL Y
Hpt A& BTt
AE AZH 275 ZHAE oo} 5, 1 0|F YO 2 7iA40| SHE H0j= BAI9 EL
2715 ZALE RrEai0] AAstofof BiLICH AT 3 ZAOM ABH S Z0fot= BXI00A X/F
A J2| 1 H|-X/ P& 2HtHo] SEA BRHUSU, 0| AHOR A Zol= SO ANA SHIt
B 35 a4 o1/ s TS RHES EE YH0| UELK: 39, 5A AIBS SHE
LI} o) Yolo] WA X| Qh=CHH 0] 242 Al FO{5tX] Bfojof BiLiCt
O{EEHIAEIH SR SHETMAUCISER) Er= ZHE H2lo| 9= A9 A2 M58
S01510{0F BHLICY B4 7188 3%} = HYER| o= WHEHA ofn|LIF[X2| 450/ X
5| E Alo] = OfESHIAEIES F0{517] QhALICH

9) Lt 715 : O] %2 FeH5t HMC-CoA BRI A4 XaHOIA| HoAlc X 32 24 & 349
;1}715 igﬂﬁégl-lﬁf JB|L, AEKERIA|S] Soi2 OIFt HAHe HA-I 4o 28

2y HEF : sy HEgo Y2 glout 17 UhEY HEFIL ALY YRS
Fgyd 4,731‘§9l 8 4O O[EZHAEHE 80mgS AZEYCR FOIFH ISNE
of Tt 3tLte] YANE % M (post—hoc anaysis)Al, H2HET} H| 5{0] OLESHIAELE
80mg FO{Z0M £8Y HEFY WMO| == 207t YUSLICHOIEEHIAEE S0i7
553 O AU 33%). Ol= YENE A2 A 00| B XZF0| T BAZM 1 A8
40| 0K H22 2O{FILICHOIZSHIAELE S0 7 79 If Yo} F0{7 2). Jajlt of=2
HHAELE 80mg SO BRI0IA BA] HZ3 (2655 O 311%) W o N5y HEso o
(1239 O 204%) 2 9247 =0h O HA LEALI
11) CK&| 23 : Cke= Z48 28 $ F& CKA|E F7I47I= CIE R9l0| ZRjsi= F2 283
ME QLT CKAIZ ZMAIOIN EA 3| 458 32, 0l U2 5~72 oo HES EHolst
7| /3 Aok Bich.
12) 0| % X 3 53 AL Fr= WAS SUIF 2853, AT E& 2KUMIHY7IH ZA 9
Ao|A LTS aof Bick
0| o 0] 5 0[2{8 F40] LIEHS 7 CK B[l S 73] of BiLiC), of 0] ©Af5| 458
%-r[’é’ﬁ’&ﬂxl(ULN)—l 5 23] X 2= SHEI00} #C,
S S3H0] F50/2 MY SHM AL, CK Ao FYLHA o) o[siztz X2 FHE 1

aﬁﬂ

S40| 25T OK Y0 FHOE SOI2 3, HUS ELHYS 7IA 0] 40| WSO £

£ OIS oA AEHE 912 22430} it

o] 28 olAE o2 Gk Aol HHH A0| UEIL A9 £5 Y7t NESZILL 9l

£ 748 SToofeiLIC),

DL HUOISSF(AEEA B4 557) SHRIINSH EASST), (g my

USERAAESA ZAZED) SUFTINSY EUSED), E%M 59 +34 wd

0] LiEfchs 2 27t SEaTIC: Ojare 24| Lk U= 3% Foi8 SHsin,

14) %h‘a g7 Il YdP ABH0| 22 A BASUAM HWF Gnd AEE 25
NYIES FUT 2 U= HIIK SATHANZIISU, T3 ARENAS gy A
PEE Olei¥ SEHE 435102 AEH 2|8 FHY AR7E £ GlELICL ﬂf'éj
0] 9l SRS =E 5.6~6.9mmollL, BMI > 0kg/m?, SHXS+A 45, D8ER
K Aof Tiot 4% U ME4EE 41| ZUEZS LA EiLC

1) 2213 CYP3A ARIH - 0| %2 CYP3A0Y Ofafo] CHAELICY, 21243t CYPIA RIR|2} O o
9| 82 OfESHIAEIHIO MY 528 FIAE ¢ UAUCL 4558 YA A9 542
CYP3A40] 34 A0 S ZBHCE.

