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L5395,
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A0 vEOAELSRIIEBICTET 2 2 EBMEINT VBT, BEHICH>T
I 1H1ERGO% G, YRBRIXG LTI EHRET L,
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(4) MRIALRVEAER

1) BRI
EBEREAE R
KIiEM S 2 v AT v — VIGE R % & G R MR IR B 284 v, ZhAHIEER] 252 filic
ML, 779 "22FvF )T A lomg% 1 H2ME (5Smgx2) XiFxEEeE LT 2/
747 7—"F 600mg % 1 H 3 (200mgx3) 16 A% G 3 2 5 &K % i
Lzl 2, ARIZT I ANRLFvF b Y v LEE5HET 76.2% (99/130 ), 27V 7 7
4 77— FERERET 32.0% (39/122 ) TH Y, HEICT I ANRLF VI P vLks
BoaMEsED 5729,
RITERFBSEE X, 77 A2 F v F b ) v oG58 T29% (414041 THbh, Fi
BITERIZEZ 2.1% (3/140 ) TH o7z, BERRAEMERE 1L 7.9% (11/140 ) <. F i
BRI A E R H (X AST LA, ALT B&. JREE LA, BB 1.4% (2/140 ) <
H o7,
ERE a5
KIiEM S 2 v AT v — VIME R % & AR R 352 i, ZhSRHIERER] 314 fHilic
MLy 7922 FvF )74 10mg % 1 H2M (Smgx2) XidxfEgEe L<rm 7
2 —L500mg % 1 H 28] (250mgx2) 16 EMI%E 3 2 —HEEMILEGAERZ EiE L 72 &
ZAH. BIRIIT I ANRZTVF P )7 LEEHT 90.4% (141/156 i), 7w 7 a—u
B E5RET 73.4% (116/158 ) TH Y, HRICT IR L2 F v F b ) v LS5O
BEDo77 0,
BITEFSISEIE X, 7T NAXF v F b U 7 LE5HET 23% @171 1) TH o7z,
A ER X 7.6% (13/171 ) TH b, FERERREMES X ALT L7 2.3% 4/171
) TH o7z,

2) MR
HAUER R L

(5) B# - RAERIEER

EUER L

(6) JBEMER

1) ERAKERE (—MREARERE. FECERRERE. FRAELERE). WiERE
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(V. 5. (7) HERE%HAE - MEGA Study] OIEAZZRT 3L,

