%k 20214E11 HET (48300

*20204E 12 HIRT C2hR. PRk ) BxEEBRAEES| 8121
Bk iR - ERES BR5SBIA
HHHE 34 ‘ HMG-CoAE st B ZAEH OD$#1mg| 22500 AMX00106| 201347 1
EZINZIZF LAV LKFN) AR AN AR IR EE OD$2mg| 22500AMX00107| 201347
B EEELD OD#$it4mg| 22500 AMX01557 | 2013412 H

JJNDOD: 1mg

LIVALO OD msiers Img

HMG-CoAiE TR HEH

<HARRA EZNIZFL AV LOENRRE
WHEEER?

1))0 ODx2mg
1))D ODxdmg

i) R - RO VAT S

LIVALO OD msLers 2mg*4 mg

. B= (m@%%kti?ﬁ%btib\‘_t)
1 ARH O3 LB BOE O WAL D & % B H
2.2 i &H?F’%‘%Xliﬂﬁiﬁ%%@%%,%%[9.3.1\16.6.22}1‘1@]
2.3 Y7 u R YRG5m0 EE [10.1. 16.7.1%]
2.4 1w IR L T 2 WMk 0 & 2 2k Je O3 3l 9.5,
9.6Z ]

3. HERE - MR
3.1 #R%
- DA =100} DAY =10)0} DAY =010}
W 9t %4
1mg 2mg 4mg
MESE Y'Y NA Y F AV KK
bl LR S NATF o ANY T AL LT
S
1.0mg 2.0mg [ 4.0mg
D-¥xy=Z b=, ZOAKE RV, A5 ABT

VI VMg, b7 uAu—2A, B bCakfi, A

o a2 70T A A R, = RALER. WAL
o FEUL RV b=, fEREVT— R, Y v
MkFECa, 7TI/TNLVELRAFZYL—FaKY
<~—E. 277" Y§Ca. &k
3.2 HHOMHIR
L 1) 31 OD$E 1) 31 OD%$E 1) 31 OD%E
W 58 % 1
mg 2mg 4mg
Hf i f, | A~ af, MEOERA D

w g TUBOEETH | FHCHE G~ GOR D
H~ R0 | B

O
111

PO N — == —

BN B 5o
S
112

A 7mm HA8mm H%9.5mm

J& &3.4mm J£ &3.6mm JE&5.2mm

Hi#120mg i 160mg H#320mg
A — 111 112 &owy 113
. FhEEXIhER

ﬁ:vzrn —JVIfE. FiEMS L X7 0O—JVIE

5. ?ﬂﬁ%ic&&h%c:ﬂﬁiﬁ?%ﬁ%

5.1 #HOBNC T 2MAZFER L. &3 VAT a—IVIiiE, K
BRI VAT U= VIIETH 5 & & Z iR L7c L CAK ol
MEEETHI L,

5.2 KIEME IV AT a—)VILIED 9 H R EHESERIZOWTIEE
R R WO TUHEBE LR RS2V EH SN DGO K,
LDL-7 7 = L — ¥ A0 IEEYHEO# & L TARHF o #
) ‘Té L,

5.3 /MBIZHEGT B hE1E, ARORRENES 3 L A 71— Ve
DTN 0 AR OB Z RO RO b & T KA D

By LM S BB OWTOABHEEET L &,
[9.7.1. 9.7.2%:H]
5. 4 ;’tlélrf im?ﬂ)ﬂwﬁ@é& FEEEHRTEVWERE ST
HVZ L L E 2. RIS T 2 ARA LG OERITOW T,
Ux7 N%74;b%%%b%tﬁ§tﬂ%?é:to&B\

IR RIS 3B TSR A AR BRI 7 o [9.7. 15 7]
6. AERUVAR

(&3 L XFA—JVmiE)

WHL BB EINRYF AN T AL LTl~2mg#1H
1RG5 %,

B, . ERICK D EEMKL, LDL-2 LV AFE—)L
EDIT AR5 A I ETX 2, A RIZ1H
dmgFEF TET 5,

(FiEME L 27 O—JVIE)

