% %k 20234 7 HET (48500
% 20234F 3 HET (55400

B R SRR

AER - 34

HMG-CoA&E Tt R EE|

BREEERARES| 87218

ARES HR5TRRgA

OD#$élmg| 22500AMX00106 | 20134F7H

OD$¢2mg
OD#$t4mg

22500AMX00107
22500AMX01557

20134E7H
20134121

BARERF/ A ERNIZFLHIV ) LORRNRRIESE

1))0 ODx 1mg
1))JU0 ODx2mg
1))D ODxdmg

LIVALO OD meers Img* 2mg*4 mg

iE) ER - RSO L VT A2 L

2. BB (ROBHEICEHBELEWNIE)

2.1 RHN OB UBEE OB E O H 5 B E

2.2 BERIFREIIERED D 5 HE#(9.3.1.16.6.28 1]

2.3 YruxR) vEEGhoER [10.1. 16.7. 18]

2.4 Wi U LT 2 1RV D & 5 Lk Oz RLE [9.5.
9.6%: 1]

3. #ERE - MR

3.1 %

W o x| Y/ HODSE DRAR=10)b} 4 URAN={0)0}
e 1lmg 2mg 4mg

" ey LEPAVEE DA FN 1L/

A5 PRI ‘ .

W | EREZ SR AL IALLT

1.0mg 2.0mg [ 4.0mg

D-vY= b=, ZORAKRKE RV, A5 AT
VI VMg, b Taxu— 2z, K kCakfil, A
roa—RA, [-A Y =), Wb B
Fr U FT) ok, fifra—A, oK)~
EEKFECa, TI/TNVFENLRAZZYL—]FaRY
~—E. 277" Y#Ca, FE

wom

3.2 BAIDMR
s 1) N1 0D DRAR={0)0} 7 DRAR={0)0}
W 5t %4 1
mg 2mg 4mg
P ~nie e, | A~ . FIEOERAD
P * B D F#GE Tk | i TR B~ RROOR IR D
- WO~ RFEOD| 5,
BEXDD 5o
() &
® 0®68®S
noom = == (—
EAA7mm EA8mm HA£9.5mm
JE X3.4mm J£ £3.6mm JE¥5.2mm
EH#120mg H#160mg Hm320mg
WAa—r | &wa 111 &owd 112 &ow 113

4, FhEER IR
B XFO—IVIiE. FKEMSI L X T O—)VIME

5. MEERIIRHRICEET 5E

5.1 BHOFNICH AR EFERL. B3IV AT O—VILE,. K
BMEE I VAT a— VIETH 5 2 & 2 iR L7z L TARA O
MaeEETHI L,

5.2 KB I L AT 0 = VIIIED 9 b A EHEAEKICOW TR
D I WO T REBER T 2 H 2w EHII S MDA O A,
LDL-7 7 = L — ¥ ZEOIEEWHEOH & L TARA O HH
EETHI L,

5.3 NG 25 NROREERE I L A 7 10— VIiE
DERFN T3 2 Mk L R 2 FO MO b & T, KA oHK
By L MM S BB OWTOABHEEET L &,
[9.7.1. 9.7.2%M]

5.4 ZYETIIEBIREBEDORIEIZBIEE LR TEVERESINT
WAHRVZ E L 2 RIS B ARFRG D ER IOV T,
VA7« RAT7 4y bZELUIFICHEICH 528, 28,
FEI PR R SRR B T S 3 A R R I 20 o [9.7 15

6. AERUAZE

(&aL 25 0O—JVIE)
HEHL BB EINRYF AN T AL L Tl~2mg#1H
1RG5 5,
B, EE. ERICEDBEME L, LDL-2 L A 57—
EDT AR5 BE I ETEX 5%, RAES®EIZIA
dmgF TE T 5,

