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W5e44

¥y INA ¥ F > Ca
$& lmg [FFP]

¥y INA ¥ F > Ca
#t 2mg [FFP)J

Yy NA%F > Ca
$t 4mg [FFP)J

AR
(1 $Err)

HiE ¥ N2y F
¥ NN BKFI
llmg (¥ "2 %
FUHNTTLNEL
T 10mg)

HE € N2 %5 F
¥ NN BKHI
22mg (E¥ /N2 %
FUANTYTILEL

T 20mg)

HE ¥ N2 %5 F
VNNV BIKFIY
44mg (E¥NA %
FUANTYTILREL
T 40mg)
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4. ZHRESLIFFNR
B3IVRF0O0-)VIE. FEESIV AT 0—)VME

5. MEEXIFHRICEHET %32

5.1 #HOHNI T3 AL FEK L. m3 L AT 0 —IVIE. %
BHE IV AT 0= VIIECTH 5 2 & 2R L 72 ETARFO
HazEETsHI L,

5.2 FEME IV AT U — VIMFED ) H A EHEESERIZOWTILfE
BB 2 VO THRE LR E B2V SN D560 K,
LDL-7 7 = L — ¥ A IEEY oM & L CTARF O
EEBTHI L,

5.3 NG T 5A13. NEORE®S I L A5 0 — VINE

Vo R B M OB O RO & & T KF 0¥
Y LW ENDLBEZEIZOVWTORBEINE2EET L L,
[9.7.1. 9.7.2 &&]

5.4 M TIREEIREEDIEITTENMEE KR TEBW EHE ST

VRV Z LB FE 2, RIS A ARFIR G OFER IOV T,

VA7 -RAT Ay NaeERLUBICEEICHT,Z L, 2B,

FE P i PR 3B 12 38 W T2 RS R A i RRBR U 7 v, [9.7.1

ZH ]

6. FENUHE

&3V RF0O—)VIMEE)
WEL. WA EINZYF AN AL LT 1~2mg % 1
H 1 BE#&EO%S5-$ 5,

B, AEEN. ERIC K D EERE L. LDL-2 L A5 u— )Ll
O THAR T 42EICIMETESLD, RAKSGEIF1IH
dmg FTE T 5,

(EiEE 3L A5 0—)VIEE)
BN L AIZE I NRAY F AN Al LT 1~2mg
1 H 1 RO%S 35,

P SINKGEY N fﬁ’;@ﬁﬁfﬁLlﬁL:vX%n~w@
DT AR5 612 HTEXLH, kS EIF1H
dmg FTET 5,

ANl 10 L EO/RNBIZIZE S N AT F U AN T T Lk
LClmg#% 1H1EHREO#EGT 5,
PN WR’lULE%ﬁL\LM;:VZ%U—WE®ET

A5 70 FWETE L ARG =1 H 2mg £T
L9 5,
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BN
%€ Img $¥ 2mg $¥ 4mg
B L AT O — )VIIE O O O
FiEMmaI L A70—)1
L O O O
N
$t Img $E 2mg $t dmg
B3 L AT — )VIdE - - -
FEMEma L A7a—) -
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7. BENURZECEEYT %35

7.1 WEEDOH L AICKS T 256121, HiskGE% 1 H
Img & L. &AHEGRERIZI1IH 2mg FTET 5, F7/0, FEE
D& BN G T H5E123 1 H Img 2457 5. [9.3.2,
16.6.2 Z=HH]

2 AFENIP G- (EHRER) O BT Rl e B
HHEFRPEHT 50T, dmg [IWET2546121%, CK -
H. 370 VR RN O I8 o RO Rl A BR
JERICEET 5 2 & AR RERIZB VT 8mg Lo
P G- IMRUT R RAE L OB EFR ORI L Y ik ah T
Wb, [11.1.1 ]