B E, RAIIREINZSYF ANy Ak LTI~
2mg%x 1H 1R 5-9 %,

B, . ERICK D EEMKL, LDL-2 LV AFE—)L
EDIT AR5 A I ETX 2%, RAHEGRIZ1H
dmgFEF TET 5,

ANl 10EL EO/RNBIZIZE S NA S F oAV T T Ak

L Clmg# 1H 1M S5-5 %,
&B‘ﬁ% WX DEEMK L. LDL-2 L A7 a— VEOE F 254

TG EIEHETES0S kARG RIFIHZ2mgE TE T 5,
(%)
YN
OD$tlmg | OD$2mg | OD$édmg
3L AT a—)VIE O O O
Kptkma L A7 ua—
Wl O O O
AN
OD$tlmg | OD$2mg | OD$édmg
B L AT a— VIILE - -
KplkEma L A7 a—
IV IR O O




7.
7.

©

AERVAZICEET 2X8

1 FEEDD 2 NCHGT 2561203, g5 % 1H1ng
EL. RAKGREIZIH2mgETE T 5, F72. HEEDD 5/
WIHG-§ A3 1H Img 2 #5-9 %6[9.3.2,16.6. 22 ]

2 ARFNEEGE (i UREEi) ORISR BB Rl AE B

HAEFRATIT 2O T 4mgl2 i § 2 561213, CK RS
AT VIR R B OV 1S5 o R ASCAT AR i SR AR
RS 5 2 o BAMIHERHERIC 5V T8mgll o$e 13
IR RHRE N OB A H R R OB X D ik S Tw b,
(11.1.1ZH]

. BEELREANEE
A HoAULDEIL AT O —VIIEREOREAKRTH 5 ik

AT, HISEBE R, EIE - B &t O R0 )
AT 778 —DBIRL T HEETHI L,

.2 JFRRREARAS 2 5 G- BHARRE X D 128 T CoMICIm bl L, £h

DI g CRARICImER) 12479 2 &0 [9.3.2, 11.1.45 ]

3 BGEmrIR R 2 I RRAE L RS B RS

BOLNL ARG ETIET 52 &

HEDEREFIHEEICEHTIER
A BHHE - BIEEZDH 5 8F
A BRBEEBESH 5 HDhPTVEDREN HHUTOEE

- HURIBAS BRI TE O & 2 BH
CEHZEOBHEE (BYA a7 4 —5) LEZORIKED B
VyiEa

- SEFIVE DTS E DOV ED & 5 B

TNV a— Vb0 L EE

[11.1.1581]

2 BREERERE
2.1 BRERICETIHRAREEICEEIBOONHEBE

AR ET 4 77— FREFE M HYaICE, BRECDE
R SN AHEICOAMEHT S Lo SR BRI
6% S BB BURE DS Db T Ve RO ERTINT 2
P, EMMICE A 2 G L A RAEIR (WA
B oFEBl, CKEH, M ReRP I+ 7 oe sy LA
QR 7 V7 F = v EAFEOBREOELE RO 23
iz a2duk35 2 &, [10.20 11.1.12M1]

2.2 BEENR ZOREEDSH 5 EF

HBUY B RIE O WSO L < PERENEZ AT 288 TH
D\ F 7 BERUT R R > TR B RE O BALDED &
nTwa, [10.2, 11.1.1%HMH]

3 e ERE
3.1 EEGBEENGIEERENSH 32 BE

BHLaWT Lo TN O OBHTIIAK OMATHRED AL,
BIWEH OFEBBBED IS 2 BEND D L. Tz, FEELE
LEEDLBENDD D, [2.2, 16.6.25H]

3.2 FEENI EOBREREDH 5 BE

PR E 2B LS 2 BENDD b0 AFNTTITFMIZE <
LTIEHS %0 [7.1. 8.2, 11.1.45H]

St

.5 1w

TR IR L C W AT D & A I3k G L vz &,
B ER (5 v b)) CTOREMEOBEAMESREB (Img/kg
PLE) 128 THMRET UL 55 M 1k O —KEIINC BB 0 58 A%
DOENTWE, o, 7 FTOLRERPS-#E (0.3mg/
kgl bE) IZBWTHEYOIENEDO LN TWE, T v MIC
Mt OHMG-CoA# Ui R HIEH & KRtk 5 L& Ik Eow
BMAESHE SR TWS, BIZt FTld, oOHMG-CoARETT
B EHC, RSy H F COMICRM L2 &, Bk
RUHHA D b OMEVH D, [2.45H]