2) AREXHELTCERFEOARITERM L 7-3AZE - HBROME
EERRAR
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(7) ot
ElERREEET
TIGNRARFVF VY LD REEREERII RGNS 2 L A7 v — VIERE 160 1% &
BElEIMAE R 508 B, ZhERHIEHES] 404 Bl L, 7722 F v F P Y7L 10~
20mg/H. 1 H 1~2 8], 12 8B 51 X 0 80.0% (323/404 ) DENRI G NIz, Mk
¥a L A7e — VRO LDL-2 L AT 0 — VL HEOFWHREK T 2454, HDL-2 L A7 1
—MED FEPRO LNz, £z, EEO Y 7Y T A4 Pk LCHETFERDED
nf: 7) ,8)0
EREIERE (1 B1EHEEZSE LIRS LDLE)
Kt 2 v 27 v — VIME R % & BRI 3 77 s S HERER 66 it L.
TINZAXFvF YA 10mg/H%E 1 EEAIXIZ4C 12 BHERE 3 2 ZHE G RIEGR
FEMBLZE A, MERaIL AT 80— A KO LDL-2 L A7 v — L35, ¥ %5 & bIcE
HHICIE N L, BRIz N2 84.4% (27/32 4. 91.2% (31734 4) <H b, mifEicH
BERRro729,
BITERNEMBECRIAL e dr o 7o 7o, FRIRMREMEE S X9 58 < 5.1% (239 i), %
B GHET 10.8% (437 #1) TH b | FaBRRAERE X, 58 © ALT L5 5.1% (2/39
). ##5#<LDH L5 8.1% (33761 TH o7z,
EANFIERR (18 2E%S5 L 105#%S5 & OLE)
Kt 2 v A7 v — VIME R % &t R IMAE R 208 (. ZhSRIERER 171 filicxd
L. 772" 24FvF Vv Llomg% 1 H2M0E (5Smgx2) Xix1H 1 (10mgx1) 12
BERES T2 —EHERIERBEZEBE L - 25, MERaIL AT =L R0 LDL-22 L
A27a—= i1 H2EES, 1 H1EESG &S ICEFRHIUETN L, BFEIEZ L 93.0%
(80/86 1), 92.9% (79/85 ) TH Y, WEHICHEEIX D > 72 10,
RITERFEESEE X, 1 H 2 B GHET23% (288641 <TH Y. 1 H 1 FHEGHCIIRIL
o Te, ERRMAMES X, 1 H 2 B%5HT 3.4% (3/88 ). 1 H 1 [HE5HET 4.7%
(4/85 %) TH Y., EREERMAEMERIZ, 1 H2 HI%5HT ALT L5 2.3% (2/88 fil) T
B o7,
EANEINERER (REKRSHR)
Kt 2 v A7 v — VIE R 207 6% & SR ME R 484 Filh, ZhALHIERER] 417
Flic L, 77 2%2FvF b I UL 10~20mg/H. | H1~2H%&E 15 » H¥ cREH
B LR, 7924 F v F + Y v LDMEIRE I3 3 B 7= SGER R R 0% 4tk
BRD LN, ZOHEMEKIL 87.5% (365/417 ) T o721V 12,
T, 484 DB, FiEME 2L 27 v — VIAEERF 107 §l. JEREEEa L 270 —
VIIEERR T 77 Hlicxt L. &E 8 MFRI0BHFAE 21T o 2R, RIS 1135 773
AZFvF b)Y LOEME L REEDSHER S iz 1D 19,
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AR FHE : MEGA Study

EEIREE X I OB D e WERIMIEEE %, BFERE+T 72 2FvF )y
2 10~20mg/ H {FFRE S 13 B Sk B IC IR 2 IS B ) 72, FEEMT ¢ 5.3 FiB
B U 72 AT G gl 7,832 B 35 € BOEMFEBGEM OTEZE, PLOE. LIRET/Z29R5E.
B OSBRI T FHEATHETT O VT O EEIREER O FIE X, 77 NAXFvF I v L
DERRE 66 i (3.3/T A - 4F), BHFGEHEMEE 101 6] (5.0/T A -4) THH, HEAENR
B o7z Y,

MR EREGENDFE

FaLATu—UMERFICT T AR L FvF ) 74 10mg/H % 128E%E L. % D
BT BT 5 MIREEE R~ DB BT L 72451, MIEIEEoFHASE L & b, & -
/IR TTHE D EE 3 FZ D B L7z 19,

MEXTO4 RRILEVICRIFTRE

ZHEEERNERZFICT 722 FvF Y v L 10~20mgHZHE L. RRIKHRICKFER
7aA4 FRLEYZIELZER, WInd 2RO b Lnd o7 17,
BBHREE IC RIFTTHE

FIEIMEREZFIC T 7R 2 F v F b Y w7 4 10~20mg/H % 12 HE#%5 L, HHEE. T
BEor % MIE L 72658, IR L AT v —AEFRE. IR Wi b & 5Hik
THEIR LN o72 19,

M HEAREH R L

T NRIIAE % £ 5 BEPRIR B IC 7 I N2 2 F v F b ) 7 L 10~20mg/ HI% 5 %2 1T - 7= f5 5.
FICE L ZRD o 7219,

RRREICRIFTSE

FHRMAEREZFIC 7T N2 X F v F F Y 7 A 10~20mg/H. 6~12 » A5 L. #5H%IC
BRI % S DIRBRE 217 - 7250, FFCEEE2AD o722,
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. REEA

