7240} 2H}AEJE]  CEEDEHED

(Or=SHIAEIETEN3E)

* ClOHE O2i0[e] 20 FX| QA HEBOI0F B

* ASIBI0] Xt S ARSI RS BiLICE

* SPIER ABSIE 5&’_?01— ﬁ’h—ﬂi #n EBEHPI HI‘EII-IC{'

L L HREE =

oo

OpESHIARIEIZENSS2(USP) £.40mg
(O{ESHIAREIORA 4mg)

- wi
OILH[AEIE'QSME{USP) 86.80mg
EHPAELEIOZ A Kimg)

1. qa_cwamuww
1) BNEA AT o] et A4 B IO, DYEA HE BN OEHas
(54 018, 891, 1P, U2 HOL-BAGEA F= 7| BYEY 4F 3Ry

S0
3 eEge % oy °*’3§ BUBO B ARy T
2) HUEY 4% FH0 G2 U SHE il AN UBH OSEas
(J"-f%ﬁ, ?ﬁ Blkx, B9, = 0¥ S s A0 Bk 2RO

(1) MTBNS0] OBt et A
{2) BE0f N3t 91BN 2
3) SIS AT AN CiEt AN B4} Ot 42 EXiY
{1} HIRIE MAME0f b st 24
(2) KIS’-‘I Wﬂ@ﬁmﬂﬁ@l et 2iory g
(4) ﬂﬂﬁi st %lﬂ“l et iy za
() puEo O Rl 24

2. TNHE
1) {iby DEARRYSOREE 1RE Y Hvﬁé) k] s:rg(wa) OIQXHHE
{Fredrickson Type lta & 1Ib3) &X9| BYAGE, LD
OpE-B TH, EAZ2ANE0I= $RIE M?h. l-u.—aa_aix&! %m!ﬂ:

4o|eya 5Ey

2) Aloj2go] Ay UsE ﬁxl = H ORI Zn 2018 Fredickson Type i)

3) ¥ E222NR0|=0t 8 H Si(Fredickson Type N2l 40| R 8EIEH]

£ SHES /EY DRAANBYS BN0| & FAAHE, LD -FAAHRAR 24
A7171 43 O KISRBI(Y, LDL-apheresis}ot HEAL, TR XZXSARY
X7t otsdt a2

/OEM%WQWENEEEMiWWOFN.GﬁE:

Lt SAE 4T 5ot 4+ 2l

<
A 28] AR 1Y 13) OIESHAEIRIORA 1) mOlL, & U2 LDL-BHAALER]
247t QFEE= BX0] AP 12 181 20 mg T 4 mgids % OIS LDL-BHAEHER|
#A7) Oie A0 HELJoR AR £ U, 0] %R 19 18 10 ~ 80 mgd]

2IYAZ F0fBCL
0] oio] &3ig ¥ QAIBHS A=gE Y UG SF ING0] M| SYof 1}
FRA=010F B0, FOAY /AR BUNY #, 2~ 4500 XTLXES 48T,
0[0] M2t S2% TFH0F 3Lk
X[20| S DL -BHAHERE KM= A0ID2, A2l NS 3 XS W7
LD-EHASERIE 01831 2B BURCH g LDL-BYARHE X8 OIRE
St 0= XIRUSE SUHZYY| A8 & FHAHE SRIB MBS,

SUEH JIEY nERAARRS HE
0 /0] SCIBHE 19 18110~ W mgOR, T KEUKs} RZU(, LDL apherest)
AL, OIE Xigijst X2 0| EotsT 290 0f o FOIHCL

0 A50) %
dggne OIE_E.HP:&E!'EI?J YHSCL D-BHACE NojSuof YHE DRIX|
002 232 ZER WRI YO,

oA}
TOM Ofate) 1 SiXi0) 43 QA4 QLS HE 01 BATY] H29 SASHL

133
maauomsluomxm 2 450] LiEfLiZ|L D8Ys02 Tt ofie
2 OIESHPAEIE X[2E STSI0} it 5! 24 3 42150 "Hﬂ:i‘%ﬁé
E" HETRHUNM 0RO MHKHOR wHgt 4 Q= ﬂﬁﬂ:ﬂﬂl 5334
R, 20 ofiied, o 25 O, L2t BaE J0i 2 lﬁt"i’lﬂ)i
= BNl OIEEHPARIE RIS YNHOS BE EE E‘BGIOF SO 22|
CRES/PEOEH M)