.6 BiLw

B LenwZ e, ER (7 ) THHT~ORITHIHE
ENTw2, [2.48H]

7 NRE
T EB OB, CKERIEET A28 ARETIE

B OMEERTREARN AN TREL R HEDRDH D HilEE
BHOLDONRTVBENDNDH L. [5.3. 5.4ZH]

7.2 ERIZBWTI0M RN, @BV Temkilo/hNiEz

gL LR K O et el & L7z BRI 50 L <
Wi, [5.3%0H]

9.8 EknE
RER DB L 2 E I IRRE T 2 2 EERT A2 & — KIS
EHBRBEAMET LT 20 BEUBRMAED D 5 b e o

10

W b, [11.1.1
. HEER

Z ]

AANIFF > 7 10— 24P450 (CYP) 12k DiZLALRHEN
22w (CYP2COTHTMIMHEND)o
10.1 BERAZE HALEVLI L)

SEH 55 BRAIEIR - Hy i : | BT - kRN T
Yrua xR v AW REHREEALE Y70 AKRY ¥
(74 3ay) | PEIRBBUHRRESD |12 X 0 ARA o i
(A F—3F W) WELRAEFTRAT | b g b
[2.3, 11.1.1. |[BIL®RF v F72 Hll |5 (Conb. 65,
16.7.12M1] T O 38 BUBFE A3 1S | AUC4.665) 3 %,

s 25BN 5,
10.2 BHREE (BHRIKEETS L)

FEH 255 BRAEIR - Hy i | BT - RN T

74 75— DRIEEH | AR EREAEEALZ | WA & D R
NPT 4 75— | PF ) BN AT AE DY | BRAE 2T S
NES HoHbhRTWv, HiE | hTwd,

11.

"

[9.2.1, 11.1.1,
16.7.12H1]

SEAR (5 A B0 )
OB, CKLEA., 1
FRORPIA 70
|SEVN R = 5 RO 187

—aF U
[9.2.2,11.1.1%%]

VA A= X
D HERE D BAL % 7R
DY AT B I
HGapkysz e,

[ R R =
RELZ B9 % IR
MRAE I S A
RO LN BH

b+ R

EHB DY

IVAFITIV

AR O M Hp R E AR
T3 5WHEEEH %
DT, AVAFITIV
D ¥ G- 1%+ 55 7 T B
& CTARA & &Y
FTHIENLEFE L,

[ 512 & D
ARH) D WAL A
T3 % W REE A
Hbo

) 2uvAf v
(11.1.1. 16.7.1.
16.7.2% 0]

SR EREELE
B R 5 E
HobNdBEND
bHBo HEIER (i
VIR BT 1% D FEH
CK.EF, Mt L TYR
mItroer by
Wi 7 v 7+
= EAF 0K
DEALERD G E
[EYERCYNE S SRl o
T5HI &,

V77 v¥T Y
[16.7.1.16.7.2511]

PERIIC X D AH D
Cmax?32.0f%, AUCH*
L3I ER L2 D
WEDDH 5o

FERLEHNT LD
ARHN D HF N~ D
0D A B AR
SNbizHL¥E
25N 5,

BEI{ER

WROBNVEHDH 5bN DI LD IDT, BEEZE 5TV,
FRDTRD SN2 2 kT B 7 &) R LE & 4T

9 Z &,

A EXLEER

111 BREHRMEE (T

MWK, B, CKLEF., MAAERRFPIAF 7oy EA%
g & AR RRIE DS S S b, AU TAEE R
EORELREEENHODNLIEDRHLDT, TD XD BiE
WKAd S b3S sy s2 &, (7.2, 9.1.1,
9.2.1, 9.2.2, 9.8, 10.1. 10.2&:H4]