(1) 1ERERNL - fERR

FINRZEZFVF P U LIFaL AT o — AL OELERESE TH B HMG-CoA &L

R FRN 2 OEFNICHE L, thoEAREREICIIwE L5 2k, ZOFEHIZa L2

71— VSO FEEE T H 5. NHIOERTH Y, IiFa L A7 v — iz ®

PP OFINIAR T 8, MIEIRE 2 dGE X8 5 2D 22,

(2) EshzEf T 2 HBRAIE

BRI L R T A —I)LAESKEEER

TIRZARFVF PV TLIET Yy PicBWwTal x5 o— VAR EEERTH A7

B/ MG D 2 L AT v — VA EFERWICHE L, &vE vEANRE % & Diholikes

DRAEIZIEH ICFI Ao 72 20,

LDL ZARMEMEICKIZTTHE

TINALF Y F F YT L WHHL-7 3 F (e PREES 2 L 27 0 —LIifED = 7 v

Y KBV T, aL AT e —LOEAKREE LFMENO a L 27— v EBEZ KT

X7z, ZOfER, LDL ZAMKEES R L, M2 5 AN ~o LDL OHLY jAA DS

BinLimiEd o LDL-2 L 257 a0 — AfEAME T L 72 2,

EEET/EA

D7 I ARZEFVF YT LIRAFKLGICEY, A X, 4, vHFOMFaL AT 0 —
IV % FEARFFRICAR T X 872 20,

QFFANREFvF P )T L 125mgkg/H%E WHHL-T XI5 L2 & 25 i aL =
T UHFIEREICE T L, £, 50mgkg/HO#H 5 EICTVLDL ¥ LDL ® 2L X7 1
—UEEBRRNICE T X85 2 L8380 b 20,

@FTINZALF v F )T LDERRBEMITH % 3 a-iso-BE(KD HMG-CoA EITHEE D
FHEEM S (IR ZF Vv F + V)T LD 2%DHELE). 6-epi-RIEMAKRIZ 7T 3%
£2FvF VYLD %DHEEEEZET 2RV ETH 5720, KN TIRAE KL E
ThmEERTch s e ELZLNED GEAT—%),

BRBMAERVECEICRITTHE

TINZEFvF MY L% WHHL-7 3 FICROKSG Lz & 25, iIRBIIREZA O RAE

BHEE DAY L ERIIEIR D bz, T, HEEOME %I L 7z 29,

(3) ERRIREFMA - FrhsH

HUER L
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VII. EYVBREICEET SIEE

1. MAREDOHR

(1) BELEWALFRE

B v Y

(2) BRERRBR TR IN-OFRE

1) EEs
TR AN BE S Blic 7 7822 FvF b Y 7 4 20mg, 1 H 2B, 7 HREREGREO®RS L
e E, WIREATOMFERICIZ T I N L F v F b Y 7 LOREAEROREDIT L D
SRR X e s o 72 29,

2) EYFHREFERR
@77 NAXF v NafE 5mg [ TCK]
YA R BT A B 7 4 v (EFEEH 4875 1997 4 12 A 22 H)
T INARTF Y NadE Smg [TCK] & ANaFVEES %, /7R Af—"—jkickYZh
FN28E (77722 F v F b )7L 10mg) A TIcR RO S LT
P ARZCRRE ZHE L. 155 WY EfE ~F X — & (AUC, Cmax) IZ2T 90%
TSR RERE IS CHERHIRIT 2 1T o 7255, log (0.80) ~log (1.25) DHFHANTH b, Wil
D EYIFIRI S DS HERE & 17z 20,

HENT A= SENRT A =R
AUCo—6nr Cmax Tmax T
(ng * hr/mL) (ng/mL) (hr) (hr)
7T ONR R F
v Na # Smg| 26.27+7.81 13.33+4.11 0.98 £0.20 1.43 +£0.63
[TCKJ
ANaF VEES 27.05+£8.92 14.04+5.20 1.03 £0.20 1.34 +0.57

(Mean£tS.D., n=20)
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(ng/mL)
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@77 N A X F v NafE 10mg [TCK |
AR SRR A K74 v (IR 487 5

20+
|
|
|
l
|
15- |
Lo
|
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‘\\ | - 7525 FNafi5mg [TCK]
ol / 3 —0-  ANOFEES
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; |
l' Q
C') AY
54 N
1] N
I
[ Y _
"o =
i i _
O 1 1 1 1 T
05 1 15 2 3 4