2. LS Sixol= ROIBIX 9 AL
1)01 24 2 0] 29} 70| A0S B
2) ¥84 7ret 2 E= SR OI0|-EE AR H50) BUNEAC 3 08 HaE BY

pEY
48R B 08 540l O 9 49
S S weaim g1om= ZEOA WUlgaacioseickvance), Lapo
[ERHSA ATYHapp lactase deficency) T EEH-YHEQA S50
malabsorpion) 59| SSe] FAD} Sl BRI FoiSH

igsiad
3, O BiKj0p= MES8] O[S A,
1) U3 SR Fi= 2N B0} Ol SR0IYLIS'Y BE)
2) iR 22 WRRA0Y (1! A010] U= HX0} CfofA= FOHE ARSH7| HOECK
58 AIE3| SO{30F BiLt,

(I)*U!seﬂi AZ0p 0| 2= AR
ISXIBHS 2

() gad
(3) ST 2S00 il Ei= 7IE0] Y= &
{4) ASFEASOILL THMOI=(bratel i3 ASA F.'-R-Eﬁﬂ 9o = BR
(5) ZiEigio) W = NGHO| YRS HHSE B
(6) llﬂﬂf#ﬂlliﬁz}&ﬂuéﬂol U= &

4.9

1) OPLHHLEJE‘S QHIEHOR LioR0] Ec}. OIS (AR Hnjsta AAHoIRC
0!%&%°I€“'§£°MW§§$&!;‘*&%Z%N@I
OIESHAEISIOR 2! YO i AABIOLA 16,0689 B}
(0[ %5@5.‘8,756‘5 0 919} 012 73124} S 5370 7j7¢ S04 IR 0|
Hgon, fiof F0IRY 40 %9 OIESHIAEE F0122f 52 %0JA OjuigoR

013] S0{E SHUCE
2 YNy %N"\‘#Mﬂiﬂﬂi 0] 942} OPYEISR LIS gLt OLHEHS0] it
SplpieE CHRT)RICE ; IR RIS 1/10), (> 1/100, (1/10), TA=( 1/1,000,
{17100, =§7l(2 171,000, {1/1,000), tH =2({1/10,000)

(B N2 P, A0, 71085, $253, 12, ¥e

(2) &9 - X Foled

(3) A - N IREE, S MEYE, 4S5V Adwy

(&) A37P4 - 5 ), SPE0I, AR, 70, JA, QU2 S8, 7E, BY, H¥Y
(51337!1! AT OIeRs £330

(6} 24 - OlEi2 BES, o2

7} 2 5 55, I O{E, KoK, Zi2RE, DRION, JIeli, =87

HRUFYS

@) 2324 Y FYTH A5 228, BES, ANIE, T2 B3, OS2
§8 3 =85 Jsnz, D O3 BU5, CHA 2945,

o, BESH, R0, YsES-lty I 2S9E

(9)§‘31§!EIJI CEA g4uzAs

(10) B1opA : 43 =271 212, 4 CZA O HEIRAA

(1) ¢t - HEA: O= 71, SEA BERA, N9 CRAUTE

(1 NEAIOFEH S A2

(19)7: = 0}y, P =8A ALY

(14 5 Ba7p : N2 SE27|, YEUE, OIS, 42, 2 HENAE 25,
Cjsuie SaE RNve, eNeiat(EEa-2e 55D, 54

BYIASHIISHT)
(19} 41714 - e =81 0158 K'Y
{16} 2A R 271 ZIAMOIY, B SOOI 371, TS 23 W7 g4
3) GESHIAELE! QoI QNG & CiED} 22 57} 0PSO LIESITE. oo
7HE 2E O4IS0] OESHIAEIEID OIaHAT} O 22 OtiCh.
(HBuA: A8
Q) Aop5Y

@H:oly

(0 A3 7, 55 01y, 710), 459, ESRM, BERRNES, 205 ANK
OJANEN ALT 2:X10| 43), 9149, 5%, I02IE, g, Y5, E3 49
Uy, FUG, S48, T4 ¢ - oK, Ssaz, B Xeay,
OESE{Y 5 4= 25)

