% % 20204F 12 H CLET (BB20. FRERAsss R
% 20204E 9 HET (85100

B R SRR

AER - 34

HMG-CoAsE TEERAE

BARERA ERNIXZFLHIVDTILEE

W EEERY

BEREEESSRES| 82189 |

ARES | REHER
$Elmg | 21500AMZ00459 | 2003479 H
$E2mg | 21500AMZ00460 | 200349 H
$edmg | 22400AMX00047 | 2012476 H

)01 mg
)JAD s 2mg
1)JAD s 4mg

LI VALO tasiers Img* 2mg* 4mg

) EE - RSO L VT A2 L

2. B (ROBEICBEELEWVWI L)

2.1 AH ORI LB BOE DB D & % B A

2.2 EELRNITREIMEMEDO D 5 HH[9.3.1.16.6.22 1]
2.3 Y7 uAR) rEEGhoEHE [10.1. 16.7.1Z1H]

2.4 i SU3IAR L T » B W REME O & % 2k e O3l [9.5.

9.6%M]

3. MR - MR
3.1 8k
W & % | voiosilmg | U vubi2mg | Vv 0img
o 4 ¥ TN Y F ¥ H T AR
#h P - -
| IS E— 1§EEPI:§7/\Z§7-?‘-/i7)Dyr7A<EL"C ,,,,,,,
1.0mg [ 2.0mg [ 4.0mg
FURBE KA, RS e Fa s Yol —
A, eFaAu—A, A¥TAEHETIVI VMg,
) AFTY VMg, 7TV N) TV, ERKIE
A e BLF S v, ANF s
N L
- et = bk
3.2 BEIDMR
W 5 4| Viogilmg | U vagi2mg | ) /v0ddmg
A, MO T REfh, Mo
TANVLAT— | F, MEO|HHBEAD 71V
P K| TAY7ET|HBAY 74 | 2T—FT 4 V7
H%bo VAT —=T 1 |$ETH D,
VITEETH Do
®0®e®
o1 W — [ )
H.£%6.2mm HEA7. 1lmm H££8.6mm
JEX2.6mm JEX2.9mm JEX3.9mm
Hi#85mg H125mg H249mg
i — N 201 202 &owy 203

4, FEEX IR
EaLXFO0—JVIfE. FKEMSaL X FAa—JVMiE

5. WHEEXIIZHRICEHET 2EE

51 MHOFNII T2 EBL, B3I VAT 00— VIILE, &K
S IVATO—VIIETH 5 2 L 2R L7z L TRA O H
MeZET52 L,

5.2 FKIEMEE I VAT 2= VIIFED ) BRSOV TIIfE
B R WO TUHEBE LR RS2V EHB SN DA DR,
LDL-7 7 = L — ¥ A5 O IEEYHEOMB & L TAK 0w H
EBTHI L,

5.3 /MBIZHEG T B hE1d ARORENES 3 L X 7 1 — Ve
DTN+ 0 AR OB Z RO RO b & T KA DK
HAEG LW SN L BHICOVWTOABHEEETHZ Lo
[9.7.1, 9.7.2&H]

5.4 ZETIIEBIIREEDOFIRE I B EHRTEVERE SN T
VBV LS E 2 KIS T 2 AFIK G OEGIZ OV T,
YAZ - XAT 4y FEEELUFICEEISH§52 8 &b,
IR R 33\ TORIZH 3 2 TR 2 0 [9.7. 12 ]

6. AERUVAR
(&L 257 0—JVIE)
FEHL BB EINRYF AN AL L Tl~2mg#1H
1R 53 % .
kB, AEE. ERICK ) EEEK L, LDL-2 VA7 a— )V
MOET AR5 GEA I3 ETE 200, RAHZS#IZ10
dmgFE TET 5,
(FiEME L 257 O—JVIE)
B R, RAIZEINZAYF AN T AE LTI~
2mg% 1H 1S9 4,
b, AEE. ERICK ) EEEK L, LDL-2 VAT a— )V
DR T AR5 LA I3METE 200, RS #IZ10
dmgFE TET 5,
N B, 1R Eo/RNBICIZE I NZA Y F oAV Ak
L Clmg#%1H1mEEO#%5-3 %,
By JERICE D BEERK L, LDL-2 L 252 — W EO T2
TR A IR TE LA, ARG EIZ1IH2mgE TET 5,