. BEEUERIER

d o LI L AT — VIEGEDERTH 5 EFHk:
ATV, HICTEBIRESC . ST - PSS o it RO )
A2 T 778 —OFRML THEETDI L,

2 ITHSReM AT A G- BALARF L 0 128 F CoOMIZ 1 LR, Zh
DRI MR CRAEIC T HEE) 12479 285 [9.3.2, 11.1.4 =
1]

3 B G PR 2 ER I L, BRI B RS
O OSN BV A IS 2RIET A L,

. BFEDERZEIHIEEICHTIIER
1 BHIE - BEEEDHIESE
0.1 ERERERED S SHOhNP TV EDREN G D UTDOESE
- R REIN T IE D b 5 B
CBEVOBER (BY A PO 74 —%) LIFOREEDS
B
- KO R EE OB O & 5 B
TNV VHRIEOD L EE
[11.1.1 =]
1.2 SEHEIEXIEZDEEFEREDSH S ES
TIEMEEIE (ARGEL, &H7) PELETEET 52 L0
5o [11.1.7 BH]
.2 BrEEEEEE
2.1 BHEEICRI T SRR EEICEENRDSNZEE
KHFNE T4 75— " RERN P T A1 BREERDE
B EHIB SN ALEICORENT A 2 Lo SR BHREETE
(b2 P R RHED D S b e d v, L EETIHT 2
WA, BRI R A SR A S L. BRI (WA
B o3, CK k&, mikoRp I+ ar s FET
Y7 L7 F = FAEOBEREOEALZ RO LA ITE
Lz ek 5 28, [10.2, 11.1.1 28]
2.2 BEENGZOEEEDSHDEE
MR BUAHE O REBI DL  KEREREY H T 2BHTH
D F 7o, RERURMEAE L2 PE o T AR BHERE DO EALASEED &
NTw5,[10.2, 11.1.1 8]
9.3 FHEEEEEEE
9.3.1 EENHEEXZEBEREDH S ESE
BG LanwZ o TNEOBRE TIRAHK OMAE PR E5
L. BIEH OB EIBINT 2 B2 N0 H 5. F/2. FFEE
AL LBENDDH L, [2.2, 16.6.2 SHE]
9.3.2 FHEEXIFZDEHEEDH 2 EE
PR E 2 AL S B BENDD B0 AFNITIIFKICE < 554
LCERT %, (7.1, 8.2, 11.1.4 ]
9.5 T3
IR IR L C W A TR D & 2 W I3RS L v &,
R (7 v &) TOREN R OEANESHE (Img/kg
VL) 2B AL it o — RS BRI O S8 0572
DOENTWD, T, 7HFTOHREREMEG A B
(0.3mg/kg DL E) I2BWTHEWORED RO LN T, T
v M2 D HMG-CoA =TT FR HEHR 2 KE#k5 L7261
JERDBRERARE SN TWD, HIZE FTld, o HMG-

o

CoA BB FEMEHT, MFIE3 » A TOMIZIRA L L X
MBI REFT DD S OMERH 5, [2.4 2]
.6 =%

WH LR b, BER (v 8 THITTFNOBITIHE
ENTn2, [2.4 BE]

7 INR

T EEOEERmE, CK LAIERT LI L, NETIEE
B OMERCTREDSH AN ISR TREL 2 25E60°H D WikEE
BHELNRTVBENTDH b [5.3. 5.4 B)]

7.2 ENIZB T 10 A, #E7HI B W T 6 s Am o /NE S
WG LB e fafE & L 72 RIRRBRIZ 555 L C
Wiy, [5.3 2]

.8 BEE

BIEHASEH L 28 s 2 2 BT 2 2 Lo —HkIC
AEBFRREAMET L T o BUBIRLED D H bR v

WED D> B [11.1.