(1) d[R|EZnjo|M, S22 ERNj0[N : HZIO| P 0L SHIAEIE CYPIM ARIH Z &
B o2E20j0|4(19 42 500mg) E= SAE2AIN(Y 28], 18 500mg)2t EE
Al OIS SHEABE B2t S716iGALIC, 102 3A2|E 2010|412 S0jsk #R
014 0| % 20mg 0|42 F0{5t= PP FAshof FLiCt.

(2) Z2E|0H] M F|2LC 58 OJESHIARIEH AUCE 0| O HHS50{9} H|wale] 716C &
ZHof o] Y= Zel IRHZ BY HY Z2E O AHASt of o9 42E
02 BAE S7HEIELCL I3 02 HV Z26\0/ AHA ElZefck| 20} 2EL|
2 929Y £ 719C Z2E 0/ A YetZaH2E Roists BA0[A o 242 8
32 maof gLt
@Eﬂloiﬁl XA ZOLH 29 S ELH|2 FSRHOR 2o{sks BX0|A 0] %42 A

1

S:’,

O

Z0|510{0} ot 71 K2 B2 ALBalOF BLICE HIV Z2E]OLK| {FA AL
ES} E|ELH 2 HEY, CIFLH|29} 2|E L 2 YEaY, THTLM|Z, = FAT
BLi29} 2 ELH|2E WO = Fojith: BAlE, 0f & 70| 20mgE HolME
OIE|n 0/310] ARgsfof BHict.
di|Lpy| 25 FO{ 8= HIV #XI01A, O] %0 X2 40mgS K BIE|, Of 20 BR 34 &
0| B BE 4 YA ZE 5 YAFIIL AFELUCL
2H 8|2 800mo, 12 38]2} 0] o 40mg, 12! 13|18 727 YRF0| A 0 249 AUC,
Craxi= 212¢ 2,304, 2,668 "7P°I'91"HE+ BHZYH|ZE R0iE A= 0] & 80|
19 40ng EMFA = of Jut.

(3) OIEIZLLE : OLEEHIAELR AUCE 0| E2HELIE 200mg3} 0| % 40mg ' BF0{Z 8K
S S7EUAUC I3 O|ERALIES F0{E BX0IA 0] 2 20mg 0|42 S0
ah= F¢ 98 of BiLict.

2) 0] %42 P-22| A= ZE0I9 7|Z0|2 2 P2 AT 2E|0I9| K| (0f: AZ2AZE)S Y
3501 A 0] 29 45 0822 FIIAAH 2BEN L2 o[4S AHY S FIINZLICE

3) 0| %42 CYP3Ad RIA (NS 2 A2, N3 2240| = BHYA| U 01 ZA TR Foi8 3
$ 099 33550} Solet 4 91282 NFaA Sojaoiof i

4 El’é‘nlﬂ = CIE CYP3A4 R=A : 0] %2 CYP3A4 REAISLEEF0 Al (OII ojmHAx,
) OFE SHIAEIEIS| 85 58 24N £ USLIC HHI N0 o] § 4389 7|
A ojzol (CYP3A4 /=Y hepatocyte uptake transporier OATP1B1 2H), OfEEHV\E}EJ}
SEENE §g Foiots 2 SN0 Fofats 20| AT, EHLY F0| ¥ OfESHIAE}

BE = EOﬁ“‘ OFEE_HV‘EiE—J B3 57} 995A g4 I—IE}

5) °I o&,), Eotei £= BYGH T AR (Y 2W S HEH ANHT0A Y4
OF ROIE st §3AZ2 B YAAUCE OFF ZE S0[# AA2A 43730 Of
o 17 22 opuUct.

6) °‘“"“-X1I Kol - OFE 2HIAEIEIa 1 AR ONTPIBIASA| 7T ILICE OATPIB!

HelRI(Of: N2ZAXE)E OLE ZHIAELEI YA|0|8ES 571 N 4 lALICE OF= 2}
AL 10moH AS2AEH 5.2mg/kg/dayol HER0]E OLE2HIAEIEI] AUCS .74
BIIAZBELICE OIEZHIAEIEIS NSRAZRD YER0| A OLEZHIAFIEY| F0| 82
10mgS 233 E O UL

7) et U4 S A(BCRP) A : BCRP AMA (O AHIAH[Z, D2 T3 H|2)0 ZF0|
A OFESHIAEES 8 557t 371610 25839 AR0| 5718 4 Y202, OfESHA
EfEio] 83 ZH0| BRE & UL, OFESHIAENH S BHIAH|E 3 J2tA T H 20} Y
8 F0{5H= 22 OIESHIAEHS] B8 5271194071 S7FE A AEfAH|2 E=
JatzZaH 2 BRAA S 0 % B FOjH= x| L, OfESHIAERHY 832 1Y
20mge EIHM= o FLICHS, YEHE F'Y §Z).