(5) BR7[A - 71BA, Ui, W, SHEH, B,

(6) 43 ZEOMREI01), BENES, Eﬁé,?"@#"% B2, A3, HPHE,
saam Eom SENEAE A, ool ISEE, 925, 1NN
2243 geRN asaE 2STE, 2% 22, BEY FHSY ARVY,

D03, 59| B3, 774, CK 58, ¥5 |SS20N4

(szmwswn JINE, U, G0E, BANTHG, IHAZ, U8, SR,
£C2y7|, &8, K, 18

(6) B AP W7, QIS Vit WO, Y, MR, APSEY, Ofts,
wagiel Qe T2 uvbl, Suin, NSz S, 45 X2
DX, ol HEL AN, ASEE, Bk

(10) OB 5 1050] : HESES, DRSS ARN, 495

(1) 01 3 Soimiel O] ER, piay B BE, BAE, 0BI9E, &,

BHYN, MiE
(ﬂ)!ﬁ‘.‘%?zggl , 0/, QITHE, B0, UEE, AN, SUE, 29, 02t

(15) 201 % DA  YATZAS, WEIZA HIY

(14) LESH)  ERASAR® X{3, SRAEISI 48, TSH 43, ACTH 48,
YTAHE X3, 6 RY

(15) A48} - WS, BUNSS

(16) 71EL - Ha; m oy

(172N A
L} MM {104~ uno(orsiut_aﬂaa 10, 20 mo™{ 815}
O[SIERt JIEE DXINEE 71 10~ 174 AVIKE THO2 5 G SI0| Uy
01N} LIER O[S D2Mio llEOR RIofopy LiEf 2t SABIRIC
ggmg;mmﬂ Angiol 9% 1F STl JR S50 LSt ojise

5 93 IR0 ¢*I(¥Q'd%—l 3 0410} FI 01 3= ANATRN
LHE HMG-CoA BifisA OJXMIO] 39 5.1 o% WHBE] B[SI0] OIEBHIARIEI2 25
% WHABIRICH HALR| Athiglo] 104 Olel AXIR HE| P OIEEHIARE £0]
%ﬂ%om&w UED, 0] 3% 3 01 %= 298, 224(endemess) B

B 1
6) SUOL] ABE GASEH MS ASHE AR TR 2rt
{ NHW%NM 11,5638 YOS ANPH IS ZART Opvis| we
WSS O AWSO0] 1,78 KB/ 11 SBH2 5'_:.52(%' 0{? N“ﬂ

EPJMW LIERLIX] QM ojyuIgoR
3, HiChapRART] ﬁﬁ!éol 2213, ASHj$ 347} EEgiD),

() BTNBHEEA 127 01 0 o1 RSP 26538 DIHOR MAB TR 37|
TNGT AR URENIEER QA N7igio] 310 HOTH 5=
SISO OFS A RISABOI LIERIX] QIR 22 OjuHig02 nalt
BE 74, QREE NARE, HITEARIIT} 212 (44 Basolty

7) Qi ARIEAS otEal F5I0] IR 2 OG0 Bug B Uk

(1) BUAZA : SOIN0N(EC! 5 243 28, 7]‘48’# $§

(&) 28714 : B3| B7IF 0N 758 MRS

(3) Bl - N T501Y

(4) Uz - e - s ﬂﬂ"lﬂégﬁ#ﬂl e} CiEc), (ZEUH 5659 mmold,

BM)Ikg/m2, SHAYLR

(5 ASKE! ST RiRtSiO] R 3 QIRIROP7} EZA HOSOI, (°I 7l°‘H€§{
AYF, TS, 71980, 2E) 0248 ARINol= D ABE A BN
SREoC 0% HaES YHFOR NIX] oja o8 ASST § ey
00, SHUS AB(12- ) % SYAM(STO0 )2 WAL A,

YA 50
1)§ﬂ Opdio) A QHERUIARIEIO] St i={Cmaxs 2 20 % H2 AUCE 4 10% O
&) Héﬂfiiolﬂélsﬂ qﬂ:ﬂxg&& 2AYE Ryl evion Hi ohgTIn