11.1.2 IANF— GHERY)

INE A BRERREHRCKDO LARD b bh7:E
KidEG5-2HiE55 2 &,

11.1.3 SENTEMEEM I A /XF— (FEAW)

WM. CKE, S %2 b R v oIe, i
HMG-CoA# tiE# (HMGCR) Hikbthss: % 45 & 3 % i



NAEVEEIENE I A R F =SB bR B WD b, o &5
R DR T 202 ME SN TWDL DT, BEDIREEZ 45
BT 52 &0 BB, GRS X D esd A Sk
L OMEBIND 5o

11.1.4 FARBEREE. BE (W31 d0.1%AK0m)
AST. ALTOZF LW ESS%0E ) TR E, FEFH b
N5 EDHLHDOT, ERMITHHEIERESEOBIZE % 151247
HZ k. [8.2, 9.3.281]

11.1.5 M/MRigd CHEEAIT)
MRS OB %+ 4512479 2 &,

11.1.6 EEMMHE GHEARH)
RS CTHoTH FE8. k. FPULASE, B XA &5
MR LN HE TG 2k L, BB E AV E U H ok
LEOWHY) RUEXITH 2 &,

11.2 ZOmOEER

0.1~2.0% 0. 1%A i BHEEANEH
. B EIIE | LAME RLBE L AL
B MR
WAL - B, | 098, AR,
HAPLK WG W M il
oAb % MERL, TN %%, T
I, AR, 5.
T
AST kLS., ¥V vE y ESH,
P o ALTEH, [2) V2 AT T—
y-GTPLH., | ¥ EH. AL-PLH
LDH |-
R, BUN_ES-,
[ ek iz vrF=>
L5
W WMCKLﬁ\ﬁi%@@\Eiﬁn
W B | e v LA
B - BHE | 2bhIXn K IRA.
AR & Loh, | IR
HFE W
gl ML/ Bk
B A, I ER IR
. A IFEREREE % |
L S, 7o
7 v EA. 7 —
2 A RO Bk
FAMATFH | TNV FKATO K
o ST T, 7VRAFT v
W 5. ACTHEF%.
INF = 5
Bk, PoB% | BhIR. YR, | BT
PROBEAL | &R, (3TH,
R B9 | S A
ot obox, H
T o B R R
FE Al B 5 MiEK
L& miEP LA
WREL R, AR
W) BB ) N0 §EO KGRI F T o R BRI OVl %
BERAR IS <,
11:2) MR RURSE O BT EREIR D W RS B D T, LR+

DUATV BEIZIE LG ek A 2 L,

14. BREDZE

14.1 EHZABEOEE

14.1.1 PTPAEDOHEANIPTPY — 2S5O ML TIRAT 5 &
IIRES ST &, PTPY — bPOBEEKIC K D BVSIfAER EE
FEREAGIA L, EIZIE L B 2 L CHERREIT 25 o EiE 2 40k
WEZDESET A2 DD b,

14.1.2 AANTHFO LICoB TR 22 S &2 LT 5720,
KB LTIRHAWEETH S, T72. KTIRHTSHZEHTES,

15. ZOMDEE
15.2 FERRPREAER ICE D < 153§

4 X OREIFG- R (3mg/kg/HU E#3» A, 1mg/kg/H
D E%12%7 HE) CTHHBEORIHNED SN TS, 7B, il
OFY (T by ) ZBVWTIEBEDSNR TV AR,

16. ZE4ENRE
16.1 MeREE
16.1.1 £ ENFES M HER

Y xuOD$Elmg e OV N2 $Elmg, £Kl§E%E 7 0 A F —N—ik
W& EEER AR ICHERRORYS Lz &, Y v u0DsE
Imgld. &K% L¥G. K0 HG & D) N a§Elmg & A
WIS TH D Z EDHER S N2Y s FEEIZ, 1) 3120DEE2mg
IZBWTH Y agE2mg & ORISR S v 72,