8) LT : Of=2HIAEIE 10mg3t LIZAS £:5]8% YW A HHALY 8T C|2NY 5T
= Y82 WK GALICH T2 80mg O[ESHIAEIEIS OZNL 2333 URM £ &
HAleje] gE 2y STE % 0% T F7IEALC CSY Fof Exje F2 ’-‘IQTSI Z
L{E|Z5jofof BiLICh

9 %?J‘J‘.’:lll - 2O[E|AFE U ofE|JO| AER 22 SRl 27T YRS 0] US| YEE

of Al ' UEJARE U OfE| 0| AERICI 29| AUCT} O 30%, 20%4 247 "7}0&"141'—}
T2tA, OEZHIAEIEIS S0j i 0140 Z TR HE A o] Ag2 131°l°1°l= B,

10) HAHE : SYAE|E0 H2T0| A O{ESHIARRIC] BRIt 25%F = HOPYEL
L} 3L} 0] 4EES H50Z Fojols P20} OLESHIAEIRT S AL ES F8

k= 3 LOL-SHAH & Motats S7161EH

1) AAR] : 0] %3t 4301 A 22| 1 SMHA20|ES BQot= 278 K4 (antacid) 8
£l 7} 220] Al OFESHIAENE BNETIE 2 35% FT AASIR&UCH J2iLtLDL-3
B AHIEY] ZtA0)= FEol UAALICE

12) Q4TI - OF SHIAEIE L SfufRine| 432 80| B o177t HYEAUALICE JajL A4F
og ﬁ_glﬂo giﬂﬂo CH |_I

13) QiEjEE : o] o3 °FEJMJELI 43 3% HE=0{E OlE|E|Eo| HA80) A9 HES 0|F|
X glonz 2 CYP-450 SFEAE R0 LAEE ARSHY 43REL Jld=A
AELID

14) NHIEE : NHEITIT 0] 90| 43X20171014 45222 BOIS|X OHELIC

15) OIX[E20[0] A : O[ESHIAEIRI({A 13] 10mg)-!11 ORIEEUH)IH(P' 13 500mg)e| 8T
Of= OLEZHIAEIRIS HR50| B&S FA YohELL.

16) YZOHE : A28 AAK0| 08 A5 -042 YSAZAFHO|A OF= ZHIAEIH 80mpd &2
;L 2]?&1%'3 qq A OIZZHIAEIHY B0 18% S7I6IE2Lt, J4E 2z 9njgl= 2

17) EIIEEIIL}“I OFEEHIAEIEIT | 2HLHS] 8T Al B2HLHS ASFH0 2452

2 fo/Fel HFol UAALICE
18) ZE|OFY : OFESHIAELE (40mg)tt ZE|OFY (240mg) S HETOH Al OIEZHIAEIEI] 85

SE7HE EA UERSU
19) AEFA : AFFAE o{LIOI4S CYPIME ARk =8 BRstL IS0, 0|= XIgFA
HAZ0| ML FL(61% 1.2L014) OfZSHIAEIEIO) 85 B8 S7IMZ & YUALICL
20 AI':”%-T‘HI) H|S OLESHIAEIE RASHHO ASYEHR0| offt A2 AAL
A SRR O] %22 EEF0IE AH ¥ HBOIM gEI8 22 F39 28018
0l EJ.ElélljﬂEI}E} 0IE| EE s PUERE0I0} 312, Of= 24IAEKE SoiE YA
21) l;li_;tj"o:—liﬂt{}&# Y85 3¢ 24D N0 Y| 712 4 Y202 0o A9 1
2) 8714 118 0| EHAEELD, B340 SBASTRN Tjf B2 US| AN Y=
3|8 T 2250 Aaiy} 0] ot Z1BS| FESOIN 2251907, 0] o} 23]

A3 Z20[ A& A F7t RFEUC
ARAE AY22H g A S71E 23YSEEA

23) AWERE : HMG-CoA BRI EA
Spoz g, Anuzg 0] o] 82 Wao} LI

24) 7|E}: ANABOIH OFEEHIAEIES HOIASIR| U QAR CfF 2 LSS5 eINFO
2 9ol 4302 flo| HES0| SYALICH 57 SiSHel SENBRRY O3 AaL A
HE X oELICE