(FRiEMSE 3L X5 0O—JLIE)
BN B, BACIREINRZRYF oIV AE LT~
2mg%x 1H1MRECHS-7 4,
B, EE. ERICEDBEME L, LDL-2 L A 57—
EDET AR TG BE I ETE 5%, RAES®EIZIA
dmgF TE T 5,
AN, 10MELL EO/RRBICIZE I NA Y F o AT AL
L ClmgZ 1H 1M 55 %,
B, ERICE D BEERK L, LDL-2 L 2572 — IV EOE T 25
T B I ETESLLS, KA G RIZIH2mgE TLE T 5,
(%)

LN
OD$tlmg | OD$2mg | OD$édmg
L AT a— VI O O O
REWEEI VAT 0 —
Wl O O O
/N
OD$tlmg | OD$2mg | OD$E4mg
3L AT a— VIiAE - - -
KR I VAT 00—
Wi O ©
O KEWE - HEDHY) - 1 KBL L
7. BAERVRAEICEEY 3 FE

7.1 JFBEED D B NG T a1, B S5 %1H 1mg
L. ARG RIZIA2mgE TET 5, 720 BEEDDH BN
IS 558103 1HImg% #59 5.[9.3.2.16.6.25 1]

7.2 RENGE SR (EHIEERE) OBINMIRE BT R
WA ERLATET 5O T, dmgl2 =4 5841213, CK L5
IF 7Y VIR WP S OV RS oo R R AR i R TR
WCHEET 52 Lo A MERRERIZB WV T8mgll Lofk5.1%
MR BIE B OB A ERR ORI L DIk s hTw i,
[11.1.1z8K]




8.
8.

©
-

* %9,

BEELRERNEE

1 o5 LOEIL AT a— VIERROEKTH 5 EHHHE
ATV, HIHEBE R, ST - B R it LR o)
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

AHHE - BEEEDH 2 2E

A BEEBRBESHSHDhPTVEDHRENG HILUTOESE
- 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]

1.2 EEHENERIE ZOREEDH 5 EE

EAEFMIE (IR, &H1) PEIIHET LI LD
%o [11.1.758]

—_

2 BREEEERE
2.1 BREERICET 2BRREEICEEIROON28H

AR E T4 77— FREAZ AT LHE2E, wRECGE
BV EHR SN HEICORNNT L 2 & SR ERIEE
bz bk D BRI RED D 5 bR T ve RTENTIHHT S
W&, MBS 2 JERE L. FSREIR (5 P,
B oFEBl. CKEH, M R ORP I+ 7 ner LA
QUi 7 L7 F = v EAFEOFREOELZ R0 72613 H
HIHEG 2T 52 o [10.2, 11.1.15H]

2.2 BEENIZOBREEDH 32 EE

MR B O WG F O % S PERERETZ AT LEHTH
0 F 7, BOBUH B 2P o TR B RE O AL ASED &
nTwa, [10.2, 11.1.12H]

3 RS RE
3.1 BEELEEXIRERENSH 3 BE

BEH LAV L, IO DBBE TIEIARAOMSEPIREN EF L,
BIVEH OFBUEE ST 2 BZ WA 5. T2, FEELZE
ILELBENDLH 5L, (2.2, 16.6.2%4]

3.2 FEEXIZZOBREEDH 5 EE

PR 2 B S BENDD 20 AANIEITIFIICE < 53
LTIEMS %0 [7.1. 8.2, 11.1.4%H]

.5 114%

TR USIEIR L Cw A et 0 & B i3 x5 L vz &,
B EE (5 b)) COREMER ORISR (Img/kg
PLB) B Tor AT L5 Witk o —RE R REB ) O S8 755E
DOENTWE, T2, 7 HFTOHRE RS- 3E (0.3mg/
kgPlB) ICBWTEHBIMORTELBDOLNT WS, T MZ
i OHAMG-Co AR ICEE % HEH 2 K 5 L2 & 1k os
KAESIE SN TWS, BHiZk FTid, loOHMG-CoARTT
BEFEHER T, HIES» A TOMIIRE L2 &, Rk
RUEHEA D &bz DL D b, [2.48K]

.6 BRILF

BehLawzZ & BWER (7 v ) TR A~OBITHSEE
EhTwa, [2.42H]

