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a2 EA Y AHEEEY £ ZHAHE, LDL-FHAH 22 AstA 7] 7] 3l of& A2 A48} 2]5i(qll: LDL apheresis)®}
Walsl AL o2 2| AAS A 27 B2 A o] oS Eofdlich

of of X2 7|A| A, 4 nxBF9 Ulo] A=A Fstofof &1, FFY A€ E, HDL-E 26 E R EgjZeAatelE F2f AH
TEE ST,

C oldzI=£d NFYAHE YT Aot g}
qHOAM -gH 74 2] o|8 71E5g DEYHAHSESFE 7H4 Lol R4 FF =4 ol F Holke 10| R FHap)o] A
Alo| ol HILEll ofaf o] 7| Fo) FE i A R AHE, LDL-Z A E, ofX-B £2|& 7t4aA7]7] 9%t Aojay e
XA
7}, LDL-g& A" &o] o #3] 190mg/dL ©]4} (= 190mg/dL) ©|#1t
L} LDL-Ed A &Eo] o] 4138] 160mg/dL ©|4 (= 160mg/dL) o|11,
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o] of Raojd gl REojFol b= StEA HE Do AE|E A4S 3fiof gt

| DAFE W A g okt urzamasl &L E el YL yejo R Qs TAHEW Ao iAol w2 #A}
A s = 23] A &3FE 1Y 40mge| ot

2. WA s WA slo] 9l NERYAHSES xle) AP HA 9 IXYUF
23] A geko 2 12 13] Ao 20 mg & B, LDL-FHAHE2 $5 =92 HalF HAO0R 8= 2 o710 mgl &
Al 2§t
19 18] AYo| 5~80 mg7tA] £oigtr},
EojA|&AA 279 LDL-SHAH SR, 2|89 Sxx U $Hxjo] oo ofFt yhgof upet 52 A3 2HC 45 = 11 o4
ol 71402 BEojtL 2AJc} FYAH S AL 27| o0F ZHsloo vl T A E BESR o|dta AstEW gt AlFR
AR thE, otujovtE watuty, v Hyo|EA oFE(aHolEl Q) Ei= olili} o] oS W BFo|s= 2 BAY
b t(ie, BB AE 7124 D2 AHSRSE 32, sobghal, AlRA Bapof A YA E = GaFol chsf A= ofef o] B HRFEE
1) 584% 7154 2928 58S goe &
2 UAA AT SEHAT 7154 12 AHEES 1ol 739 o] kL 1Y 40 mg¥ Ao EostAHY 19 F 80 mg 20 mg, 20
mg. Aulo] 40 mgH 330 Lo Eodgtct c}2 2|4 A3} x| & (o, LDL apheresis) @} a8} ALE, b A HA 3} 2| w7} B7He @ A5
o] ef-8 FoFicy,
2) LA 19 £ 20 mgl 2 HAHSA HAHdL ARE EE + A,
3) ol@7izd R AHEEZ Ao FaH(h0-THTA )0l 2] Fof
AR 23| gFo 12 18] 10mg 282 HYof Foigict AR FF W 1Y 10-40 mgo 2, AY Hof§4L 19 40 mgolr.
Eoj@ero A Aol PAEE A3 EHo]| upe} HAS| FAFCE FHERAHL 4F o= 11 oA AR F 11 xHstojof §hot,
) NZ2RATY £ rfyUES Fo5l= A9 T
A2zAzd B hYES Edste gxjofj A o] of2 FAlo] Bofdts 24 28] A 42 19 5 mge|y, 1% 10 mgd F R A =
ohsich(1 7o, 1) S /HELF3 ¥ ).
5) ofu| ot 2 E = djetntd & Fofdl= Ao Fof
olu|@ct2 L watu S Eost shAtofl A o] oFS FAlof] Rojdts S o] oFe] S 1% 20 mgd EabslA = ¢ "Hob(1, B,
1) 2 =/3 2288 8t 5, ATERE 4) oju|edtE E1= wetuty § FHx),
6) tb2 | A A s}efzte] HEEo
o] ote tiolE o T = hEZALA A ofn} R EojA| AMAHo|ct vt o] ok HAuH A o sHo|EA oFE (M uHYolE= A
o) = A A A Lako] Uol4l(12 1g o]Ah 3 W R Fo{FtctH, o] oF9] £ 1Y 10 mgd A= ¢ H(1, 4L, 1) ¥ F
/BB 2ed &t 5 ASAL 2)dEoR SEaoji] 2SS FUY = U AHASA Y JE g 3 AR),
7) Al H ghz}of o] Fof
o] ¢k 4o 2 uto] ujME|x] govg FHE Y2 FE5o Alstxgixe] AL fF 2L YA R 32| o 5 AFH g9
Aool 7] Bojke 1Y 5 mgl 2 AlZISt] M AHA LU Estojo} Foh(l, H, 1) FHEF/HETES & AX),