(%)
YN
$¢1mg $¢2mg $¢4mg
B L AT a— VIE O O O
RiEMEHI LV AT 0 —
Wl O O O
AN
$¢1mg $¢2mg $¢4mg
B3 LA 70— IVIiSE - - -
KplkEa L A7 a—
imﬁ © © N
O AKBHE - HEdHY - 1 RKBELRL

7. BEARUAERICEET 323E

7.1 WEEDD BN EGT B5E121%. itk SRE%1H1mg
EL, wAREGRIZIH2mgE TET 5, 72, FEEDDH /0
BB G35 881013 10 lmg 2 #5-3 %,[9.3.2.16.6.25/1]

7.2 RENGE SR (EHIEHEE) OBINIRE. BT Rl
HATERL DTS 5 O T, dmglWE T 29461213, CK 1A
IF U VIR, TR M O A oo REHSCTS Rl E T BRE TR
WCHEET 52 Lo KABIMERREBRIZB W T8mgll Lofk5.1%
R Bl AE B OB A ERHF ORI L Y I s Tw D,
[11.1.1z8]]



8. EELREANIEE
8.1 Ho5NLOEIL A7 U — VIILEBRREDOIEKRTH 5 A

(o]

©o

© © ©

o ©

o ©

9
9

ATV, BRI, BILE - B SO B RO )
A7 T 778 —DFRDTREETHI L,

.2 JFRRREARAT 2 5 G- BAARE & D 128 T CoMICIm L L, £h

DR I CE4EICTmIEE) 12479 2 &, [9.3.2, 11.1.4&H1]

L3 FR G AR B 2 e BRI ARAS Ly TS S B BUS A

BOLNL ARG 2L 52 &,

. BEODEREZFAITHREICHTIER
A BHHE - BIEEZ0H 5 8E
A BRBBEBESH 5 HDhPTVEDREN HHUTOEE

- HURBRBE RIS T RE D & % i
CHEEOBEE (HBYA T 74 —5) EZORIEED B
VY&

- HHIE DR E OB DO B B BE

TN aA—VHREHEOH B BE

[11.1.1zHK]

2 BREERERE
2.1 BRECEYIBRKREBEICEEIROOSNIRE

KENE 7 475 — b RERZFHT LA BFEELDGZ
BRVEHM SN AYEICORBNT A I &0 B BHRIET
1L % 1E S BRUHRE D D S b, RLEETHHET S
WAZid, B E RS A i L. BREEIR (A,
W) o8, CKEH., Mk RB I+ 7y LA
i 7 V7 F = v EREOF RO EAL % O 72 4 13
LIz G5 e ka2, [10.2, 11.1.128]

2.2 BEEXIZOBREEDH 5EE

BB BT O W E IO L < PERRENEE 2 AT 288 TH
D\ F 7o, BERUH R R o TR A B RE O BALDED 5
nTws, [10.2, 11.1.12H]

3 e ERE
3.1 EEGBRENGIEERENSH 2 BE

B LW Lo TN OBHTIIAK OMATHRED LA L,
RIVEH OFEBEA BN 2 BT Db bo T72, MFEEHZE
LS BENDVH 5. (2.2, 16.6.25 1]

3.2 FFEEXI ZOBREREDSH 3 BE

R E 2 B S €2 BENDD b0 AR FIIFMEICE < 50
LTIEMS %0 [7.1, 8.2, 11.1.45H]