T NRE
T BHOFERHE, CKEAICEETAZ L, METITE

B OMHBERTREAIMN N TRE LS 2L EDD D HilEE
Vbbb T VBLNDH 5, (6.3, 5.45MH]

7.2 EINIZBWTL0m A, A BV To AR D/NNE % %

R L LM a2 fkE & L 72 IRRRBRIZEE L <
Wi, [5.35H]

.8 EEE

BIEHAFER L 8RR T 5 2 LR 5 2 Lo — I
AFIRRREAME T LT\ %0 BIRURFED D 5 b v e o
WEDH 5o [11.1.121]

10. #HEFA

AHFNLNFF b 70— 2P450 (CYP) I2& D iFrALRHSh
v (CYP2COTHh RIS NG,

10.1 GEAZE BALEWVWI L)

HA 2% BEHREAR - S5E T | BT - ek T
YIUARY v SRR Y orAR) v
(Fr7a3ay) [ HEBRIHBESD |12 X ) A o
(A —=7W) HELAHEREIE B R E» L
(2.3, 11.1.1, |[BILRF v, F7o Al 5 (Coab.6fi,
16.7. 12 1] TEH @ 5E BUBEE A3 | AUC4.615) 5 %o

My 2BENDH 5o

10.2 HEAEE (A

EBETBHIL)

[9.2.1, 11.1.1,
16.7. 1% 1]

SEAR (3 A9 B0 &%)
D3, CK LS, 1
MRUCRR I 7T

WH 4% FRAER - HyiE 7 | W% - fabid T

T4 7T — bRIEH] | DI B EAL A | WA & D AR

N T 4 7T — | B R BURAE A | BURE A3 &
b4 HobhR v, AL | N TWwb,

fE bR T A
HELC B3 % BRIR
R AR 12 5 A3

Ty awWRldsr s 5
DT, AVAFTF IV
DF G- %+ 00 7 1A B
BT TARHAE G
THEIENET L,

C Y kRO | B 5D B
—aF B LTI =Y LR g e
[9.2.2.11.1.1%:i8] | P HHABEOTALE G| ez 2 450
DY EITE DI
Gaemilkyal i,
TVAFTIY | AAIO ML A | R 0 X

AH) D WA
T % 0 s
b5o

) AuaxAf v
[11.1.1. 16.7.1.
16.7.2%1]

AW R E/ T
PE 5 B Rl E S
HobhLdrBEND
H5bH. ARMER (F
P DI o 53
CK L5 I 2 R
hIFrsuov s kA
Wi s vy
=V L AEOE KR
OEALZ RO 726
FHEBL IS 2 H Ik
T5HI L,

V77 vEY Y
[16.7.1.16.7.2Z:]

L1 I Q) B N [ ))
Cmnas?%2.0f%, AUCH
1.3 kA7 LD
WS DH 5

AN LY
RKH D g~ D
Y 3A & 23 FH 3
EhrizokE
ZbMb,

1. BER

WROFWEHN S H b b Z e DH DD T, BlEEE 5147\,
BHEDRD HNIG TG 2 ik $ 5 7 L) 2 LiE & 47

>) Z ko
1.1 EX&ENER

111 HEERERE  (BUZAM)

1"

1

MW, Bk, CKEF., M RORPIA 7oy Bi%
Fg e+ AR RED D S b, Tk TalEEE
LEOREELRBTEENRD SOOI EVRHLDOT, ZTDL ) RIE
K23 b gaIc3 kS 2 hik3s2 &, [7.2, 9.1.1,
9.2.1. 9.2.2, 9.8, 10.1. 10.2&HK]

A.2 IFANF— FHEAH)

IR AR, HRERLEWHRCKO AR D bbb 86
ik GE IR A &,

1.3 RENFEMIRIEM I A/NF— (HEAH)

ST, CKEME. RAE % fEb e WM AE O 58, Bt
HMG-CoAs& iiE#% (HMGCR) PURRVESS % 458 & 3 %
WAV I F 8 F =B SN e h b, T2, Kh5
R D HFE T A RE SN TWB DT, BEDIREE 4
CBIET 52 L, BB, EHHIFIERGICE Y UESAR SN
L OWMEBIND 5