REo
2 HEH  ARNR OIS RUAEIRY HQEE &2 LDL-THYAHE HoiEUN
DIRIX] QU9

auz
3) 2 OE2HIAEIEID) YT Ci= b YRE7HEIEHCrids-Pugh B) #19] 32
EXBPHCma} o 168, AUCTE o 1H8) S7131%CE
‘)ﬂ% GIQX‘!’IN#-QZ’!’S?.@ESH_'EOI LIEH* Su_i-'r“li TE, 28Y
£ B40| WSl A0k= FOH§ SXi3f
9)712l0iy - 304 o} 0] = JjelolE2 of 9!'!% RojgE §°f D U

6} TS MR AR AEIEIAR ET BASI0] 85| 7| FOIA Y pERY
22 O[3 A7t b b QUCk W QoL S2Ret HIMMY 713 3
sisiol Zizio) oisimi=. HEA U WEPHESE £ Uk, B 20N HAR
09 Uix0] QU A= ALIE AR X2 B SHBI0I0} LY,
D24E/ATDRY|: DOFSML0 0XHOR TH HELHE SIS HRT8WL
0] 9 8 0} A CE ROV ERA HIHGC Ais SH0 tiet YAs
P22 welo] yrpioly} 4 9It 01 BXIES 22D Su0] ot MY
BHEZ0| =20| 8 2 AT
U2 AEEE OEDIXE OE_HMEIES 02 SO0} WJ
104 OHt 5712 2ifiE 2SES Ei= CRUM2 FHIHE ASUS0
L) AB2ATR 5 2028t CYPIM KSR, BRIE2001, OI_EF'L& 54
HVZZEoA WE’E B0 OfESHIAEIEI IS HBR IRUT/
L2240 s ST,

TRE MY, 7R, 2S5 J2D/EE HAM IHOIEIALION 4401 A=



R 2QUAT NNO} B, B3| U/ R G SUH YA f= 398,
2, BR3R0| LEILK= BiXi= ZA BTSIES B 2R3040} BICk.

0] 200K SIERI2 50t 2840l e MRS AR TR Qs WEESDI0N,

FAISR0/01, AATNHS, SADHHIE, HY Z2E0PH A god
(NUpEe} BELHIS, SNLHES RIELIHS, EEALHEc BELHE,
CRLHES AELME, DNTAUHE, ENTAUMEY SELME X8
LIZEIM, A SRR W80 Al $7180 LHNeCH, 22 XgHst
83| BT OESHIAREIO YSSOHE TRSE QA= ﬁli’d-l R0l
RiaE HSBERR FoA B0} 51D, DSBS, 2 E= 288

(B3], SOI27] 1% & S 71K O 3 8 OE0] SATHE PR XA B
B4 U Z2E FORIA SLIEHS0L 0] OIESHIALIE] X830 A& U
RXIZS] 247+ D00 ¥, F7/K01 THOIE/LTILIOPHIA] 230} WS{S0{0}
x|t BUE0] 218 DSuEe) WS Of=Che SR Bl

HERAE T4E oRuE] A} 0] o BT KBl YRS HISYT,
0] 2} @713 Zo| A A $7t 2PETL.

)27k 01 ! CHE KIZIXKIS| A2 AR| ORITINR AEIEIR 217150 43HafN Ojn
(0] QUCk MM B Of|:-FESARIo] HAEPR BIHBSYRMULNIS
3 O 2717} 2410|8 LIERI D} O{ESHPARIS! SE0] 3R] 0.7 %01A LIEKITH10
IGIECHE 02 %, 20 mgFOER 02 %, 40 mg0t 0.6%, 8 mgFr Ot 23 %),
0!“&1—01#?_*7!30}8 H5, TAY 219, 719 5O OlgHiS0| e + 1002

[Ho2 ZNE YABIE & SE5] B30 0140] 2ABSE P00l KOHE
EXISF' ARG B
X AR M701s ZAE H0p310], 1 0i% YYFOR 7EAH0| SR M0k BRS|
22 Wis ANE HIZ30| UAB00} BITH AMTRENON ABEIR S0i8H=
SO XA T80 BI-A PR 20| SN H S, 0] 908 Xad=
S0t oluH ZuT § E5 7Y JA0/E- DUARUEE T: HE0|
UeiLi= 32, SA| 2k ST O Wolo] wasx g0 of oF Ol
013X RIOIOF B
OIEEHIAEIEIS SRFHBICIESA) EE 1300 0| o= AR 39
Py SO0} B §EH ZY HX T HUSR O PHERA
OfDILIRIRIC] 40| AL R0 OIS SHPAEIENE SOBIA] Sr.