%) l:h:nJ“EIIOIEﬂI S CIE 12902 oS WSS 1l 23S R0l Ura 4y

A 71 H20| Z9|510{ Sofsiiof gHirt.
EA L o L] .
1) 0] %9 YA £ B2 I7|LCE JIU0IY S HEH MRS ZT5l0{0} BT 0| %

2 elNg 71540 g 29 U Efojol Cf % ANA A4S 22T 2018 IR B of

HolA ROjELC

2) 0| %9 48 5 AB2 F7(RILICE 0] Yo| 2 FOE H|g=Xof CaME LA YR
,quq .';g 00 golof o AutSo| LiE 4 91225, OIEEHIAEIHE 58 58 0
i&ﬁ%éﬂ‘w = OF ELiCt

1) 184 bjgte] 2010] CYsio] 527 0|4 F017|7t S0 ObRlY - REY2 H7E| BIGtoM, 4
S| Aol et 7| HQ Y2 AHKA YGHEUCE

2) 20KBRI0] Pt %455 KEE UFHC

9.3 0

654 0|40 it le0I0] AL OIESHIARIHY RS F2 HOIF v o =4 U

EYSOLHCra 40%57H, AUC 30% 571, LDL-BHAHE Ratadhe §2 4T A

RELLE
JARE A2ES0] HYSH2E, 0] A2 TYRONA F5j0f AYsof FLC
BRIROIAIL Xi%|

OF=SHIAEIH 25 80| M 28 4+ 9= SEH AAYU2 GaLit N2 A axfe
EA S452E A=510{0F o] BRA HIS2HE AYst0{0} BiLICH 2715 AAt 4l BY
CKA|E 2LIEI510{0F HLICE FHAsIA B 22 3P| HEo ARH2 of=2H]
AEJEIS YASS ROl5HA FIIAI7|A BEUCH
11, 28 51 N0l FolArg

1) 013‘0I-I £0] B g 0| 2HFHNL. )

2) 9z 2 #3 7|01A MLio] CHE 8710) st A2 9ok% 280] ofpt AT HH0|LtL 9|

2 o/ B K3(0| 010 8 4 Y002 249 £710| §1 & B0} BHAEAL.

1 IEI'

1) ek, HOlY, 2HI5 ¢ OLESHIAEIER ko mgQE BAM A 7|Z0Z eIHY 12
3{B0mg/day)2] 638 8, 5 AUC £ 0-243 7|Z0Z 8~16H] T2FS 4SS A= M8l
0|H E?Jﬁol AABLCE Ko mgRZ B ASI|ZOR QIRALE & 0 EFHC) 2508
£2 832 S0{3 2121 DIRA N8 Z3t= H IS NSTUN 22 N ZHT, 5l
2 ?_WIE‘H—I LYL0| FIIEYALICEL HATE2 AUCO-240] 7[Z 6~118) =SELICE
o Y, sf8tEoZ QA BE CIE %22 0j2A 4l o) kg mgO 2 HAEH A F J|
£02 oY ANN IATSHO| 121250 LS00l ZUS FUSIHALCE 439 AlY
B o8 5 150 A ABOIM 0] 42 A S oi70f AAlRlo] SH0| TsyS
HO[x| QIFLICL OE2HIAENEI2 Samonelia typhimurium U Escherichia coliS 0|88
Ames test X Chinese HAE| HAIZE 0|25t ASAL HGPRT forward mutation assayol
H SHOIYELICE. OIEZHIAEIEI2 AL Chinese BAE| HAIZAE0IM F4A 04
£ ROHOE FIINF|X| YA, ‘é!’ﬂl'-ll 012 ASNB0|A SHO[YELC] OIESHIAR
B2 2|1 175mo/kg/daytx] =018 £51 HE 22 21 225mo/kg/dayltx] FOI8 43 S
OM £HS 22 YA 50 £HH0 ‘EE‘— 8121’”'—“4 0| 832 kg mgQ= BB OIF A
£ 3 1ATZZO 100~1408) SBOIYUALICE 431 A0 B HASHUBIOM 115 S
100mgkg/day F0f Al X4 A4, FR2EH A4 X FX0|Y0| F71EAUFLC 10, 40,
120mghkg S| OfE ZHIAEIEE 27k 7ol 0| A ZA 2 HY mafne], 44 7|8e
ZEe|0| FRHOI AH2 QoFLCH

2) SEUFA 54 : 0| ALY SEHOR FAF AS (UMM ZBFO| o 306h )0l HFE =
422 R0 0| 22 oJEH 02 ANFY(UNLY H RO 9*31“1‘3)2 fEgLUC.