6
iefa] (hr)

1997 4 12 A 22 H)

T NAZF v Na$E 10mg [TCK] & A"uFVEE10 %, 7 rAL+—"—1KIC L) %
NZEN 18 (FF75R2FvF UYL 10mg) HEFREARTICHEEERROES L <
MAEHRARZACARREE 2 HIE L S D /- Y B RE < F X — % (AUC, Cmax) IZ2>T 90%
fEHEIX RERE IS CHEEHIRIT 2 1T o 7255, log (0.80) ~log (1.25) OHFHANTH b, MiAl
D LEY) L RIS SRR X iz 27,

HENT A= SENRT A =R
AUC)—6hr Cmax Tmax Tin

(ng * hr/mL) (ng/mL) (hr) (hr)
7T ONR R F
¥ Na #E 10mg | 28.12+13.18 14.31£6.31 1.03+0.26 1.16+0.45
[TCKJ
Aoxm F v
0 30.61 +13.19 15.21+6.68 0.98 +£0.30 1.27+0.40

(Mean£tS.D., n=20)
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(2) Mk - BRERRAFT @@

FBUERR L
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HUERR L

(4) R~DOBITIE

HUERR L

(5) Z Dt~ DOBITHE

BICE T B EBAE

7y FROARICBEWT, 7722 FvF Py LAEaL AT = VEGKOBEA R
fiEk. /NRGEE IS SR I A S B A3, M. ARSI AR NE R S fth D i ER ~ D 20 (3R e TE 2 5 72
28)

(6) MPEAFBEE

MAFEAFEAHRIL 53%TH - 72 29,

et

(1) BB RS

EBYIcH T B R8

7y MBWT, 77225 vF Vv aidFEe L CREL, ZEt, fas (Fe
LCoZNVRFFviady) %20 TR iz o,

PRI O FE R

RS 8 filic [UC] 77 N2 & FvF YT L 192mg RO HEE G L 72KFDJR
(0-48 IR§ft]) B U3 (0-96 i) HhC. RECLAIZIR FBEBED 29%. FHBUFHED 47.6%
o T, BRI 3 a-iso-BYER T, IRPEHED 10%. FEHBEEED 13.9%%
di® . 6-epi- BRI PR HED 2.8%., FHBUEHEED 0.7%% i T 7z 2 (SHEAT —
£),
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(2) R#ICEAETZEE (CYPE) onFE, H5X

B HEER

TINRZEZFVvFPIULE, e MFI 7y -G ERERBRICEWTRETH Y,

F b7 v — L P450 D FRETH % 3A4 (CYP3A4) CTR#%Z T 7h 7230 (invitro) .

OCYP3A4 DRHZZ T 2 EACHT 2 E
TINZAEFvF PV LR, e MFIsr Y -2 EHuRBICEWT, CYP3A4 D
FEThreHEINTwEI=T7 =2y AFHF YT A, TAFZTuvyofREhicE
BE 5 205723 (invitro) .

(QCYP3A4 ZHET 2 EF O FE
TIRZREZFVF YT LAORHHI, CYP3A4 #IHET 2K ([ +TaF Y —n, ¥
VNFTEXL) LOPRICK Y, AERFERZ T an o723 3,

I L—TT7N—YP1—RDEE
TVL—TIN=0Y 2 —ADRKEMAIZ, 7T REFVF YT LOEYBREICHE
BWER G Z o723,

(3) WIEBEBEMNREDEER VO ZDEE

BB L

(4) REYOEEDOBEROEMEL., FELE

HUER L

7. BEM

BYICH T D EE

7y o AX ATz Td PR 2 H L 2 ER PR T (80% M ). IRHHETE
X 2~13% & D7 o722,

R 5

AR S Blic 77 N2 2 F v F Y74 20mg. 1 H2ME, 7 HiEEGKRSG LzL %,
PRepfEE < 2 — v e[ R I3 5B —E TH - 72 2,