9) Lit| 7)is : O] 48 T3 HMC-CoA BN XISROIA HbAlc 3 3= N G
o] @17} BISCE JEI'-I' ABEIAS] ROI2 OISt YRRIYC 240
40| 1FLY HAYR YIB!

10) &34 HES : gy g aasm_usammuisommm
XS YU 4710| YR (O O[SSHIAEE 80 mgB NHBHOR
OBt QUAAIRION CH3 Stiio] UAIR $ FAl(post - hoo analySs)ORM, PloERt
HI@510] OIEEHIAEIE §) mg ORI SN HESY WHO| #ll: B}
UNCHOIESHIAE 017 55 o Pl 33%). Ol= AYAI- AE GA ojo]
o HES0| U AR 2 HEY0] 0 ’AP-EEW'CKOIEHV‘EIE
EOIZ 79 0 9o FOIT ). TR} OIESUMAEIEL §) mg 0] 20 TiH

HE(ZEQ o 311%) W 1=} Y AEE ﬂ%(m% o e fetz

oo 3 Uk
) EHWEIWNOW‘I £ : IYOEUF|LOEE 24P 28 § £ JH0EH
7|LIOPIAE S71A1= OF 2010| Zd(i= 39 SHAC o) I0EH
7|LIOPEAP 2|RXI0NN XS] a4, 0| YES 5 ~ 79 o] F2HE HRlS|
8] EHHOL Bt

12)01 2 Xiiz 3 88| Hej2 = UAR SHIH TRES, YT T 2KYWHYIIA
A AP YIBi R Bi0f BiLt

0] O 501 = 0|48 SH0| LiEs 22 I20tEl7|LI0L] 2R SEaK0} FICE 0]
240} Bixfs] ‘3‘8& ZRABYYBAIUN| 54 Zif] 2= SLH0{0F ik
TREN0| F502 WY EWH J, IHOEHF|LOMY HA0| BEYRIA|
OJBi2IE XI2 ST RBH0LBILL
ZA0] AT IHOEIHILIO HWO| U0 F0I2 A2 NS DLIEHE
30U 0f 210] XIE0] = [IE A AClE| S218 RA30F Bick
0] 2 YO IROEILIFILIOY HUo) fAM H50] LiEE 3P S
YE28AP B SN E AR SEEORIC
9 ﬂv@%ﬁﬁi‘(*ﬂé—& 557, SNRUNASHANESS), (¥sY
OISR AERA-ZA S0 SURIMASHASST), (FHSY 59
'éf"‘ LiEfiIT}E= 517} 2ick, Of2{3 S40| LiEHLIi= 29 S01 SEII,
1) ‘Hh“o‘ A% PoH0] Yy AUH0| =L PP HAFUAN HPH G AR
Qo= HYLSE PRY 4+ Y= R 7K S ANTACL 2L ASE K
Bt I8N Zdwilli= 0[2iB JULR MDD ALIE X2 SHY MRIHE &
T IBHA0) Q)= BIXHBEYTL 5669 mmol/L, BMYIka/m2, SHAYLR| 43,
TYENES TSAPHOR e Y 9 HEER X SUERE MASOH L

4848

1) 24384 CYPIA OJRIAL O} Of CYPAMOY 3101 CRAIEICH, 21218 CYP3A SIS
0] 99| W22 OEEHIAREIS WY sl BN + AT 4ENE UG

E110| SR CYPIMN HEH ST YL,
{1) RIER2nj0lY, SAAS2NI0P : 2010} A OFESHIAFIER CYPIM AIRAE
AT OfASZ 00K 13] 500 mg) = SAER0I0R(IG 28], 12 50
mo)a WEA| OIESHIARE et/ SISUN, JHHE SARE2N0}M
E= JRIE200/4 F0j5l= 2RO 0] & 2 mg OIYE OB 29