[*P%;JEI 9| A}H8}H)

1 AR
1) /88288
o] of2 c}E HMG-CoA B¢ A L 2|9} vl27lA 2 2HZ & FHY ¢+ U}, 2T TREFN YT X2 &
8111 A doteld7|UAI(CK)L At (AA AT $H A 2] 108 o]4h) S FHHgcH v 22k Fol olxtH o g G4 4%
=iz o Bo2gE7l EEA s vl et 2 Eo] AHA S YA HMG-CoA SR AS ¥ oA ¢4
- Iz /gnags ol oFAL o] o ch2 oFo| W R Eojof g3 F7HEY:
7}e%t A|ESE P 450(CYP)3A4 24 olEetanvuS, HEIUEF, dejAutoj4l, Fefe|AsRutol4l, fejLguto|4l, HIV
iﬂﬂﬂﬁm XA, vaRE, B oo AFFLA(EHE IL o4, 53] 289 o] oat HEFoSUE W, GEAE, 1) CYP3AM
A :.E_:r. -ﬂ- ;EIL__:E._}

o & ofE
ko] o] i WREGH Ao|F AR F = chE(5, ATAE, 3) AO|ERAXY F= HUEY A E)

T8-8Fcl o] oyl HB EoF oln|octE E 1= di2lul(5, AT A8 4) otu|ochE S = wekulyl & ) Y Y F <l g

o] AtA| EH oA ©] oF B0 mgd} ofu| k&g 8 Eoigt #1212 gRollA T Fo] Rt o] of 20~80 mg& Tl 25,2484
ghalo] QJAAlHAle HA An ZhEERAAE Solshz] b o] ot Foifh $124(13/21,224; 0,061%) ¥t} vjefub 3} o] oS

H 2 Eofgl 832}(4/635; 0.63%)0 A +HF WE Fo] o o4t

o E|lot4l: o] ofF 80 mgit HE/opH 2 HAEE = $Hal= 2o Y E Aol okt o F7itct, o] g gt fAe] AFof gt AHAE
of 2F 19%0]ct. SJAAIE oA, ©] oF 40 mgi} HE|obH & H B 5ot ghajo] 1 of gt YA JE|opH R FofshA| ¢haL o] oF 40
mgTt £t e} FASIGCE (5, A4 EHE, 5) HE|otA & A=)

Z A AL o] ¢Fuf EAITHANS WREolsH= Bl 2 Fo el F7HE & Uchs, AT AE 6) FAIUAE & )

. o} & HMG-CoA Tl A A AA A e npairtza WS /AE2galFol chgt 1A 550 Aol qck, 41,050 A7} o] oF &
Eojdtga 1 F 24,7479 (2 60%)0] 4\io|Al Eogt YAFAIH dlo|Elmlo] Ao A o] oF 20, 40, 80mg& 1Y 18] FolA| L5
WFE B2 zhzt oF 0.02%, 0.08% X 0.53% Slvh. o] &3t QJAA|HGoNA, $2b= oA RUEHY Eon SFHAIS AEo| Q=
Wl olorR 5o Ao k|t

HEHOoZ:

o] okat 73 CYP3A4 A A (oS &0, o|EdtIE, AEAYE, olejAsivtol4l, Fefe|agntol4], de|lXgvto]4], HIV

z 2 oba] A#A, YHRE, Ei= gkl 2pEFA(SRE 1L 04D ]9) R o= njsjof $ict Wi o|E gty AL LEE,

o gl Aguto]Al ZalejAgutol4l ®i= €] Agulo|4l Fojr} Hrtu|sichH 11 Fol 7|7t Fqb o] efe] Kol f F A o} g}
HaEoo golijo] R EAR ql3le] F7lE= HHAE A8dA] =i, AR8aFoll4 CYP3A4o| gt Z4&gt oA ANE
7tAlE Aog g s e FEe B85 usjof g,

@o] 2ol 8F & Alo|FRAEY, chuE, AuEa A ol puo)EX ofik(n ] Mo E = A 9]) = 2| H A B-(5HFE 1g
ojAhe] Uol4l BB EAS 1 = #atolA 19 10 mgd 23 M= ¢ ®lul, folMo] HBHAR ¢léle] F71El= YHAS
AL8)312] of=cii, o] ofn} HmH2Adto] HEEoj= uldfof gt v}E HHEYo]EA oFE(H iy HYo|E H L), Lol