10. #HEFA

1 2]

KHENZIFF b 70— 2 P450 (CYP) I2& D IFE ALR#ENL
W (CYP2CO ThFn i@ snsg),
10.1 HAZZ (HALZWLI L)

o %

FEPRAER - H5 18T

W - fabRid -+

I UAARY) v
Frr7F13ay)
(AF—=N)

[2.3, 11.1.1, 16.7.1

ZH]

SR BT
%) RS il P 55 D T
WA ERLRPEIL
R, 2 EIEHO
FEBUVEIE NS 2 B
INDH D,

YIZUEAR) LY
AA O M BE 7S b
51 (Cmax6.6 5 AUC4.6
) 35

10.2 HAEER (HACEFETIIL)

A

BRARAEIR - #1877

Wi - falaiR T

7477 — b RIEHA
AT 4T T — M
[9.21. 11.1.1
16.7.1 ]

—aF Uk
[9.2.2, 11.1.1 ]

S E R L E
7 ML BLURIE A D &

bR v, BREER

(A%, B 0%
B, CK k&, i &t
| I e w B 2 o -
WNmE s LT F =
v ERAEOBEREDE
fLx DI AITED
G ERIET Ak,

T & b AR A A
PHEEN TV,
feb A TR S
2 WRIR B A A |2 5 A
RO5NLEH

febH T HEER D 2

H. /N
Yie

JVAFIIV

il

ARH 0> I E AT
T L HEMEN D D DT,
L ZAF T3 r0&s
Bt EEE HIF T
KR 2G5 5 2 L
2F L,

R 512 & ) ARH D
WL AMET 5 % ) gE 1tk
V5o

BRI Q= P S
[11.1.1., 16.7.1
16.7.2 Z:Hd]

S BRI E

| HERC BURAE DY B S

bNDLBENDDH 5,
ERRER (5 A9, i)
) O3H., CK L5,
M ORI 4+ 71
[SZ SO = A R N Nl R 4
L7 F=r BRSO
AEDEAL R RO 72
HARED IS 2Pk
THIE,

V77 vEY s
[16.7.1, 16.7.2 ZM]

PEAZ X0 AFHID Crax
H2.0 H. AUC %°1.3
R bA L7z & ol
b bo

FEREANZ L) AF D
JFIEA DI Y A A A3
EINDTHDEEZEZD
b,

1. BER

ROBHWER DS S5bND T EDHDLDOT, BEL 24TV,
FDTFRD S NI G 2 il $ B % L Y] R LE AT

)&,



1.1 EXZEIER

1.1.71 1ERERIERE (HEA)
BRE. B, CK L&, Mk RP I+ 7oy 5%
B & 3 ARG RURIED S S b, Ik TAaMBRE
EOBEELRBFEERDL SONLIZENHLDOT, ZD L) L
KA o bz ICdEkS e hIET5 28, [7.2. 9.1.1,
9.2.1, 9.2.2, 9.8, 10.1. 10.2 =]

11.1.2 =FI\NF— CGHEAW)
RS A . IAERREH L CK O LA S 6 b e
i3S AR a2 L,

1.1.3 RENEHEFESESA/INF— CHEAH)
WAL ). CK Bl RIAE % fEb % Wil i O 58 . BT
HMG-CoA il (HMGCR) FURRGMESE 2 Hi & 3 % ek
BT I A8 F =D S bhb bbb, Fo, 5
IR SRS 205G SN TV B DT, BEDOIRELZ 5
WCBISRT 528, B, REINHFZSICL ) UEELA LN
L DSBS 5o

11.1.4 FFEREIEE. B|E (9 1Ld 0.1%Ki)
AST. ALT ©®%F L\ FA&E% ) PR E. #E H 5 b
NDZEeENHLOT, EIMIHHERERESFOBIZE % 151247
52k, (8.2, 9.3.2 ]