.5 1w

T SOIIER L T B WTREME O & 2 WEICII R G- L e w2 Lo

B (7 v b)) TOREY L RS HB (Img/kg
LLE) 2B THMRETUE 5 Wt O — RIS BEB) ) O FE L 2%
DONTWD, 72, 7 HFTOHERRIRG- 5 (0.3mg/
kgl b)) IZBWTHHYORHCTRDONTWVE, T v M
fbOHMG-Co A TR B H 2 Kt G- L 7 &l ip e o
AV HE SN TS, Il Tk, lOHMG-CoA&Tt
BERRLER T, MRS 2 HETOMITIRA L7z & &, JRIRITE
RUEFED D S bhiz L OWENDH 5, [2.45H]

.6 BiLw

BH LAV L. BWER (59 1) CRIFI~OBE HE
KTV, [2.45H]

T NRE
T EB OB MR, CKERIEET A28 ARTIE

B OMEERTEREAMN AN TREL R HEDBDH D HilEE

BHOEDONRTVBENLEDH D, [5.3. 5.42H]

9.7.2 EPMIZBWCI0 AN, #wIHIB W ToOREmMmD/NE%E%
gL L7 K OV et a2 FaiE & L 7z BRI 30 L <
Wi, [5.3%50]

9.8 SE
FWED B L 258 ICRBET 22 EHET A2 & —fRIC
AEPBEREAMN T LT\ 50 BRBUHRVBIED D S bR wnin
Wb, [11.1.15H]

10. tHE/ER
AHNIHFF b 718 —24P450 (CYP) 12X i3 A ERHIh
W (CYP2COTH TR END),

10.1 GEAZE BALEWVWI L)

HA 2% HRHREAR - S5E | WP - fabRiE T
YrmARY v SWEERRE LT Yo AR ¥
(Fr7a3ay) | B B BUEAESE | 12 & D AH o
(A —=7W) DEE A FHEGH HE PR L2 b
[2.3, 11.1.1, |HHLRT Ve F72 | H (Coub. 645,
16.7. 12 1] RVEH OFEBBED | AUCA . 64%) ¥

HMmMT 280 hH | %o
%o
10.2 fEREE BFRICEETS L)

HH 4455 FRPRAEIR - 55 | % - fabd T

74 77— FRIEA | B R RREAL 2 | WA & b R
NAF T 4T T — | PF D BB R A | BUTRE A3 S
3 bobhedv, HIMTwa,

[9.2.1, 11.1.1,
16.7. 12 1]

FAER (H A, B
Nk O3B, CKE
LI Y ROV N
FTruvy ERBY

—aF U
[9.2.2,11.1.1&1]

CmEs vy = v
LAFEOEEEOE
L2743
Lz 2 kT 5
Z&,

FobRl T © Wb
A B3 2 iR
B A1 3 ¢
R 5B MH

BT
wd B Yy

IVAFITIV

AR o I Fp i E AR
TI 2D %
DT, ALAFT 3
oG %S
WE % & 1 TARH % %
542 EEL
Wy,

IR & D
AN D W LA
T % W REYE A
Hbo

) B w A BV
[11.1.1. 16.7.1.
16.7.2% 0]

SR TR ELE
Pl 5 A AT il R A S
HobhbrBENN
HbH. HEIER (
W BT OFEH.
CK L5 I KOV R
N A= <IN A
W mE s V7T
=V EAESOE
DEALE RO TG
WEBICHL E Pk
T5Z L,

V77TV
[16.7.1. 16.7 2]

PERC X K H D
Cmax?32.0f, AUCH®
L3ffICkER LD
W& D 5o

FERLHHANT LD
AHN D WM~ D
LY A &3 B
SRR A RS
AHND,

1. BEA

ROBWEHDH 5bNDE I LD EDT, BELE IV,
FRATRD SN2 IIHES 2 Fak T 5 7 &) R MLE & 47

9 Z &,

1.1 EXLENEA

.11 EEREHE (B

AR, & CKESR. mbkRPIF 7oy E5%
g & DR RRIE DS S B b, ZTAUHE S TRV B R
EOEELREEENHODNLIEDRHLDT, TD XD BE
W S b3S 2hmk+s2 &, [7.20 9.1.1,
9.2.1, 9.2.2, 9.8, 10.1, 10.25M]
11.1.2 IANF— CHERY)