O30} BILL.
(2) Z2E01H S{AAo}e] WR: OIESHRAEIE! AUCE 0] % TS F0i9} HI2siol
C ZREROR YA HelEa|=el BN A HY HE0L A
0] o] Wg K0I2 HKAA B7i=Q 1202 HV D2E0H ARY
|20 IELIN|2 WREY Fi= 71010 ZRE0p AR HRTHUEE
E0{3H= BXOIA 0] 2ol WS 2 TS0} piCt
HY Z2EI0IR AMA| 2|29 SELHIE WE SHOR R0{5i= MR
0] i@ 2SI 01510/} 80 71 SR B2 AIZS0} HiC. HY Z2E0/]
O{HA AFLIHZe} BlEU2 WROY CIRLpEs} AELHIE HR0M,
DUHE T EATAHEc ASUISE QS-SM o=
A0, 0] 91‘8%f°l 2 mg&'éoik}:“fﬂni B0 ABH
T2 FOJSH HY SR04, 0] o) wmim.,omea
8 A SA0| HRE 2 YA KES '.%‘SWP B,
SHRAHI2 800mg, 19] 3819} 0] 9 40mg, 19 1818 7207 YSBFOA| O] 2t9)
AUC, Cmaxi 212 2,30, 2668 §7ﬁﬂq BAERUER FoiE BRE 0|
o} 8240] 19 omgll ETAk= GIECH
(9 O|ERIZLIE : OJE2HIARIE AUCE O|ETLIE 200 mglt 0| & 4) mg %
PR3 B30, 22102 ofER} T RS F0iHi= BNOIA 014 Ymg
Oly% Foisl= O{3j0F Bt
20| %2 p-FRRTSEOIS OO p-FATIREI0] A0 YF2ALRL
HRECA 0f o YA 0|RRR FINA ZFHUI 22 OIYNISY ABME

BRI

3) 0 % CYPIM RA(NBRAXH, DI22E[0|SA BUR X OFFEA YHZR|%
BOY 3 0] o= ¥EER/} SIS A0S NSEA L0BI00F B,
2ETA Ei= LR CYPIM REA : 0f O CYPIM S0 R FOLANOL ORTHIRX,
STA) OHESHIAEIEIO] §3 ST 24T 4 AT 2TnMe] 0|§ '31!!!%9-!
7/R H20CYPIM R 3 hepalocyle uplake transporter OATPIBY o),
O[ESHIAEIEIY 2EIAE YR Kojdi= AP SA FORIE %OI g,
gg;l% gg % OIEEHMAEIGIR A FOI5IY OIESHIARIES] ¥ &5}

£)0] 943 BRIAH T ASYSA T AEZA HOYIS YBY AN
QlymoR Qoigt Oidt ABXER BPEK YU, O BE H0[H ARAY
AsxROGHeRHRS O i

6) OfE4AR AjaA : OfESHIAEIEIR 1 O CATPBIRAAC! JFE0IC QATPIBI
JWI( A mﬂ):miuwmaWImé?ma#m O[SEHIARH

10 mo} AIZ2ALE! 5.2 mofkg/dayRlS] HRE0J= OJESKMEIIS| AUCE 8.1

§7N§B} OIE_HI-*EF!S ABRARRIT HREOIA] O{ERHIARIEIY E0RH0.

10 mgk X
HOEN: OE_HMEIENWQ%S*M%?%&HWQH!I!EQM
EEE g8 UK Y, 2L & mg OIESHMEEHE CIRAT 4885 48
=0 mEIJﬁCIHﬂbEEQIm%’SE§7¥El%ﬁ Chadl 0] %1
%9 | SLEYoI0} et

8) Z7MAR : 2O|EARE U OE[OAERITIER SR3l= F7MIAY 0] 92|
HREOIA| L20{EAGE 3 EIHAERTIRO| AUCT} 2 X0 %, 2 %A 22
§7|§§°Q élgakl OIEEHIAEIEIR SOl O40] ZREI2A HEA 0] A8R

9) SHAEIE | SUAEHEE HSE0IA| OHESHMEIR0) SPHECT} OF 2 %Fi= S0
A} 220} 0] R EE DROS KO AL} OIECHIARIEIN BHAEER
YREO3= 22 LDL-EAARE K5l = SIBIRCH

10} ARMEA| : O] ot FURTITYS J2 0 SUARNES YRS T2 ANR
(antacid) #EiAT Of=SHRAEEL i&%’iﬁgﬂﬁ % FE g4Hu0.