11.1.5 MUIVRIRES (BHEERER)
MERAE S OB % 512479 2 &,

11.1.6 FEEMERmR (BHEERH)

BHEEGThoTH, ZE8 Bk, RS, Joi X s
RO SN E I3 G e ik Ly BB B E ARV E L HIDH
OB B LEZT) T Lo

11.1.7 SEEFEDRE (HEEA)
A E (RFHEL, &R 2IESELT 2 2 E0'd

%o [9.1.2 ]
11.2 ZOthDEIERA

0.1~2.0% 0. 1% A5 BN
I TEE B, TR L ARkE FLBE, M0 A
HALAR LR NN = 7 N 8 75 TN 2 N =N
ek NE R . N DR G
g%, W, AR
Ry HEL T
JiT-fiek AST 5. ALT|EYVE v 5
tH, y-GTP L2y v 2255
5. LDH bH |—¥LH. AL-P
&
5 Mk B, BUN L5,
MmiE7 L7 F=
VA
P CK L5 WA, i, 347
i3 1% S o=
FEAIRE R (BER - BHER, L2 b ) & R
O, HF W S AR
k3 A /N A> . JERE
BRI A BRI
AL TFERERIE
HImEkE %, 7o
AN N
A AR B By
Ak
NG5 W FAMATFO Y TNV FEZAFO Y
KT BT, 7V AT
o k5. ACTH
FH, avF—
VS

0.1~2.0% 0. 1% BN
Z At BRI, PULHUE B, 57, Bz (Bt
DEHEAL JEIEHE. 13T,

RIS, iE. %
W Bobso
& HHE, R
I, JREEME b5
iM% K RS i
P LA, WER
W BIR

1) FEHUEREE (ZAKEEE £ T o BRI EER K OVl H Bk i A L gk
54,
1 2) HERUBUTAE OB ERFER O W RS H 5 DT, BlE R+
FIAT WV, RIS UG 2T 42 &,

14. ERALEDEFR

14.1 ZRIZZAROER
PTP ¥ 03X PTP ¥ — b S5W ) L TIRHT 5 & 5 48
B4 A2k, PTP ¥ — FOEEAKIZ LY, BV E AR A A
~AJIA L, HIZIEEILE B LRI ES 0 EE : 6HE %
BT LI EDH D,

15. ZDMhDER

15.2 FFERPREAERICE D < 158
4 X OG- 38% (3mg/kg/ AU E% 3 % A, 1mg/kg/H
DibE% 12 7 AM) TAHNBEOEBIED 5TV D, B, i
O (Z7 v b, FI) IZBWTERED 5N TV R,

16. E¥EhEE

16.1 MAEE

16.1.1 g5
R ARG GIICE Y NA Y F AV Ak LT 2mg % 2251 &
OCEBICHERE OGS Lo 2 ORBIEOEDFFE/ ST 2 — F 12K
FDEBNTH-722, [16.2.1 ]

FzOEINAYF AT T A 2mg BRI 5RO SEYBRE/ X T A —
5 (EHES AT

TmaX Clnax AUC
(hr) (ng/mL) (ng - hr/mL)
225 I 0.8%£0.1 26.11£2.82 58.8%6.3
jextd 1.8+0.3 16.79+2.29 54.3+4.6

P+ IR (n=6)

16.1.2 RiEHZRS

BHREBEABHE6 I L H I HEIAEZRE I NAYF ATy aE LT
dmg % 7 HHIRAERII3E S L7 & & SN S A — 7 ITkED LB
D, ARG X BN S (L Tz 138 11 ERITH - 722,

FzOEINRYF AT A dmg BEROHG-FE QY EEE/ ST A —
5 (AT )
Tmax Cmax Cmin <Anlgjc TI/Z
(hr) (ng/mL) (ng/mL) hr/mL) (hr)
;;XE?‘E 1.7+0.5 | 55.6+8.8 1.4+0.1 174+ 25 10.5+1.1
;XF%ILH 1.1£0.2 | 59.5+9.1 2.2+0.4 22132 11.6+0.6
SFIME + HEERE (n=6)

16.1.3 EMZHIEIE MR
Y& XA % F > Ca$t2mg [FFP| & ) /N04E 2mg %, 7 O A+ —/N—
FI2X ) ENEN 18 (EFNZRFF U h vy ak LT 2mg) HEER
NI A FE I B AR 5 L e R AR EE 2 E L 55
N7 MERE/ NS X —% (AUC. Cmax) 22\ T 0% EIHEX M T
TREHIAT 24T o 728558, log (0.80) ~log (1.25) DH#PANTH Y, i
BH O Y R S DSHERR S 7Y,