IR A FTRIER R E W R CKO EA2 S & bh i a
i3G5 2hiE55 2 &,
11.1.3 SENTEMEEM I A /XF— (FEAH)

WM. CKEME. RIEZ fEb R ViMoo BT, i
HMG-CoAiEEFE (HMGCR) $URM S 2 458 & 5 i
IEIESEE I AR F =D o bNb T e b, T2, &5
kB D FER T 2B EE SN TV DL DT, BEDIRELZ 45
WCBISBT L2 &, BB, RENMHHTZES X D ERAS R
L OWREBIND %



11.1.4 FAREEREE. #E (WINb0.1%AKim)

AST. ALT®O# L\ EFZ %089 IFfER ., #ErzdH o b
NHZENHLDOT, B EERA S OBIE % /501247
HZ &, [8.2, 9.3.25H]
11.1.5 /MRS GHEEAH)

MEMRA S OB % +5247) 2 &o
11.1.6 FEMMR CHEARH)

B35 CThoTh, FEE. Bk, WU, Hg X o a5
DR SN G Bk Ly BIBRE A VE S A0k
SEO@EY) R MEXIT) T L,
11.2 ZOMOEHER

0.1~2.0% 0. 1% B AN
‘ | FEB. | LAKE KLBE. ML
¥ EE A
M4 - Bl |, HIEAR R,
B AP JS TSRS i Ik
WAL & AL, TN %, IS
e AR, 4
T
ASTEH., |¥ULME Y ER, 2
W i ALTEH, |V xA5F5—F¥E
y-GTP L4, | #. AL-P L&
LDH L5
iK%, BUN LS.
B Jii miEs LrF=v
L5
G pgeo|CKESE i, 3w
Wi, Bk | e 5
BHE - BHE| 2bhbIX) R RA.
FHARSR & LU, | AR
HFE N
2yl JITIANY 8T RN Y A
ERIE A I ER IR
A P BRI S
i RS, 7o
7Y v ER. 7 —
2 A RER O BEYEAL
FAMATH| TV FATO L
SEF F. 7LV FAFO
W W v 5. ACTHL
A, avFv—
L&
BRI Puk% | B, EIT . | RE
PUROBEAL | &R, 13 TH.
BEE9 TR BB
Bobsox, H
T ok B R R
BEAE A MK
L& miEP LA,
BRESRE, AR
TED) BRI AR TERE T C o BR SEE K OV R R A1 gt
/j<0

12) MR RLEE O BT SRE RO W BB EA D 5 DT, Bl E T
DUATV, BEE UG kT A k.

14. BREDZXE

14.1 EHZMABEOEE
PTPUEDHANIPTPY — b 25 L TR 5 & ) 45
THZ L, PTPY — FORBKIZ L D, FECHIfA B ARG
FIA L, B3zl % 3B 2 L CHERRIR 2845 o T 2 & 00iE & fF
KTLIEDRD D,

15. ZDOEE
15.2 FEEREARFABR (ICE D 1Bk

4 X OG5 RE (Bmg/kg/ B E#3» AWM. 1mg/kg/H
DE%127 HE) THHEORHED SN TWE, B, fil
O (5> b, FI) IZBWTIEED LN TR,

16. ZE4pEhRE

16.1 MePEE

16.1.1 B@EiEE
EHORABYCBIZE Y NA Y F AN A e L T2mgk %
IR Jr OV R IS IR 1% G- L 72 & & O RZE(LIR 3R BhRE <
FA=FBREDEBY TH-72%, [16.2.15H]

#£ EZNRYF VAV A2mgHERR R G- R OB E N5 2 — 5

(REHERE A T3 1)
Tmax Crmax AUC
(hr) (ng/mL) (ng * hr/mL)
ZEE IR 0.8+0.1 26.11+2.82 58.8+6.3
= % 1.8+£0.3 16.79+2.29 54.3+4.6

I £ FERGE (n=6)
Y Y INZA Y F 2 1) 7 B 2mgH WIHE 145 - I8 0 P35 i 3 v ok 28
fLARIRBEHERS (BB ATITE)
(ng/mL) 100
-0 TSRS

-O— Ri#5
FHEIZAERRE (n=6)