Alo]|E22 AR F= thUES o= 8217} o] ofnf 88 Rolx] folAo] HREE QIF PA S A=A 4lF8] iLedslof
Stch, HieolHo|EE o] ofnf W EEoE wiof e, ¢hEFolA] 2HEE WU 4 Qe o oFAe} vp AR Y F 7] & ofof gt
o| ¢k} B o|EA ofF T Lojile] WBES A LDL-FeAHES 7148t fite Ao gloy, Ege|Ae| = 71451 Y
HDL-SdAH 29 71445 A7 vebd + . Fo 74 By e 88 AAIg A4459] 7] YArAEollAl sHEYo]EA oFfE Ei=
Lolilal # §2Fo] 4ulAelEl S B ESGR of 2 50| sz oFoUct,

@o] ofe] 832 oju| T} E E= Wbt UL WRESS T s Al Al 1Y 20 mgd 23 A = ¢ Hrh, AAH F 4ol
HeEoz ¢ldle F7ls= 2HES] AUAHAS A86hA] ok, 3HF 20 mgd X 331= 859] o] 2f3f oju| QckE Ei=

o 2fulul o] ¥ = of = 1 sljof gict

@o| oF} FAHALSE HEEoE s BAt = Fo3) A LY E g E|ojof girt, o] 2] UA|IHQY Ko SO el 4 o

®o] ¢2Fo| R E A%stes BLE Al B o] o8] fFo] Sl RE SR A 2 EFS HEAE Yeiof sl HUEE A 5=
8% Q% FL 1Rokslyl M7iH £A] olabofl Al B DS & djjof §ich yhe uiSo] AckE| AU o4& o] ef9| BolF KA

Z= z|sfof Fict, o]al =4bo] vtefb AL CK7ZF AAMAFRHR 2] 10u)] o| Aol A E 8 oju|fict cfiyo] FL RojFpx & &SI
CK Al&o| e3lEle) o] ofo] Eoi& AjZSt AL 50l F7I== BRI A= H7| ML g CKE &4%= A& 11a3¥ = gloy,
olgF L UEFer IHFE i = Qs AE o,

©®0] o] BEoj 2 B2 2o} WA= Blato) bt div A7 o] FHE Fol ARHSE ZEF B4 el S vh|a oG
o] 2{gh ﬁllr;f# E*I%cf“ Z1e wuelgde] Hasict s AT 2adt Wit ity Ago] WAlSIUS 49> YAHer of ofo
B o g F A sjoF ghot

2) 74+7]5 ol ek

ol A 23 o] oke Eofdl $ajol 1ol ® A EvkAotu|upA 2] o] AbS(AAMAMEH2| o] 3ul| o]Ab)e] H gl Hl Qi YALA g =
LA 3| Fx5tHS of ol AL SRR MAS] 4kt 3 gdo|y o YAF I, FAHAE ek st it 2 sol 2
ololct 4S(Scandinavian Simvastatin Survival Study) YA AIE 71 7HE2 18] 0|4l Egt Aotul A 2] 7} Abg (A AHATRE2] 2] 3uf o]4)
g YA AupAetel 23 210k (14'5[0.7%], 129[0.6 %)) Zko] zlol 7} glqich. Hub2ebelA(n=2221) o] 3¢ 8 W fiFd
(n=2.223)9] 21 ¢ 5%o] EdkAclu| i z]e] Ab0 2 Rok8 Fohsiqict 4ubAElglato] 1,986 00| AlH 2 A &S} 7] Hofl 4 AlgH
71715 HAlA AAdolglon olF 54 H(FL2AN 5o 717 58 1715 AAR|I7F 4372 2] 3ujl o] Fo g F7hE o= 8%
(0.4%)0]glon 8% & 5HE Bof ¥ 1 ojyfof st D LA §E2 LFE 20 mg 0|2 o] F 37% 7} 40 mg &2
Zakglaick 239 | =AUAA oA E 1,105%0) sl 127H /7 40 mg 1= 80 mg & £ o8& ol Foiefnie] AL E 712{5}7
ol o Abgfofl A 7} EStAolu|Lta )7l 4202 AleFt A= 242 0,9%, 2.1%Uou, Soqr|2 67 Y olF- A EH o2 5 Al
Abo]| ol AbS JENH A= glddcl

of of Eod2l gl Ecjr|zty QatHog AAE Al7]o 7h7ls HAFS HAISH= Zlo] vigtAlslcl. 80 mgl & F e ¥ A= FE3H
27} 80 mgl & 233 370 &, o|F zgel A 1d 7t F| Ao, W 28]) 7H7]% HAME F7F dalgich E gt AotulutA) &) 7}
AbZegl ghate] 79 22} 7H7)% HANE AlAlsto] 7}7] 52 o ALR F4 eldlolof Bty HAAR EH wizA] k7l AANE AT