HENTA—S BEINT A=Y
AUCo-24 Crnax Trnax t1/2
(ng - hr/mL)| (ng/mL) (hr) (hr)
Yy INAF T
v Caft2mg| 65.9+26.2 | 28.1+10.4 0.8£0.2 4.0%£2.6
[FFP/
IJQ{Dﬁ 63.4+34.1 | 27.3+12.3 0.8+0.2 4.1+3.3
mg
(Mean*S.D., n = 20)
40.0

—8— E4/NNX 42 F Cafg2ng [FFP]

30.0

—O— U/NOFE2mg

20.0

10.0

MmiEFRELFRE (ng/mL)

0.0

24
BERE (hr)

HIHE PR EENE N2 AUC, Cmax D785 X — #7114, WERE OEIR, K
OB - B ORERSMIC X o> TRZ W RN D 5o

16.2 MRUY

16.2.1 BREORE
REAROSEYBRE I3 2 BF OB, EHRHEES TR
j&%‘blﬂff\‘ Tmax 0)1’%}]-1: KE Crnax 0)1&}—%?“77* ﬁ) “f:fﬁ\ ﬁfi?’l“%‘ & ZE:HE
5T AUC ISR E i o b o722, [16.1.1 ]

16.3 93

16.3.1 EAEEE

Y NAYF 2 OMBERESRIZE . b MR 4% b IILE 7
V73T 99.5~99.6%. 0.06%Y b a1 BRIEHEA T 94.3~94.9% T
o729 (in vitro) o

16.4 {35

16.4.1 {XEHRER

ES N2 F ok, BNTT 7 b o E~oBL, fEo g Bk, ¥/
U UBOKEBLR OV a Y EED B IE S ) A X ) AT
WENDO (59 b, THF, £ X),

16.4.2 MAAR U R

BB ABYEIZE S NA Y F v 2P Lz b & MR ClrRZEIE K
CERBWTHD T2 b ARDFRD SN, TOMoOREw & LCid 7o
IN U EEHEAR, S MK D $ 2 CFD S e R TIERZELA,
S MR, T RO T2 bR S KIRILIE L NS S AR
WER L DRI 57208,

16.4.3 (XEEER

VI NAFTFiE, e MFI 70y — a2 Hu7zREBRIC BV THT
AACHF S AL, EIZ CYP2CY 12 & 0 8 kR {bik % A U729 (in vitro) o

16.5 HEitt

16.5.1 HEftHEEE

Y H WA Y F o DOEHPEEREBIERTEETH 720 (59 Mo A ),

16.5.2 HEittsR

BHRRANBEL 6B NAYF o ANY o AE LT 2mg. dmg % H
RS Lz e &, R . KRBT 0.6%Ki. 527
b RT 1.3%K0, AEITD 2% R TH - 720

F7o, BEBRABE6FICESYNZAYF AN AELTdmg % 1
H 1A 7 H RO L a . REUER DT 7 b R0 Rk
HEIRIEIA S 7 M HOPS F THINZ /R &, H5RT &L L I2HESR
P L 722,

16.6 FHEDEREFIDEE

16.6.1 BkaeEEEE

e E (g2 L7 = 38 ERO 1.5 UL E3REUT) 24
THEIL AT U= )VIIAESRE 6 6l & BHAEN IEW 28I L A7 10—
NVIMEEZE 6B EI NZAFF oAV AE L T2mg % 1 H 17
H BRI S L7z & & B RERE BB 05 7 H H oI ik i
IFBEREIEH E 2L L Cinax T 1.7 1%, AUC TL1.9f5%mR L7729,

16.6.2 FHi&EEE=EE

(1) FFEEEE

AVE IR ZE B 12 6 & S EERER N 6 Bl E 5 N5 F vy
Ak LT 2mg Z BRI E Lz &, A a3 R A
L Child-Pugh grade A ® &% Tl Cmax T 1.3 5. AUC T 1.6 1%,
Child-Pugh grade B ® 8% Tld Cnax T2.7 5. AUC T3.9f5% /"L
7210, [2.2, 7.1, 9.3.1 ]