104

0.1

0.01 T T
0 4 8

12 16 20 24 28 32 (hr)

K5 %% B

16.1.2 RE#HE
R AR EHNC IO IR EBE F NZAFF 2 h VT Lk
L C4mgZ7TH BRI RS Lz L &, HEYBE S x—5
BRFEOEBY ., KEHERGICEBZEIZNS L, TreldH11EE
< o727,

FEINRYF U HN T MAmg BRI G OSEY B RE T 2 —
5 (e AT )

Trmax Cinax Chnin AUC Tz

(hr) (ng/mL) | (ng/mL) | (ng - hr/mL) (hr)

5
1HH

55
THH

1.7+£0.5]55.6+8.8 | 1.4%0.1 174£25 10.5+1.1

1.1£0.2159.5%£9.1| 2.2+0.4 221%£32 | 11.6=0.6

S il + BEHERRE (n=6)

16.2 TR

16.2.1 BEDH
REACRO YB3 2 AHOREIL, AHRENAEE T
132 I IR [ % 5 A2 R Timax D FBLE & Crax DAL T A5 & 72
A5, BEERBGE EERERS TAUCICK & 22D SNk h o
722, [16.1.13M1]

16.3 9%

16.3.1 EQ#Ea=
EY NS FroMEREAKBAGRIERE . b ML 4% e
MILE 7 V7 X 2 T99.5~99.6%. 0.06%t + a FEMEREE T
94.3~94.9%Tdh 7Y (n vitro)o

16.4 54

16.4.1 XHHEER
¥y NZYF id, RRNTT 7 b AR~ BAL, IS8 B B,
F U VBROKBILRT V0 Y HNIEY ) sHasL
FIZEVRHEINLYY (Fy b, 9HF, A X)),

16.4.2 MR RBKED
HERNBEIZE NS F 2 5 L2 &, MR TIERE
LR ROERBITH ST 7 b ARDHD S, ZOMoftHw
LT 7 a s UK, SKEE LA $ R S,
R TIERZER, 527 bk, Fekus s s R SfikER
LR ZNSDRPEERICT NS DT RIFED LN 7,

16.4.3 AHiEES
VN2 F ik, e MFI 7 ey —2a% HunACHEaEIcE
WTHFRIAH S, FICCYP2CIIC & Y 87K bk % A=
U72% (n vitro)o



16.5 Httt

16.5.1 HEit#RE
Y ¥ NA Y F v oE7z AP IR PR TH - 725 (T v
b A4 R)s

16.5.2 HEittse
TR ANB RO F XA Y F AN Ak LT2mg,
dmg%x HIRRER G- L7z & & R PRIERIIR . REALIKRT
0.6%Aim, 727 & YRTL.3%AKM. AFFTH2% AR TH - 72,
T, RERABEFICE I NNZFF U ANTTLELT
dmg# 1 H 17 H B BAERE3S- L72 6. REURR O T 7
b R @ R PR A S 70 H 05 F TN 2 R &9,
BHMT &L HITHER WA LY,

16.6 HENE=REH I 2EE

16.6.1 BEWEEEEEE
BRRREREE (M 2 L7 F = v ER 1 505 DL 35 DL
T) #FTAHEI L AT — ) VILGEBZ6H] & BHREAIEH %
EaLV AT O— VIEREBIIE I NATF NI Lk
L C2mgZ 1H1M7H ARG Lz e &, BRERER
FZo¥5TH H O M P X B AR E B I LCuTL. 7
R, AUCTL.9f5 &R L 729,

16.6.2 FHiEEEREEEE

(1) FEEEE
AVEL 2 B 1260 & SHE AR A 6BIZ Yy N Y F >
AN A L T2mer HEERROHS- Lz e &, mAERREIL
fEERERE A2 e L Child-Pugh grade A®EH TldCmax TL. 365,
AUCTL.6f%, Child-Pugh grade B®H#H TlECumaxT2. 765,
AUCT3.9f5%2/R"L72% [2.2, 7.1, 9.3.15lH]