Al Al Btojof $ct AST = ALTZF AAMAIGHA] €] 3ulf ojAto g A A &5 S o 2ke] o & F8HooF ¢,

NSéE A2, £ AR o] 9l gHAtofl A oAl A4 ol Aot S5 7HARL $13) Ei= YA EgtAofo| LA 2|7t
fglEYes &£ og 2 x| H o ofF ALRE F glot,

ch2 2| A & 3}A| 9} up2pR]| 2 o] of RojA| HA EgtAolu|upA 2z} FE (A0 3u o]dh) & AFpsts A7 Q. divl o oF
2] 2 A2 A Bof AR Mo R ALl ch 2 QJAFZANO] FHEEIR] OF = A9 FokS FA% Hars

2, o} 2ol = FEosta] U A
1) o] eFe] Adgof Tl $H3}
2) EA 7H4S 34 = @A EdtiotujypA| )zl foEHod (&Moo g B8 AL, HI ¥ HHE)
3) 4%,
SuiAslxo atdzglo|n 4l F A A A Log FAYE MA DFUAHEHSA AR Ao FEE FA ot
£§ FHAHEN F A2 E ML AR o2 MY EL AHROIE, MEY A 9 efolriidol WAl Ao,
o] oFS ZFFF HMG-CoA EYALAA 7L S A8 E ¢4l 9 FoAHE AU 2 of & BAHES LA &7t e
QE Fl S0 o o] ofg Rojdii= ¢t Hlct, o] oF & 7] Ao A Fofgt ufofli=, AU4IBHA AU 7HeAel HE =S
72 oolut Eojsjjof stc} o] oF Kojg ol4lo] Sl FHA| Rojd F 2|50 ghatof Al efolof gt AafH HAS Ao Frri(s.
A W G tig £ g HE)

3. ol4hurS
57hd QA AlE W ol % ol BAHGUAAI W (2,428 & W02 Wi 1870 UTOIA o SO gt o] e Foks Fa3
Ak 1.4%9 0.0, of7f ZZo|ul UM Holgich 21,000 ol Aol Al o oFe| 4Zkeh o|AutS-& Wi, UtH O YofAiol
¥ 3 54l

- YA o] gHtE
Bojoratol B AlS nsta] oFS Aol Al 1% o4k WY E-E W]l o] Yuhg-2 otalje] we} o},

o] o} $H ef 8 A 2yl
(1. 583'Y) (157"4) (1794)
% % %

K, i’ 3 2 3.9
1.6 g5 |
2.3 1.3 29 1
1.9 2.5
1] -
1.9 13
1.3 1.9
35 5.1
2.1 19

- 4S Y%A H(Scandinavian Simvastatin Survival Study)eflA] Rl o) gyt g

4,4449 8 tlAd o2 § 48 YA A HelA o] oF 20~40 mg/U(n=2,221) = 9% (n=2,223)& B 5.4U(FLA) 5 Fo#
AAA] P ok & vy A ook U} Yol UAY UL FteAol U ol F UH RO 0.5 % 0|42 o] kS
#H e} Pt

ey




o] o} 9] o

(N=2.221) (N=2.223)
% %

A Al -

=g 0.9 0.9
A3k7] 4

A A} 0.5 03

Al g8zl 0.6 | 0.5

v ogal 4} 0.9 0.7

-+ 0.4 0.6
=344

oRE 2 13

= |

= 0.8 0.8

7} el 2 0.5 0.4

u} %] 0.6 0.6
22} 7| A

i % 0.5 0.8

- HPS 9 AL Al @ (Heart Protection Study)oll A B 315l o])AoL-3-

20,536 & Ao 2 & HPS YA AIEolA, o ¢F 40 mg/U(n=10,269) E£+= Yok (n=10,267)2 H 54 E<t £l o &= 29|
et 4 R Yol RAISHY, o] iR UPAIEYA = FulEh o|4dtE U olANrg-0 2 QI QAAIH FHUtE 7| B3kTict.