8. M7 VRR—Z—ICET ZER
HUERZR L

9. BIFEICL BRER
HliEEhh s L

10. FEDEREZEI HEBHE
AU ER R L

11. Z Dty
Y ER R L
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VIII, 221 (EFREDIES) (CEEd 51EH

1. EERNRE ZDERH
HEINTWHR N

2. ZERNR L ZDEH

2. B2 (ROBEICIIBEE LAV L)
2.1 ARF| DS ot UBBEUE D B D » 2 B
2.2 SR LT w3 a[RE 0 B 2 &tk R OB #LEE [9.5,9.6 SR ]

3. MEEXIIMRICEET B3R & X DEH
BRICBT 2 A 22T 2 L,

4. MERUVHEICEEY 2 F8 L £ OEH
BRRICBT 2 HE] 22T 2L,

5, BERELERNIR L ZDER

8. BEEAEANER

8.1 &5 L DEIRIIEDEARTH 2 AL LT, HICHBZE L EIE - RSO
B ORBED Y 22 7 7 7 2 —DRRE S +EE T2 &,

8.2 &Gz IEE %2 E AR ICHRE L. RIS 3 2 UGS b L7 WIGEIT 3%
Hagikdscl,

6. RENERZHIHEBEICEHTIER
(1) &BHHE - IEEZFDH % B8E

9.1 AHHE - BEREEDH 2 EH

9.1.1 HIRBRHEREETEDOEE
HEAUHRMETED D Db LT Ve ODIMELH 5,

912 BEREUOHEE BYRMA74—%) XIIZOREEDOH % EH
BERUHAE D S Db T Ve OREDLH 5,

9.1.3 EFIMHOHEZOHFEDH 5 EH
BERUHRE D S bbb T Ve OREDLH 5,

914 7ILd—LhEDEE
AENTE AR B CRBES 0 ER T 2 o ChFRERE 2 B2 2 B2
BHb, -, BETHREEL D b b T e ORELD 5,

915 EEMHBENEXIZIZOBEFEEOH 5 EH
HREME (RFHA, 258 PEAXIIHRET 2208355, [11.1.9 &)
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(2) BmpRERE

9.2 BEHRElEERE

9.2.1 BHREREBREEDH 2 EE
Kl 7 4 77— b RERZHHET 25610, BRLELOEZHE RV RS
DGEBICOAHT L L, RUEMHTIHAT 2EA L. EHNICE KR
HrdEiwl. BRMER (FRE. B o8l CK EA. MR ORI 427
ey ERICMEZ L7 F= v EAFOBEREDEN 2D 5EITED IC
Beh a3 2 b, 2R BHRIEEENZ T O MERREESR B b b eI,
[10.2 0]

90.2.2 BHHEEEEXR I Z DEERDH 5 BE
MR RIE DR E B D% B EZ G T 2 BFTH Y, 7. BRUHRL
FRFEICHE - CRMABEREO B LAZD bNT w5, [9.8 2]

~~

3) FrikeeRERE

9.3 AT REREEBE

9.3.1 EELRITHERE I X DEEEDNH % BE
KANZF ISl IC B WCRE S, FHT 2 0 CiFRERES 2 Bk e 22
7\7)§% 50

(4) £TERERX BT 5H
HEIN TR
(5) 114w

9.5 1¥i%
IR SUTIEIR L T B AfHEME 0 & 2 Zethic i35 L7 2 &, flid HMG-CoA 3ETT
ERAEANC BT, BEECHAE RO 7 - KEICNT 28 MOk
BOEFROET L REWHAME T T b, 72110 HMG-CoA iEICEE RN E
AlicBWT, 7y FMCKREREG LE2GECKREOEKEGE, & FCIIHIR3 » HE
TORMICHR L 725 &8 BB O RETFER S bbb L oWmErH 5, [22 5
]

~~

6) XILIE

9.6 ZIIZF
BELARnwZ &, RO EETHRET I CERAZIEEE22L, 7y FTH
Hh~oB TG TN T w3, (2.2 E]

(7) NRE

9.7 NR%E

INREEZ IR & L 72 BRREBR X FEM L T 7z,

(8) =&

9.8 SrE
IERIC X 2 BHEBEET2ZE L. EHWICIERE T, BEREICES T35 L,
[9.22 =g
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7. HHE{ER