(2) Fri%gelE=HR% (BERAHET)
IFpERERE BB TRIGIT) 661 & ITFFEEIEH Z6pICIH1m ¥ &
INAZF U HNYAELTC2megkTHMKEROHRS Lk
&, SEYBEADOREI Vo720, [7.15H]

16.6.3 /2

IRFEBEEEm 2L 27— VIERE (B R7EICE &3

AZF AN AEL TlmgXiE2meg# 1 H 1B A [T 125238

M RAERE I 5 U 7ze STEBF 120512 351) 5 P 51K 2

MM RZALR DM IZRED E B Y T - 721,

# OAREEEE IV AT - VIESREE (BIR) 1I2BIFLE ¥ 32

7 F v H Ty Almg X Ad2mgPe G- 1R % o M4 i R 2 LR B

Beha | S5 1R E O MR REILAREEY (ng/mL)

1mg 22.79+11.34
2mg 32.17+17.65
W) $¢5-8 IR S IE 128 RF L2 I R (0=T)

16.6.4 =&
6Bl L I EESHICIHIEE ¥ XA F F U AN T Lk
L C2mg#5H M ARG Lz L &, WMEEOREYBE S
A= FIZETBED SN L5729,

16.7 EYHEEA

16.7.1 BERRHER

(1) >7azxRY >
TEHERABLEBNCIHIEE ¥ N2 & F 2 ALY Ak L T2mg
Z6H M EROHRS- L. 6HHOHES 1Ty 70 AR
Vomg/kgw W G- Lz &, ¥¥ N2 5 F v olliiEh
T PE 1 Cnax T6. 615, AUCT4. 68512 L5 L 727, [2.3. 10.15:11]

2 TyzOvI>
HHE A ERE R A18BIIC T HAR =Y 2 1~ 4 ¥ »500mg% 6 H [
ARG L, AHBOPIZE ¥ N2 ¥ F 2 & L Timg% BE
G- L7k &, Bk G L L E ¥ N2 ¥ F > ol s
13CrnaxC3. 6%, AUCT2.8f512 LA L7z, [10.2&0]

3) V7prEY>Y
HEE A AERER AL18BIICIHLEY 7 7 » ¥ ¥ 2 600mg % 15 H [H 5K
EREIFE- L, 11~150 BICIHIEYE # 32 % F > & L Tdmg
EORRBG- Lz & B G- L IL L E ¥ N A 5 F v o
T 1ZCmax T2.01%. AUCTL. 3 LR LY, [10.250H]

4) 7475—FREH
SEE RS AABNCIHIRE ¥ XA ZF ANy 2 e LT
4mg#x 6 H BRI S- L, SHA»S 72/ 74 75— ML
Wra7z47ad VvaETHEERES Lz &, 9N RA 85 F
Y oIHEREE (AUC) 372/ 74 75— FTL.2M%5, &
7478V NCL M ER LAY, [10.28]]

16.7.2 In vitroRE&

YN ZF VIZCYPHTHOE FIVIEE 0§ 5 g
BTk, CYP2COOEE D MV 7% I F, CYP3A4DREE D
TAMATE YORBICHBE L eho72Y, 720 €I NA
5 F Y ONEANOIY) ARICERT =4 bV AR—F —
OATPIB1 (OATP-C/OATP2) » 5 LTEBH, 7 uAx
VY, )2 TR 77 Y EY VI Lo T AR
AHERI N, [10.230]

17. ERERERHE

171 EIHROCREMICEAT 5558

(hEERE)