ol gt g o g oIt QAAE FHARS F Fltol FAE (o] ofF FojF 9] 4.8%; $oF Bt 5.1%). ©] eF FojpolA e ZTHF/
HEIEH YH RS 0.1% nQto]elc

ch & 0] o AHHE-& Ab7| Bio| §hatol A M E Qo) HHEA] o] ool o) o] Afutg-e ofuct,

D aBAA 24, 28E, 2UE Yrags, BAE

2) A7 AR S Ao Al Zbol 4, elebeEabol, otulutu] §). MM, of 2| 2 (dizziness, vertigo), 7144, ZHztol4},
bx A%, R AUl HAIH Hoby Mo Hul og

3) NPIE b} 28 MUY £33 SEA B ol Qloh : op WA WMPRE ZFEAG Z5 SulelACAY IR mH I
ko], Ak YAUGAZ WATHLE SULUY FHGNYY HYTUPLE 27} $A7E0HE BAY VA Foey),
welg, W, wrel, otk $2 Ue|, sFTe WRNA AEA-EE 2029 Hakg ol gl

41;;&:;1:41: AAe W AT AT, SESANA B, A sl 9 S8 zhHs A4 7IlAL et 58 2,
AREA TE

5) WM: wmE shel g, chopdh ojselsh(A A, A mR/HuAz, ol rlel/aEe) wsh

6) AA7|: ol A8 WS, AR1E, oA

7) e WulA AR A EED, kot

- 2] 3 %) 8} 4| 2} o] Y §-Fof

FH 2ejejnia o] g HEFAT i 2UGAHAA, HEFA= QI S o| Ut 32 JAE 2] Ut WA o4t E 2 o] ¢
= FdlAElgnloA 7] Eof BirE ol4ubgolqrt, 1Y 10 mgd 28t = £ o] ¥ Auua A g HUdo]EA FE(

HiryHaolE H9) k= 2 HAst BF(1Y 1g o|4)) 8 Lojiluol HR L= Hsfjo} gich (1, F3r, 1) THF/PEITEH & ¥=2)

-ub0~YHTAM Ao} gkz}

olg 714 DEY AHZHES h0~THTM 2] 4o FaHn=175 dAle] AL =4 § Holx 1do] x|t g E A e 2 F 48
F710] AAAIHol A, o] ¢fF Bt (1Y 10~40 mg)e Q44 W UierAyd 2o Qofilofiel diajg FASICH 5 & Z5ofA
7FAF I a4 mAbE] ol AfuER- 2 AMYIE M B8 BE. tHolelch(7. Lofof it Eof 3 A x)