# U NTODSER Y N1 GEH MRS LTGRO B RE ST X — 5

(RERE AT 1)

i XT A — % BENRT A=Y

AUCo-* Cunax Tonax

(ng * hr/mL) | (ng/mL) (hr)
yoxm | KELEE | 42.6+16.2 19.22+ 7.63| 1.01=0.36
OD$Elmg | K& h4xs- | 42.1+16.4 | 20.78+10.59 | 0.78+0.32
oNaElmg 40.0+14.6 | 21.92+10.68 | 0.86+0.40
yoxm | KLY | 87.4+26.1 | 34.72+14.77 | 0.94%0.34
OD$E2mg | A %4 | 90.1+33.4 |36.36+14.48 | 0.75+0.21
Y Na$E2mg 87.4+29.4 |39.37+14.44| 0.67+0.15

L) wABLIRERT £ TOAUC

Il BEERAE (n=30)

V8 OD$Elmg S VY 28N 1 Gl mg HL R 18 55 0 e it BEHE RS
(TERER AT 1)
(ng/mL)

30 1
-+ J/NOOD$E 1mg K%EL#ES
--a--U/NOOD$E 1mg KHW#5
—— 1ZAESE] (VN NOEE 1mg)

(118 +12 %47 = ., n=30)

n n
o [$}]

RRFE\ BRI NSRS
(4]

10t

s |

0 j L T T —
0 2 4 8 10 12

6
B (hr)

[ V3 a0DFE2mgf UMY 28 1 $E2mg HLIHE L145% 5 IRg o0 LT i B 32
(e AT 1)

(ng/mL)
60 r
-<- J/NOOD$E 2mg KELIES
150 --o--1J/NOOD$E 2mg 7K&H4) %5
5% —— RAEBH| (U/NO8E 2mg)
E40’ (FH9fE L BEAR%., n=30)
2
%
230 |
5
220 |
b i
E 1o
0 ‘ ‘ : ‘ —
0 2 4 8 10 1?2

6
REf (hr)
F72, U0 0DSEdmgld [EHED % 2 I EIEG o 4: 4
FRFEEERABAT A NI 4 ¥ CPRISHFEIIH24H  SAFRAT
$#51124004%) | 1IC&KDO &, UV NmODEE2mg % HEHE A & L7z
EE, BMZBENIEL L EWFWICES L Ak SR

16.3 5
16.3.1 ERMREAE

ESNRYF U oOMMEEAKGERIEE . © MIEL 4%
ME7 V7 3 2 T99.5~99.6%. 0.06%k b o FEM:HEE T
94.3~94.9%TdH - 72" Un vitro)o



16.4 X

16.4.1 RBHEE
EFNAYF E HNTT 7 b R~ oBAL, SO [ BR1L,
F U VBOKBILRO IV 0y HWIEY Y et
X ORBEINSLD Y (S b, wHFE A ),

16.4.2 m*&tﬁﬁ&*ﬁ%&i#ﬁ
TERRABIEICE Y NS F oG Lz 8 & P ClERE
IUERROERBWTH BT 7 b ARID S, FOMOICEHY
E LT 7a ) U ERER, SAKERILIAAS DT hICBO bz,
RPTIERZLER, 527 MUk FTerus s b ok, kiR
LK Z NS DREEITRE DT IR 5h Y,

16.4.3 XBiEER
EZNZAFF ik, e MFI 70V —2a 2RI
WTHTFPIRH SN, FIZCYP2CIIC X 1 87 KM Lk % 4=
U7z (n vitro).

16.5 ittt

16.5.1 HEttE
Y Y NASF v OF72 5 PRI E PR CH - 729 (F v
Py £ X))o

16.5.2 kit
R ANBELOBIZE I NZATF U H Ny HE LT 2mg,
dmgZ BRI L7z L &, Ry PEIERIIE . REET
0.6%AKi. T 7 b VKT, 3%AK. AR TH2% R TH - 720
T2, BEHEEABEHICEY NAFYF AN T T HELT
dmgx 1A 170 ARG Liza. REMELY S 2
b ko SRR 2 5 710 H oS- F TR 2 R S F
BeH#T L L DITHR A LY,

16.6 HENEEEH I BE

16.6.1 BHSpEEEHRE
EREREREE (M2 L7 = v EROL .55 3L
F) #FF 58I L AT H— VIILGEBZ6H & BEEEREAE# %
FHILATFO— VIEREBNIEZNZAFF ANV Lk
LC2mg# 1H1IM7H B KEROHRG L& &, Bkhkm s
FHOPGTH H O M5 i BT IEH 212 LCuax TL1.7
%, AUCTL. 9% R L7,