17.1.1 ERFEAERERRE (BRA)
FIVAT U= )VIIERE (REMEESI LA 70— Vi iE E
HEEL) BN L LBRRAR (CEERILEERARZ &)
Ty ¥INZRYF U H Ny aE LTIHIAY %1 ~4mg% 8
~104:8 ¥ 5- L 7286261 O R RRNC BV Ty I IR & S %)
WSRO BNTz0 P GMFDOR T L AT 10— VKT 31328%.
LDL-2 L A 50— VKT HIZ40%, bV 7)) METFHRIIH
Hi150mg/dLLL EOSEBIT26% Tdh > 720 b2 5 et
TiE, BV AT — VR TRIIEERE & ORI TR S
Nihho iz BIVEMIZ197/886%1 (22.2%) (ZFD S, F74H]
TEMIZ y -GTP 154761 (5.3%). CK 154161 (4.6%). ALT
153261 (3.6%). AST 52861 (3.2%) 5T o727,

17.1.2 AR S5HE (KA)
WV AT U= VIIEER (REER 2 L A7 0 —)VIIERE
Fot) BRNRIC, EFZNRAYF ANy A ELTIHIEY
f2mg @ SHEMIK G, AABORI L AT o — U lEEE L.
A& (Img. 2mg. 4mg/H) WCHEZT L., 528 F CTHkkidk
5 L7 HAMEOERRIIBIIBNT, I AFa—)
MOLDL-Z VAT 0= VIZGEP S HERIKT 2R L. TDO%
13-27.2~-29.1% % 1°-38 .8 ~-40.9% D HiPH T52H F THHM
WPORE LIRS SNz (—EARtHE (0:H & D)
p<0.001). EIVEMIZ64/310%] (20.6%) ICFD STz, Al
JEIRDBEIVEINZ2260 (7.1%) 1238 S, BARMEIRIZER (%)
3B (1.0%). BEERITHE. W (W) 6. FLBEERE. KT
JE&260 (0.6%) HTHh o7z RIS % RITEH 354
Bl (17.4%) 2B S5, CKER1561 (4.8%). y-GTP.LH.
MLEAST EAZB (2.9%) %THh- 722,

(KiEMEI L X7 0—)VIE)

17.1.3 BARERE5HE (RA)
KEMEEI VAT 0= VIEREIS, EFNRAFTF AN
AL LCIHIMY &#%2mg% S E L. ZDH4mglli e
L CREI104A M PG Lize ARIEDEERLRI6BICB VT,
WL AFO— )V R OLDL-3 L A 50— V348 H 5 F &%
TERL, ZD#12-30.6~-37.0% % 0°-39.9~-49 .5% D i P
THR DR E LRI RO S (—EAtE (0HE
DIEE) p<0.001). EITEHIZ4/3661 (11.1%) (23D 5Nz,
HABEREIRORIVEHIZ261 (5.6%) 1238 S, JERIT AR
B (FRoLUON (%), M (HEHMAHREK) #1601 (2.8%)
TdH o 720 BRMAMIC B S 5 EIVER 12260 (5.6%) 12780 5 1,
WENRHTFANZAT R VP TH - 727,

17.1.4 EIRELIHERER (IR)
10~15MOFHEMEE I L 25 0 — VIlfEEE (BIR) 2x51c,
I NZAZF ANy LE L TIHIEHAR Img X 132mg#%
52 MG U7z ARIMEDNT R LA BETHIC BT, LDL-
ILATFO—NVDOR—AF A v &gl LkG58E L
12380 D ) K Ul B L3 it ok . LDL-2 L A7
O — VLR ORI [95%EHIXE] (X, ImghE Tl
-27.258 [-34.003, -20.513] %. 2mgltTi2-34.273 [-41.018,
-27.528] %E AEHRLDL-I L AT — VK TFRIEERL
(p<0.001). ZDO%FIE52 F THFF SN0 FEHIZ. Wi
NOBHGHETHLRD LN Do 72,

* %17.2 SOERTRATE

(FiEHE L 2 7F0—)VINE)

17.2.1 HEFEARERE (MR
10~14EORERE IV AT O — VIILEBFZ % R, HESF
W% 5- O R5 Al e As (SRFE) 2972, & li45h1%
EGLEIUPNI BT, F5-Hi5 5 B Blgt £ THOLDL-a L A7
T — VA LR Ol + R #13-23.2 21 .6% & A & LDL-2