4. kA 2o
1} o] efo g AHolEldRE AR 7L G EgFhotujia] 2] 7} 4w = Al A3 D 3 ol4durs & X)) o] %48 EHqF
grze] §52 1HHAGAl o] Yol aiefElojof §lct
2) BAE AV YR
ghajo] 7] o] ol B L oik = Ol oFEof el 2elil, o] of RofF HYEE|R] Q= 8T, UF. 25U FA4 o] UERYEH
SA] SAtof A Yl Siof RICE(1, F1, 1) 2HF/BEIEH Y ) A= o E Ao A 2L FE S AU E FSF- 9
ohg w8l S G oteiol gl
3) 414 2(CNS) 54
el Mo Aol 7ol o] °F 180 mg/kg/UH 1477 gt Ay} Al 47 E]| 8 (retinogeniculate 447 2] Wallerian ¥ 3)o]
AUt o] Wil Bt U FEE AFdolA 80 mg/de] 8FoE FojA EHE = HF 559 oF 128§¢
i8O8 F27F FAIRH o] AU O E R & UAAHOE HAQ 7ol 60 meg/kg/UE 27] £FO0R R3S o] §FAEAHQ
Al 4174 2] ¥ % (retinogeniculate 4]++2] Wallerian ¥|3§)o| #+HH v} U, o] o] B FF Fv AHHA 2 EFes T4
o= 8 =2 oF 308 ojatolct, JHell o] eF 180 mg/kg/UY 14577t Foidt A MY 2L 7| Hof Wallerian 4} E 8 8!
g} Aael e MEo| AN S/t B of o] UF % 60 ma/kg/d ol AlSh FASHELH
o] ¢f 360 mg/kg/Ue] BFOE /o] VoA TR &8 % FF, U5 ¥ AE AT mHEo] 2ar gl
Afde AR B30 = CNS o 4o HuE Uy o] ufjo] B3 VF s+ AHEolA 80 mg/ Y2 SFo = FolA
Eats 5 sRo oF 14t o] AlHY & gl & o9} FAIEH CNS @& 4to] BAE| UL
oh7l G Eof o] oFF 50, 100 mg/kg/A (Aol A 80 mg/QUo| B0 2 FojAl EHEL AUCS] 2+2 22, 25u))4 217 SofabAu}
7Hofl 2l ©] 2F& 90 mg/kg/U(199) 4 37 Mt FoiAl E= 50 mg/kg/ U (54 27t FoiA] wiujAlo] WAsigich
4) Y4, 71988, 4454
utg-24of o] oF-& 1Y 25, 100, 400 mg/kg/H(80 mg/kg/Y FoAl Hd 8 $=2 &4t 1, 4, 84, & AAN A2 AUCEA|)2
SFo 2 72T ot WA HAE AN B AR U FUEFT W D EFLY A F UYEo] 71 =2 90%oA A wWAol
F2akA S7tstR ey S48 U 8GR 2] YA HHFY HAEo] F5INH. B FUHEH W v gL o] U4
Horol WA gol F7181 I At g Fiol A Harderianil 2] FG2 Aol dftof vl3 F2stA F7ist%ch. 25 mg/kg/ Y 2
fufoll M= et Aol 47 PR 2] Qb
o] 9277 WA Mol A nE-Lof Mol 25 meg/kg/ U2 §%H(80 me/keg/Y FoAl U EX 2o 18] o|4, AUCEA)LSE
Soi8t 7ot WAool AL A AUTLEH
2 7he] Wit d Aol HE 25 mg/kg/ U] §E(80 mg/kg/¥ FHA] A 8 H Fx2 118 0|4, AUCEA)CE Fof4]
SR UFHARELGASS] B F73HA,
S 2d7he] Wet Al gl i REof 50, 100 mg/kg/Ae) $FO B SolA] 7HMZe) HF W ehaEate) WAl IR
ARG HE F S5 BF, =09 HL 100 mg/kg/H Fold) AAAHAGREA AT F 8572 dFoA BE F7HEAS, 94
A3 EANFL 100 mg/kg/H F9Al SAANMTL S7HHAYG, FAH AREY YEF7Hs FE HMG-CoA
g AAAAAME FAUSHA TR FACE o] uf AUCE HA 84 =0l 4719 79 7 154, 43le] 79 22 258)0]
gict, ojAEo] it F A5 (Ames) Al A} np2-A0] 7HcjAlR o] EA §-5-2 Aglo] HoldAde] FAHZ HARZR gy
HE O] 7HA| X E o] B3t Mg olAt Al ¥ (in vitro alkaline elution assay), V-79 ZF5 A XS o] &% sH¥o|A|YH, CHO
MEE o]agh MeldMyo]AlY W npgA FBaMEo gt ALY Ao FHEA S E4bo] pHarE]z] ofofct
WAEAHAES U8 24 HEo| of oS 3477 25 mg/kg®] FF(UA HH S, 80 me/kg/Q T4 ELYEL AUCS 4u)o R
BEoAl seso] FAdtoY FFE 11F St & HAEFA MM = o2t ARyt [AEZA YUY, F AE BF REY
Jgtof] A e E Q] HBl= WA A @UATt, 180 mg/kg/ U2l 8 F (80 mg/kg/ U T4 HY =Y 224 o]y, M EHZ mg/m2
Z2a)o g Faja] =4 e) B (42} g enjo] AL ) A4l)o] FAE|QACE Zliell A= 10 mg/kg/ U (80 mg/kg/H FHA Y4
L-2eko] 2uf, AUCREA) B Al Bakltql ngtol & WAL 7 A E H4do| HAEdTt ol g At YAtH
gol4e araista) ek

5, S EHSE

1) CYP3A4 A} 24
o] oF& CYP3A4of &ls}o] chAbE XUk CYP3A4 A|fAlS glch : wilA CYP3A49] 8|3d] tAls = o & 2f=Ee] EFY 559
g 3kS u]2lchil oAb el 2] obi=tt ofzfe] ZIA g CYP3A4 A A= o] ¢Fo] w3 dLAlZlera 2HEe AEAAS F7HA ZIekQ.
An 1) e/ R & MR
o|EetiivtE, AlEFLUE, dlelAgutolsl FetejARulol4l de|lARale]4l HIV R otA 2a)A), dotx=E, oisfFe] AAgF4(
315 1L o]Ah)
2) HEO R HojiAl AW o QUG 4= s A AASHARIS] A4S AR
22 g CYP3A4 Y A= ofLA|uk ghEo g Rojal 2HEE S = Q= oldio] 2 EH AEl Ao st 2HFY HELo
F7retci(l, A, D 2ES/ Y8 A AR
Aoy 24