2Lt LDL-SARHEO) 2400 20| SI3l

11} U2 : OjE SUAEIEL) oj2mRiale] ﬁi&gﬂ R ot I TR
YdHOo2 QAXOI YBSHBL YA,

12 ?.’Elnlﬂ 0] 22 OIE|elo] 48] 82 WRS0lE SEIES] B4R Ao TN
b DX QJOO2 242 CYP-45) SERAE ZR310] QAEH: ARERY 43XZL

SR g=Ct.

13} NIED : ADJE[ST} 0] 2] ¥BNBHANM YSUFS OIS HOITH

14) OFXIEZ0I0IM - OIEEHPAEIRI(IY 13] 10 mg)l'l OW_%DIOH(IQ 18] 500 g}y
HRFOH= OIESHIAEIEIS| REET Bl X T

15) UERCIE - 2200 RIpAlOf (R iSOl LB RZANA OIS SHAELE gy molt
%g: gmng HRE0A OJEEHIAEIES] Ig0] 18 % SV, §yHO=R

16) EIS2ALE OtLHMEIﬂI} EJ2HLIES| BREOIAl LT ABSHY
UNEOZ opmel g0l ol

1 SEoF: OE_H&E&E(JOmgM SEIOPA(240 mo}S W2 FOIN OIESHIASEY

L]
1) XNREA : GREAE Lo} CYPIME OIHBI= HES BS3HT 2o, Of
il‘%ﬁ—: 01 KK FR{I 121014) OLESHAREIS] §5 558 ST

19 -MIEW B OfEEUAFEIt -.-AI"-‘{:*J-}E’I Qli-étﬁélﬁﬂl B AER FAER
URAEL 0] £ AW ABTOIH AT 3 FHA URIRSe 22 B3
2R0}430| Sasiglch of EJQE s EHHEWOF 3, OJESHARE
019 YAHQ! Zci0| HOR) 4 U
LT '-h:.‘g.*g%ﬁﬁ:é-?iﬁ’ﬂ—l A0l &1 4 YS= 0} 94
2A}E7I: Hlﬁ Ol ERIACIER} @710l OB X0 CiPt SR S8SIK| X,
STCSAE ZYS DRUS0 MNP} 0] Ut ZFIIY) USSHOY HaSRly,
9 "—’m?lﬁh}ﬂol g N Fopt axEd.
HNE2E : ING-CoA BiRigA ONAE AN UR Al ZSYS/YRCRY
718 gi8102 o3 ANU2H, 0] ool HE2 W30} Birh,
2) 716} : YEARA OIESHIASIER HRIASHA J AE=A HRY Qﬁ-‘i!l
YUFOR RO/t 43AF 0| B KU BH AFY ARYUSNI0) St

QA= NHER QI

) LB MENOIEA oS : C1E TER0|EA o2t HBFoiNE 1 293 A0
QU YRR Y| HE0] FOfBI0] FOIBHO B,

7. 9% 3 S-2510] O3t 0|

1) 0] %] YA 5 AZ2 37I0[Ck JHRI0IR B Tleltl@ A7 8j0{0f EICL. 0]
912 QME Tk 0| St 2P W FHOMK (iRt FNE ARLE UNE 20 Y
A} OO OB,

2 0] 29| 48 5 AEL 27/0[CE. 0] 90| 2R FO2 H|SH=XI0f LidiME YRAN
UK Tt 5301 010] OLAHS0] LiEK 4 YO0 2, OIESHIABIEIR B2
OlYR 2R SM=pHED.