10. HEERA

(1) BtRRZ L ZznEHR

FTEINTWARWN

(2) tREE L ZznER

102 fHAER (BRISERET 22 &)

45 EPAEAR - T i B - febalA T

74 77— FRE | REUREREEL S | mAl L b BB GIC X Y B

il R RBIE 23 & & b | BIEDHE SN T3,
Y74 77— | T, AR (TR, | GRRE T B ICB S 2 KR
hE AR OFEBL, CK LA, | BiEICERE S Eo o s BE

M kR I A7 e e
v ERZRDEGERE | T IAHTH S,
bickG ek s L, | fEbRAT - EE R EERERE O H

[9.2.1 ]
a2 I 7
Y uREY YV

% %
=aF vk
8. EIfFH
1. BIfEA

4= =

&G i3 5 7% LW RALEZT) 2 &,

ROEWERRH bbiLd Z BB 5D T, BREZ 7T, BESED ONL-HHICIE

(1) EAAEIVER & FIHIREIR

1.1 EXEEER
11.1.1 BERUBBERE (BEEEAEH)
B, B, CK B, M R R I A7 m ey ERZR S 32 BT
RMASED B b b, Tt - CREBRESFOEE R BHRERELSH b b D
ZEHH 5,
11.1.2 FFHRERE S (HEEAEH)
FH, F L\ AST - ALT @ ERSEZMN S R E RS bbb 2 L b 5,
11.1.3 M/ (BEEEARE)
SEBE, BT M & £ 5 S AER] D i S h T B,
11.1.4 B MRz GEE )
RIAG ©H o Td ., FE KWL, PR RS, ik X AR E SR b 5G

4= =

kG 2RI L, BIERE S E VAIORGEOEY) RILEZIT) 2 L,

1.1.5 I F/8F — (BEEARA)
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11.1.6 ERNTEMIRIEE 2 4/ F — (BEEARH)
AL ). CK EE, RIE % D 2 WA #AE O EIE,. T HMG-CoA EITHE SR
(HMGCR) FUiklG1E%E % Rl & 3 2 SN TEEIESEN: S 4~ F =235 b b,
P IR b B 3 2 03 X LT\ B, GEHIGIFIE G0 X 0 SGEA A S L
7o b DFHEWDD 5,

11.1.7 REHRES GHEAH)

11.1.8 BHCAEIR BHEEAHH)
No— 7 ZRRIEGERE, M R F OBBIER 2 D b bz & DGR D 5,

11.1.9 BEMHEDE GHEAHH)
FAEMOE (RS, 258 2SREXITEAT 228355, [9.1.5 2]

(2) ZzontboEITER
11.2 Z D DEIER
1%LA 1%A s BHFE AN
B & — FIE. % 9 FE. BIK | ALBE, BB, JeRhE
2 g, WE
HiLE — B, TR BT | MRS - MR, R,
il A%, LR,
N R . AR
R, W%
JHT- ik AST b5, ALT b |LDH b5, ALP | | IFHERERTE. €U0
5. v-GTP L& St vy kR
B ik — — BUN L&, IMiE 2
L7 5=V ER
57 ) CK b5 — il 1. AR
Pt
FE RS R — — O F v, FE. AR
MK — — /MR, &L,
F I Bk
Z Dt — PRIEGAE b5 PRI | BUE, BEAR. R
SLH B IR, VEHE,
L O, BRITEIAL

) R RUAAE O RTBKER D AT REIEA 5 2 .

9. EERMRERERICKIZIHE
FTEINTWARWN

10, BEKRES
FEIN TV
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11, BRHEDITE

14. BRAEDEE

PTP a3k
DT LY,
HE R ABHE

14.1 FEIRXMROEE

HHNEPTP > — POV H L TR 2 X 5HFET 52 &, PTP v — b
BECEA S BB A~FIA L, HIcizZfle B2 L CHEREIARZED
BHEHT LR D B,

12. ZDOHDEE

(1) BREREERICED 1B

ROE I NLTW L
(2) FERRAREHLERIC

b

HOCER

HEEG
DHEIC D
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