16.6.2 ATHspEEERE

(1) FEEEE
AEEL R ZE B 1200 & AL E R A 6B Y ¥ N 5 F
AN e L C2mgx HERROHG- Lz e &, mAERREIL
fEHE R A2 L Child-Pugh grade A® B TlZCmaxTL. 3%,
AUCTL.6f%. Child-Pugh grade B®HEE TIZCnaxT2. 745,
AUCT3.9EZ /R LAY, [2.2, 7.1, 9.3.15H]

(2) FrigefE=2% (BEAFT)
FpeEE =R e (IR 661 & IFFEfEIE R H6BIICIHE Y &
WNAFZFYANY AL L T2mgw7H M KERORS L&
&, BYBREAOBEIV o727, [7.15H]

16.6.3 /\I2
INERER S I L AT O — VIIERE (BIR) Z7HICE Z N
AZF ANy AL L TlmgXid2mgZ 1 H 1Rl £ 125238
MR %G U 7zo SIS 122 351) B He 51 2 0

MR RZAERDOEEEIZRED E B Y Th o729,

FOMNEREMS I VAT e - VIEEE (BR) BT E N
5 F > 1V Almg 3 2meH G- 1R 2 o MU v AR 2 LA BE
el F LR O MR RAALARE™  (ng/mL)
lmg 22.79+11.34

32.17+17.65
FIME B A (n=7)

2mg

12) P58 1258 12

16.6.4 =hpE
6B & I EESHICIHIME ¥ XA FF ANV Ak
LC2mg#5H MRS Lz L &, WEEOEYHRE S
A= FIEIRED SN o727,

16.7 EYMHEEH

16.7.1 BERRAER

(1) ¥o7QzxKRY >
R A BVEOBICIHLBIE ¥ N2 FF ANy Ak LT2mg
Z6HMMERIHS L. 6HHOHESIMBRTICY 7 0 2R
V2mg/kgw BRI G- Lz &, €N F v ol¥Eg
TP 1E Cnax T6. 65, AUCT4. 66512 EH L7215 [2.3, 10.1211]

sE

2 TVzAaOvLY>
HEE R A L8FIICIHA4RI =) 21 < 1 ¥ ~500mg% 6 H ]
RAERF%SG L, AHBOWIZE ¥ 32 % F >~ & L T4mg % it
MG Lz &, Bl G L L LE N2 7 F ¥ ol ik
13 Cmax T3.66%. AUCT2.8f512 L5 L 72, [10.228H]

@) UzrrEYY
SEI R A L8BICIHLE ) 7 7 ¥ ¥ ¥ »600mg % 15H [ X
FROH5- L, 11~15HHIZ1AIFEE # 32 % F >~ & L Tdmg
EOERPEG Lz &, B 5 L L ¥ ¥ N A ¥ F v ol
TR 13X Cmax T2. 0. AUCTL.3RIC LS L7219, [10.22:08]

4) 74 77—bFRES
SLE D ARERER A 24BN THIE Y ¥ NZA S F o h T A& LT
dmgZx 6 H M AEROHRS- L. 3HE»S 72/ 74 75—
A7 4 7N ETAMIERESG Lz &, €9 NS F
Y olHEREE (AUC) &7 2/ 74 75— FTL.2R, 7 A
7470 VNTL AR B L727, [10.280E]

16.7.2 In vitroXB&
EZNAZF VIZCYPH TR EFIVIEZ IS T 5 HER
Ercix, CYP2CODIE D V7% I K, CYP3A4DIE D
TFAMATE ORI E L eh o7V /20 EFNA
5 F Y OFEAOMWY ARIZERT =4 b TV AKR—5 —
OATPIB1 (OATP-C/OATP2) »B5-LTEBH, ¥ 7 ux X
YU, AL TR 77 E Y UL o TR AR
HRHE S NZY, [10.288]

17. BRERRRIE

17.1 AR ORLM(CRET 2 K5

(hEELE)

17.1.1 EINFEEERE (RA)
BIVATU— VIERE (KRS L A7 0 — )V IiiE #
HEREL) BN LBRRAE CEFRERABEZ &)
Ty EINREF U HNY 2 E LTIHIAY %1 ~4mg# 8

~104:H [ #%5- L 7286281 DR HIZ BT MUF IR E S w)
ROAD HNTz, HGAFOM I L AT 10— VKT #1328%.