8, :010f cit# o

1) 184 Di2t0] Aojof Bfato] 5235 Ol SE017i2t EQHC) QXY - RBER UIEX|
Aglon, M3 ﬁﬂol CHE 217401 812 USAXR Y9,

2) AOBIRIO] et ot} M= GiCt

R
M 049 24248t i-010] AL OIESHAEIES] FEsti R HATHHH O 24
LIE{SOL{Cmax 40 %37, AUC 0 %Z7H, LDL-BHATRE RetEali= 3 M2y

s
e Hg?gﬁol HopiI, O] 942 DR TS0 KLY BICL

10. A0

iR -

OIESHIAEIE! TI¥SR0| R 4= Q= B ARUS it HAST A BR=
SIEA| SNZOR XZ50{0} 30 WA SCUS NWsICI0} Tk 70l AN U
oY IAOETIOREIE BUEZSO0; Bt FUAS P F8S 7|
UIEOI HARHR Of= SHIAEKEIO| PARR RANA S7IM7IN =

U HIY RO
1) of2iojo] 20| ZX| ofi= 20 Bt
2) 9AURE [ BI04 HUCL TR B7|0f BESE A2 R 2308 2 Al

2 Igﬁolu—l"—ﬁﬂﬂﬁﬁﬁ?ﬁl 4 9lo02 YAy 87(0f 1 & Hop 2ASG.

1) 4, WO, S8k  O[ESHIAEIRIR kgamg_imzdé 7|B2F elajo]
TR (0 mg/dey)e] 63 B, § AUC 2% (-4 JIEOR &-164 DRYS
AgSt RE YH0LK WRIN0] SIRICH KoE mgO2 BIMSH RJIZOR AR
HURHGICH X0 £2 2R FOIN A47io| NIA MY U= HURH AT
OIA 4312 PIEAE o312 T WHS0| B713121CE MBS AUCH-4
O 71 6118 B UCE O] A, SSiROR QA DE IR OIF2 0QA 3 RE()

Mg PN 43 JIEOR 8P AYHITIRYY] 124125 | HHROI0IN
EUR QWAL 459 NEULY N U 159 UM ABOIM Of U2 MBI
ofof EAQI0] EAU0| 7!5’8% HO[X] oLt OIEEHRAEIER Samonelia
fyphimuium 3 Escherichia col 0}83 Ames test & Chinese MAE| HAZE
OIZEH AJHBY HGPAT forward mutation assayOlk] SHOIQIC, OJEEHIAEIIR
A3 Chinese MAE] MITHOLY SMA OlAR QojEO2 FIIFIX| 94T,
WA 022 AMABY R40IRIC) O}E_B}*E&ES 3 175 rrg/kgldaymxl
0I5 HE X2 2 225 mo/kg/dayTHA| FOiBt U HEOA
A0 FEHA %!JE QUL 0] BHR ko mgQE NS UHMR ih.ﬂét
39 10)—140&! KPOIUCH. S HEO CfEt BASLNHAM 11 S0 100
Wdav A R 20, HASE 24 5 30140 F7ISIM 10, 40, 120
239 Ofi_ﬁréﬂﬂiiﬂ?.'ml £0| A B F2 T ME0(E, S
JEE—I "ﬂ%ilﬂl A0l gEe o,
2 SFNFA 2 0] AR HYUHOD QAT AR HIROIZH O mm
‘29: QIEi FOIBt TRIN B SEIOR ALY HRe ¥

(1) i mu/kgldﬂy(“lﬂﬂwgﬂi’l Of 16H)2 /R 2t 01t 2% ZH0kA] RO
BEEACE mg/lgldayﬂm s-ai S7IMA OBt 22 M0l 113 3o
3% 9 47 Zad0| By

(ﬂ%{éﬁﬂ@ 24 A0k 10 mgIRgIG&Y. 120 mg/kg/deyloVd £H8] ZXtEFR0|

(0) SAZA FTAMEUTY &7, 5 3 WEFY S HHAZ BRP|
AT O oFER0| FOIE MO BEED.

71587, 42u(i~)

¥ £ ooE2 Hx3 ZypE Ubt RFQILIC Jtof REIENA AS7I80] At
FUALEAE, U, O Y ANE ARR0| WS Q0= TUME B510] SA| REsi0l
':%ll-lﬂ T4 0jf HAE LB '22i0! Aol AH(ip:/ fdug mids.go.ko)'® BZ

HEoHY 200409, 01
EBM-01
ponsc s B
= 1
S AR 5 ) | (B-47-470 Huons



	IN_2014090200029_00_1P
	IN_2014090200029_00_2P