2 g HyolE A ofE(H ool E: A Q):
o] ofx} Wi-alHyolEH WERSIHE of, BT A% FHFe Aol 2H2te] o=l 2iF fEAS e Atk FAHE
qict
Yol (Y 2gtAal) (1Y 1 g o)
3) Alol 22 ARd E oL nRgFo] of ofn} Alo|Z R AXY E&= & WA Eojof oJsto] WS /3B TE] HE Aol
S7rkch (1, A3 DIHS/RWELE 8 32
4) ol 2t} & E = wietnty: ko] o] ¢kif ofn|echE Ei= ettt HR Lo olslo] 1 E/8E gl gl F7dg
(1. A3, 1) TS/ EL83 & A4R),
5;}'%51'3}##: o] of 80mgi}t HE|olH L W Fojdt= A= 21MS QEAde] 2t o 7%k (1AL, 1) 2HS/YELEH §

i)
6) FAIIAL: o] oFxf FEAICALS WA o8 = EalofA] 2WFE f{¥o] F71% &+ A, AR, 1) IHF/HELE8 F HR),
Ty LR mabie g I A YoM of oF) Hl QS oiA] o] of2| Bt Cmax?) A4S oL o] ool F MsiAaat 3 YAFo
MM AT AUCOH &= M7t QU2 A A AMREA] & 843} ] ¢t 2 Rels& o] ZAlol4 Ml(enantiomer)®}t H R FoA] {95
Ay o 222 LERLER] ot
8) tlZAl: o] of g Bojfol AR A AUAA | HAE 18] HEEAA fF4e] 85 st R4-S HEFo IR
ok7HO0.3 ng/mL uivh) F7181%ct g4l Sof ghalofA| o] ofg T8t e Fo 7)o X H3S| ASojof g
9) et2mbel: HZ%E 2%l £ R AHSUS SR A2 § 28]2] JabAlHoflA o] 9F & 20~40 mg/Ye] BEFo g Foj4
el=2ulgio] & 12t Ro| oF7t Srbeioich @ A7k A flale}t ghAjoll A E 2 E LWl Al 7H(International Normalized Ratio, INR)9|
z}zb 1. 7o0A 1.88, 2,694 3.48 47159t b HMG-CoA StHA &M si ALt Fold A 8- nA(el2nlel)ee] HE Lol
L8y TREEY A7 7171 B v Qoo g 82 A Fof $alofali o] of RojAnl BEolxv|o] Z2AF L2 EEH A|7H
Atolof] Gojgt Wi} ¢SS BIgit X2 EZY Ao Hipo] QbAoA H 8F A Fof 2o A AN O R HYEE= (HFHe=
SAY F AN,
o] ofo] gake LZbStALL FAIE 49, 2 NAE RS YFaAE Fojsbr] e g o] oz gl 29T
X2 e Al7Ee] Higtrt puts] ] Qo

6, Y& W =5 Kof g £of
1) Yol chgt Fof
(2. obS §ajofl= Bospz] 2 31 3) YN, 5 @ M)
ol Bof chgh Qb A2 sHgxjo] A Rt
PE Aol 25 mg/kg/l, B E7 AlHoAA 10 mg/kg/UE o] o Soldt A 7lanAg vhehi 2] ofglct, o] S8F2 AHA
o mgo 2 PHAS} uf oly Rojake] gulf(RHE) Ei= 3uj(E ) o & FFo|gt e} b FARERS] HMG-CoA
gAY E BE ulp Ao Haojgh Al oA HA ol4o] dYH H} i},
o] Alzof o] of iz of ok} 27} G AR ChE HMG-CoA B A LA Ao ‘wBEl Y4 2 100 S o MY =AS
A At AHA 7|8 2 G AL Yl efjofo] Afup/abAlo] WPANR 2 M A 9lqtof cligt WAl Eofl v F7IE 2] YUY BAF AT
2=1= ofof] O3t A MA 7jai o) Mt fo] AR L 3~ £ A8 viAE = QU= A o5 Polot RAMHAS] 89% 7
Q] Al Hof A2 ajztstod 9] Al 37| olr]jof], §l4lo] AolE 2 KB & Fuistact o] ¢fo] ¢l4lNtol iyt HH AR &gl E|o] 9l2]
of 1 uligh S Aol glong o Alo] glolkl= £HA| HE G Fridtojol et YAIY 7HsAdol AUe ool o] oS BB HFE
utc 4] 99L& shojof st 1 PGS Bxlofl A UefFofof Fic},
2) a5l digh 5o
o] eke] w g ol ojgfe atefzl up glont ofit Fitol ofolM A BG Foge] o|8o] Hilk|e] 9l RFE o]Bf A] F-olof A
A 2}3) o]AMHEL. S GMid) 4= olou g o] oF8 Hodll- AL SRE FAAF(2, tS EAlelli: FoishA W A, 3) YUE. w8
A3