VAT a— UK TR ERL (—HAHGE p<0.001). <OR)H
RGO b NG ho7ze BWERNZT/9981 (7.1%) (S35,
FARWEER, RS, CK RA£260 (2.0%) STho72,

18. ZExhIRIP

18.1 1EA#RF
V¥ NZAZFViE, aLAFa—VESKOHEREEETH S
HMG-CoA It E # FEPIICHEST 2 2 212k ). HFETo
QL ATFO— VAR ERET 5. ZORE, FHOLDLZ %k
DOFEBARAE L, ML 2 S T~ OLDL OB Y AR
I DMIFERIVATO— VMK T3 5. 72, K ToORRN
%AV AFa— VAR EIC XY MR~ O VLDLG WA A
L. fi#EMY 7€) FAMET T 5%,

18.1.1 LDLZ R A HIR{REER
EZNZyF i, b MFEHTSERE (HepG2filg) 2B
LDLZFAAMRNADFEI &2 L, LDLOK A=, BUD JAA
7 KBRS L 722 2 (n vitro)o F72. ROFKEIZX
D R LDLZ B RO B A RE L2227 (EVEY Mo

18.1.2 VLDLMMETF1EA
EZ N2 F rOfRHFGI12E ), VLDL-F) 7)Y Fo
SWINIH BT LY (BVEY M),

18.2 HMG-CoARTEZEEER
I NZAYF Uk, Iy MEIzay—2a2HnREBIcB»
T HMG-CoAICEEFH 2 FEPURICEHE L, BLEEH o 1Csfil
126.8nMTdH - 7% (n vitro) .

18.3 AL XA FAO—JLAKEZE(ER
Yy NA Y F ix. HepG2fifie v 7-3ERICBWT, 2L X
T — VAR & AR RHE L 22P (n vitro)o 72, #&
L% 5. L7234 0 2 L A5 1 — V48R BV I 2 R IR 1
THho712% (59 Mo

18.4 MIFRREETIEA
S NREF U OROAFGICE D, MERa L 2A7Fa—)b, i
AU Z) ) FIZABEIKTLEZ® (BEVEY M, £ X),

18.5 BEEERR U NEREINFIER
¥y 25 F 3, BALLDLZAM L2077 —Y (7
ZHEREHRHRAIE) ICBWCILATU— VI AT LVOER%
WL 722 (o vitro)s F 72, #OP512 X 0 FHEHIRIER € 7
IS BT B PIRILE % A B HIH L7230 (7 %%,

19. BREHICET 2 EEFHME

— IR D EZ N T F VAV Ty A K
(Pitavastatin Calcium Hydrate)

fb % % : Monocalcium bis {(3%55,6E)-7-[2-cyclopropyl-4~
(4-fluorophenyl) quinolin-3-yl]-3 5-dihydroxyhept-
6-enoatel pentahydrate

7 T 3 CsoHasCaF2N20s - 5H20

7 & 1 971.06

s K HO~MELORRTH L, AT ) —VIZHEITIC

X, ARNFZxy 7 —)v (99.5) IZHdD THITIC
Qv FIRMICET 50 #MEENRDEND,
bR

20. RV EDEE
20.1 PHEBIIREZ B TRET S &,
20.2 7V I —@ERMIHIGELL TRIFT A 2 &,

22. ‘A
(U/xO8E1mg)
PTP : 100%¢ (108 x10). 140%¢ (14$% x10). 500%¢ (10%E x
50). 7008€ (148E x50)
NT 5008 (75 AF v 7R
(V) /yO8E2mg)
PTP : 100%% (108 x10). 140%¢ (14%% x10). 5005t (10%E x
50). 700%¢ (148¢x50). 1000%¢ (10$E x 100)
NT 50088 (FFAF v ZERRIL)

(UxO$gdmg)
PTP : 10088 (108 % 10)
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& 0120-508-514
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ZAFRER] 9:00~17:00 (L-H-#LH -8R H %2 Fi: <)

26. RERTEES
26.1 BUEERFETT
8 o fu £ X B
26.2 12
BE{EHXEHE
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