(1) 120mg/kg/day(@IHIBIAFoI S| % 16H)2 JHE 7+ Soiet 27 j0| A k| Eeo| Ziat
SUELID. 280makg/dayZiAl 83S ST FOIE A Aol NNEFAHEE LA
N BTFYo| HEEYEUC

@ 2'.-31* A& 43 7H(20f2): 10mgrko/day, 120ma/ka/day) il T3 ZE 4RO BT

() 53470 FRAMEITS 88, 55 L BUFS BUHS BUAE H2)0/ 0| A

5| TfE o1 0] S0i8 o[ BHELT

13, SOSEEHNE 3= o
71 AIEI3 O/ SHAEIErS B0We| 18 (3 2A) 19} CIZ 2= B0UE TR (B28i0/%)
Ao)E 20 RANHOE 2 134 71718 A0l 50507l 3% Al B3| A7 Sofai0f 83
O EHIAEIES 2R3l 0, H| uE 7SS (AUC, Cre)E Z1HE 810 BANE S92 T,
AUGE 32X 460 1272101 og 1801 og 125 0L, G B4 A g

10.

NZ7710] log 0.801A log 1.258 HOfLt&LIC} Ciot 27648t AUC L Crel® B4 A
7Hog 0.901Af log 1.11 O|LYO| 2, K £E H X BENENEI} SEIEZ _l°*EE'=é1AI"‘7I
FANTZA 282 HMZE E}E}‘SIE‘—‘P—“.SE 582 ‘.’J"%}ﬁal—lr—}.
(OFEEHV‘E@
U0 EIHS AN
:ILE" AUCo-4ar Crmax
(ng-himl) | (ngiml) Tmax(hr) tiro{hr)
O | 2T £ 80z
- Bt | 578% 10 547+
A ;?gﬁ'*m'm" ®5 B2 | 0540 | 184
N | OfEZHIAEIEY
. = 267+ | 6198+ 11 497+
::i %02%)‘“”%“(“')# 919 30.10 (0.5~6.0) 179
90% U= 77h log 1.0206 ~ | log 0.9852 ~ _ _
(71%:log 0.8~ log1.25) | 1.1503 1.2528
2usE Rl A 1.083 1.110

{AUCH, Cmax, tir2 ; B2 + BEBA, Tmax; 3YAHEHY), n=50)
AUC:: SONZIRE| HERSSE FENZHANY BESE-A72He
Croc: 5 IBS5E
Trax: 3 IYSEE ZEHAZH
e Ltk A4 HR07)
« HZHIISRA|S 2185 WK Kol 0% Az 7
QUIZESHAS|E HTEH2H0 W, AHO O SHAEIE 10, 20Ua| 18 (R
AP T TOF O E SHIAEIERY 80U T (RERAINO 712 U A'E U ZA0]| 2 K
ISENEA2E HBG5OH, IZO BBUN0| SSIRALI, o] mat aig HER
HHSSHEELS Ao
1.0/t IR 24 OIESHEAEIEIH 10, 2002 10T SUH AEE ASH0| SUHAZ Y
oz § 232 FReA I HZ5IS,
WA (D87, Ne(-20T) e
W EEES < OE2AER 10mg : 30, 1008
. OIEE"EHS 20mg : 30, 1008
®=534
] ll!\:-lx{ D2 A EHE 8}{080-405-1238)
942 0{710]2) £0] X G= 20| BBsHIAL. |

¥ £ A 22 GMPTIE0| o} HAe SANY S Hot ASYUCE A8YI3I0 AT, WA, Wi, o
HAL E4E AE2 ASHAR U U BN ARHE Sojo] mESH0H LI
X RS a7 A8 | 0B OIS (164 -62)
% 0| H5LEA AR 20201 98 1) O1F HZHE LIE2 www.whenin.comO|Lt 22 8EFst
(080-405-1238)0H| 4f &QIaH 4 QUELICE
EAHBAZYX : 2020. 09. 01

wnzozn () SIOMIONT) wAzH: Fiaes THHATSP—
A1z oA B2 5) FYSE AEA o282 100

=