gl

7. 2opef digkeeof
ol3 1=y nFdAAHE YT WHO-NHNTA 2o} (g FL, 27 & ok 1¥o] A AXHE Ao R §F UL AIHAA
Ao fhzto] cf§t of oFo] HHA N FAALS st o 4R HEY fApoA e o]l RREE gt 4
a2 fALSHEcE o] fhrbtoll A 40 mg& gk 8<Fof tigh At M AR 2] Qfokrt. o] YATAIR oA o) oFo] 4o} Rt YA
EE o] vixls A% 49 4% HEF7) (tHof] v M= FEL LM A QUHE - &F W 3, ol yREE, THo~THT4
sof izt & Az) Yo7 of Aol o] A& -G8k T AU Yo U} WHE HASAE k(2. G5 VA=
Bolsizigt 2, 3) YR, o5 Y U6, AN W AN g Ko 4 Hx) 104 vl #2274 of2 o] dof $ap(o] )
it of oFe} At S A UL

8. naapol gt Sof
o] oFe] obgotalel A, 70784 el RAFS] Wit 8 HMG-CoA PR 4 o4 AL 18~304] A | kot uliLA] o 45%
] =2tc}l. 4S(Scandinavian Simvastatin Survival Study) S14AIEHoll 2oigt 4 4445 2| £z} 51,0215 2] £24(23%) 7 654
ojAtoleict 4S8 YUATAI Mol A, e al ghafol Aol 2| A At %S mol &S Al vt R o o]e} F5-5hct. o] YAAlFolA
o] of2 [AMEu 23t Weo] gl 1A} ghajol 3 AbPEN L EH A APYES A A4 2 4S QA EY g A
gh2}9} Ao glzlo] ol Ajof AjHEA{el z}o|r} @12l HPS(Heart Protection Study) QUAMAl# oA = 52%2] $+2p7F 13 2 gic
(4,891'8 2] $HaF7} 65~694), 5.806'H 2] #xp/} T0A| o] Ah), TAME I AR A WX HA 41 T E Y g W] AN E Y
Hugle, HEF A Y Ui oAl ghalel H2 gha) o] fASIIcE HPS A HS &4 71 7kef el
32,1455 o] Shajol 4 2710] D2/ Y B g el MASIG L, of SiabSel AlAe 242 674, 73M%ITh, At AEtElZo] vy s
10,269 0] Bxtol 4 7710] 2wl 2/ B g st WS o F 4o) gatis Aol Holat A 654 ol4o|gon o F I
H& 754 o]4toledrt.

9. AFHAA 2] FY
1) EatAolujuA], ALP, GGT, W S0l Abg 7144 7] % o4
2) My SPLolohigsr} Ao M3 Ao vl ArbQl da02) 2y ol 2 4 A x) E=3 oF 5%0] § o] 4
Az o] 3ul ol o2 Aot XA Z T LA A2} 4Fst UL ol CK v gl /g Aow PRF EL e US
A2 Saelx] gotckl, ) IS/ ET 8 ¥ AR

10, ZsFF ol A]o] 32
ol A FAHEAAHONN 9 g/m' & B8] TS A FoAft Ao ALt REY o] 242t 30, 100 g/ OB FoiRt
AL 2AtA el A BARA FUG HAFoAAME SoldtA BHAHE FA42 AU HolA o] FFE FoisUE @ L E,
dio] 37t AU
o] ofo| NFL a7} L4 Hejou] HURGFL 36 golflrt KE $AES FFF Yol AREHUYG, AFF Aol URE S
A A S ARt

1. 23 9l Hgae] Felay

1) ojo|o] £o] 2] of- ol Haush 4.

2) ctE frlof vlRo] Wi 212 Apigiclo] H AL HAH f X Mol A upgt2slx| pong ol Foft A
* zjZuby gl xl @7k 2|87 AL HI(1~30T), MEUR2HE 367HH
= 3zcio] : 304, 1004

* Zoolxy : 02-3485-0405/02-3485-0419

+ 2 ojorEe oA ZAWS Wak YEoju, grop TR ALg7Idte] AR YA WA, Hol £ e&H MFo| wAH Ao
L FIAE $alo wgsiel S
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* o] AEMuA AR ANY o]l WAE Y& Folo] A (www kolmarpharm co kr)@] AFEANE Ei= YE 3 HSE F8)
arolet4l 4 glguct.
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