LDL-2 L A 50— VKT RIZ40%, bV 7)Y FMETFRIIH
5 i150mg/dLEL oSS T26% Tdh - 72, %ﬁ%ﬁc:m)‘é*ﬁﬁ
Tk, IV AT = KT RIIIEEHE & ORICEITRD
Nidr o7z BVEHNZ197/88661 (22.2%) 238D 5h, azt,cau
YEMIZ y -GTP 154761 (5.3%). CK 1H4161 (4.6%). ALT
573261 (3.6%). AST 152861 (3.2%) &TdH 7219,

17.1.2 BRREBREHE (RA)
BV AT = )VIIERE (KRGS VAT 90— VIIEBH
Bat) BRRIC, EFINRAYF AN L ELTIHLEY
f2mgw SR 5%, 4O I L AT o — Viliz ZE L.
3ME (Img. 2mg. 4mg/H) CHREZE L, 528 F THkkeik
L7z HRMEOERIFL3I0FIIB VT, IV AT T—
KMOLDL-2 VAT H = VIZAEP O HERIKT 2R, €D%
13-27.2~-29.1% % 10°-38.8~-40.9% D Hi A T523H T THBEM
PORE LRI GED SN (—EEAE (0 & o)
p<0.001). HEIVEMI£64/31061 (20.6%) (C#2® SNz, HALE
FERDBEIVEINZ2260 (7.1%) 1258 S, ERGEIRIIEE (%)
3% (1.0%). ZERIUAE. i () 6. FLBEMERS. KT
JE&261 (0.6%) S5 CTHo7co WHRMAMMIZEY 5 EI1EHI1X54
Bl (17.4%) 2250, CKEFI561 (4.8%). y-GTP.L5.
MHAST EHZIB (2.9%) ETH- 722,

(FiEMEI L 50— )VIE)

17.1.3 EAREAHREGHER (BRA)
KEMR IV AT U= VIIEREZ I, EZNZAFF v
4L LCIH1EA fth2meg % SEFE L. Z D h4mgl B
L O R104B I G- Uz ARIMED SRR RI6HNT BT,
WAL AT — )V R OLDL-2 L A 50— U348 75 5 &K
TaRL. ZD#%IZ-30.6~-37.0% 5 0°-39.9~-49 . 5% #i P
TR DR E L7 ERARD Sz (—EAthE (0 &
D) p<0.001). FIVEHIZ4/3661 (11.1%) 2780 5Nz,
B ABEREIRORIEHZ26] (5.6%) 238D S, SRR
B (FHRoLR X)), B (FHARE) 4160 (2.8%)
TdH o 720 BERMAAEIC B3 2 FIFE 12260 (5.6%) 12580 5,
WEFNRLTF A MRAT O VB TH - 7127,



17.1.4 ERETHERR (IR)
10~15MORKEEE I L AT a— VIGERE (BIE) 23812,
EFZNAZF o HNYyak LTIHIEAAER 1mg X i32mg%
524G L7ze ARMEDNT R LA BTHINC BT, LDL-
IVATU—VONR=ATA v aedidiagl UG8
128 O 0 & LlE B3 5 s o %, LDL-2 L A7
O — VEALRO RN T [95%EHEX ] X, Imght Tl
-27.258 [-34.003, -20.513] %. 2mghtTl3-34.273 [-41.018,
-27.528] % AEZLDL- 2L ATF O —VIERTHEZRL
(p<0.001), ZOxhEII52E F THEFF SN2 BHEMIZ, T
NOFEGHTHLRD LN h o7,

*17.2 BOERFGHRAEE

(FRiEME I L X5 0—)VIE)