11.1.4 FFgem=E, BE (VTR b0.1%K0)
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
WERD L NI G 2k L. BIRRE A VE CHok
HEQ#HY) R E 24T S ko

%% 11.1.7 EEBHENE HEARY)

EREMIERE (A, i) A5 T AL T 5 2 L 2dh
5o [9.1.22H]

11.2 ZOOEER

0.1~2.0% 0.1%Ai SR
. 5. I | LARE FLBEL I
B BRI
WA - MO, | 8. THAEAR R,
APk W RN G I,
Woib % AL, TIN%%, T
M, EAAR. T 4.
TH
ASTEH., (€YY Y R,
P . ALTLEH., |2V VYT AT T—
y-GTP L5, | ¥ ' H. AL-PL&
LDH &
#R., BUN LS,
B Jii& Mgz Lv7rF=>
5
o pie CKES. fi |, 34270
T . B € BR
B - B R | 2 hIE D& IRAL
Fpiesr & Lo, | RIR
HFE W
H ML/ AL R
BRI, I ER R
" AL IFEEERIE S
It i FILERN %, 70
7Yy A, 72—
2 2B O B AL
FAMATFR [TV RKATFO UK
. KT T, 7VRAFT v
A
W F5. ACTHLES.
aNFV =)V S
BRI Yol | 3R, e, 2 | BE
Pk o AL | &R, 12TH .
BH I (70 A
ot s>&%, H
c o B, R, R
el 5 MiEK
b MEP RS
MR, AR

TED) FEBUEZIE ) N T §E0 AKERI T R AR OVl

AT IED <o

112) RERCH RUPE O T BER O W RS H B 0T, BlEE T

DUATV, BEIZIE UG ek y A 2 ko

14. BHLEDIXE

14.1 ZHZABEOEE

14.1.1 PTPAEOIEANIPTPY — F 25 ML TIRAIT % &
IEST L&, PTPY — bPOEIKIZ X D VSIS AE
AT A L. HI213289L% B 2 L CREBRIN 455 0 fE 2 & bk
WEZDERT A DD b,

14.1.2 AANTH O Lo THER 2R S 2 L T 5720,
K L CIRAWEETH D, 720 KTIRHTAZ2EDHTE S,

15. ZO/OEE

15.2 FEERRRABR (CE D 1B
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 IMeiEE

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

(e e N B 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)

VN uODEEImg B UMY 28 1§ L mg AR 4% IRF o0 LA Pl BE 3 A2

(BERER A T3

(ng/mL)
30 1

n n
o [$}]

RRFE\ BRI NSRS
(4]

-+ J/NOOD$E 1mg K%EL#ES

~-o--U/NOODEE 1mg K&HWik5
—— IRAEBUE] (U/NOEE 1mg)
(P98 12%MR%., n=30)

10 ¢

5 L

0 Y ‘ , ; —g
0 2 4 8 10 12

6
B (hr)

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

(BRI N TS 1)
(ng/mL)
60 [
-<- Y/NOOD$E 2mg KELIRS
150 --o--1J/NOOD$E 2mg 7K&H4) %5
%% —— RAEBH| (U/NO8E 2mg)
'E‘*O I (FH9fE L BEAR%., n=30)
2
230t
5
220 |
b i
% 10
0 ‘ ‘ : : -
0 2 4 8 10 12

6
REf (hr)

F72. U NuOD$dmgld [EEAR L 2 RO IERA O LY
ZERSEVEREBR AT A K94~ CPRISSEIIA24H  AFREIR
5511240045 | 12#o &, ) BODSE2me & i RIH] L L 72
L BRINEBIS L, EWRENICHS &AL SR,

16.3 9%

16.3.1 ERFEEE
EZ N2y F v OMBERAKERIEE . & ML 4% e
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 BERFTEHRAETS

(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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