17.2.1 FEFEARERE (MR
10~ 14 ORBEMEE I LV AT 0 — VIIER S 255102, 5E3
MG KB BGRGRA () Z 9L 7. IE45
Bl % G EFoABIc BTy FGTI 2 & B £ TOLDL-
IV AT — VELRO M + AR 1X-23.2+21.6%
EABERLDL-2 VAT 0 — VTR ZR L (—HEAHE
p<0.001). ZOREICHHEIZED SN H o 72 BIEMI
7/9961 (7.1%) 123D SN, ERBIEIZER. kg, CK
EHE20 (2.0%) HTH o729,

18. ZExhIRIP

18.1 1EH#RF
EINZFFE, IVATOU—VAESKROBREBEZETH S
HMG-CoA LI E # FEPIICHES 22 212X ). FETo
ALV ATFR—VEREZHET S, ZOME FiEOLDLZ AR
DOFEBAEAE L M 2> 5 IR~ OLDL OB Y 3A AR
L DMFERI VAT O— VMK T3 %, 72, K ToORRN
%L A5 a— VERAEIC X ) M~ OVLDL WA
L. i#ERY 7€) F2METT 5%,

18.1.1 LOLZRAHKIRREER
EZ Ry F 3, e MGG (HepG2iiig) 2B\ T
LDLZBAMRNADFEHL#EE L, LDLOK A&, BLD JAAE,
7 RBO RSB L 727 B (0 vitro) o 72, REIOFEGIC X
) BN LDLZ RO F B % kst L7220 (BEIVEY M),

18.1.2 VLDLMET1ER
EZNZAFZFofRO% 512X Y, VLDL-F) 7)) Fo
WNIARIART L2 (BVEY M),

18.2 HMG-CoARTEZEEER
EIZNZAFZFiE, Iy MFIZ7ay—2azflunzR®BEICBw
Tv HMG-CoAICIEFE 2 FEPUAICBE L, BLEEH o ICsfil
126.8nMTH - 7% (n vitro) o

18.3 AL X5 O—JLEREEER
Yy N2y F %, HepG2Alifg v 72iBRI2BWC, a L X
FU— VAR & AR BHE L 722 (n vitro). F7°. &
O 5 L7238 0 3 U A5 0 — b A B B AT R S8 4R
THo720 (59 Mo

18.4 MEFRREEKTIER
EFNZAZFOfROKGICE ), iEHEa L 2A57a—)v, i
FRNY 7)) FIZABEIKT LA (FVEY M A X)s

18.5 IREEBERUREREMHIER
Yy WAy F i, BLLDLZAM Lz~ 07 7= (97
ZHEREHREHRAIE) ICBWCIL AT U VI AT LVOERE
P L7230 G vitro)o F 72, #ROP512 X D FEYIRIER € 7
IS BT B PIRIRIE % A7 B HIH L 723 (%),

19. BRIRSCEET 2BIEZAER
— IR D EZ N T F U ATy LK
(Pitavastatin Calcium Hydrate)
1t % 4% Monocalcium bis {(3%2,55,6E)-7-[2-cyclopropyl-4-
(4-fluorophenyl) quinolin-3-yl]-3 5-dihydroxyhept-
6-enoatef pentahydrate

5+ 3 CaoHuCaF2N20s - 5H20
9 F & 971.06
{3 W A ~MEaOMKTH L, X5 —VIZETIC

C, ANIFTE 2 —v (99.5) ITHDTHEITIC
e FIRERICET 5o #MEENED SN 5,

COy
ca® - 5H,0

20. PRV EDEE
20.1 BERIGRAZ T THRIFET 52 Lo
20.2 7V I ¥u—aERHERITEEL TRIFS A2 Lo

22. ‘@
(U /SO0D#E1mg)
PTP : 1005 (10%€x10). 140%¢ (14%¢x10). 5008 (10%€ x
50). 700%E (148 % 50)
NT 5008 (FFAF v 7RI
(1) /xO0D#E2mg)
PTP : 1005 (10%Ex10). 140%% (145 x10). 5008 (10%E x
50). 700%¢ (14%Ex50). 10008 (10%E x 100)
N 15008 (7T AF v 2K
(1) /xO00D#84mg)
PTP : 1008¢ (108 x 10)
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