(2) Frikser==2%E (BEARAT)
FkReRE 2 (IRIT) 6 B & ATFHREIERZ 6 B 1 H 1 [ & xR
SF ANV Al LT 2mg & 7 HEBAERIRG- Lz b &, )
REANDEEI Lo 7210, [7.1 ]
16.6.3 /MR
NRFHEEE I VAT — VIEES (BIR) £ 7y N2y F o
ANk LT Img Xid 2mg % 1 H 1 [MIEAAHTIZ 52 3 [ KA FE
W5 L7z, 8 M 12 BEFIZ 51T B H%5 1 eR 2 o e RSk
DWEFEIZRFEOL BY) ThH-7212,
# NEFRBEEEI L AT - VIERE (BIR) 12BN A8 F
>V A Img XU 2mg %5 1 BER 2 o0 M b AR 28 AL IR
Be = e 1 B B o A R A LA™ (ng/mL)
1mg 22.79+11.34
32.17+17.65

2mg
Ml £ iRk 2 (n=7)
) 5 8 BRI 12 AR IHE
16.6.4 SinE
EHE 6B MBS I A IRES NAYF AN T L L L
T2mg % 5 HESERIHRYS Lz &, MEORWBIRE ST A — 5|2
FIFBO SN o727,
16.7 ZEYMEEIER
16.7.1 BRERELER
M yoORKVY
R ABE6HIC I HIRESY NAFZF AV Ak LT 2mg %
6 HRI AR5 L. 6 HH oG 1 REMRETC Y 7 10 AR » 2mg/kg
%ﬁ@ﬁﬁfﬂ?ﬁ'ﬁ‘ [/7‘:_’ t g‘\ lfﬁ/i‘x 5 F Vﬂ)ﬁﬂﬂﬁ‘:f]{)%ﬁ{li Cmax T6.6
f5. AUC CT4.6 512 5L 7219, [2.3, 10.1 &H]
(@ TVROYAYY
TAEAEER A 18BIIC 1 H4 R A0~ 4 500mg % 6 HHKX
EROBES L A HEOBIZE ¥ N2 ¥ F > & LT dmg 2GS L 72
LA, OHMIEG L LE YN F L OMHE LI Cnax T 3.6 5.
AUC T2.8f512 LA L72. [10.2 =]
@) VIFrVEYY
HVE N 18 B 1 H 1Y) 7 7 » ¥ > 600mg % 15 H R RIE
BOHS L, I~15HEIC I H1IEE Y N2 F > & LT dmg % HFH
BH L7k &, B E L L E Y N2 Y F 2 OISR Cnax T
2.0, AUC T1.3M1C 5 L7 [10.2 BH]
4) 7475—bMREA
PENEREBA 246121 H1RIE Y N2AFF vy a b LT dmg
%6 HEREROHS L, SHE»S 72/ 74 79— LITr L7 4
TaYNVETHEGEHES L&, EYNRYF U OB
(AUC) 372/ 74 7F—=1FCTl.28, 274700V T1415C
FRLZW, [10.2 K]
16.7.2 In vitrosE&
EHNAYF 13 CYP 0 F D€ FIVEE I 5 HERBTIE,
CYP2CO DILED MV 7 % 3 K, CYP3A4 DIEDF A+ A7 10 > DO
BB o2V, T2, EFNAYF 2 DOIFEADOELY AR
FH7 =42y Y AR—=%—OATPIBl "5 LCTEBY) . 7 a0 AR
Vo, ) AURA TR 77y EY K o T AADHE S
7219, [10.2 &)
16.8 ZDith
Y5 NA 5T~ Cadi lmg[FFPIR U E 5 )NA ¥ F ~ Ca i 4mg[FFP
L TEEDER LR 2RI A O A Y RSB A F o4~ (CF
B 24 4E 2 H 29 HAVSEAERIE 0229 85 10 5) | 12D X, €y 2y
F v Ca$é2mg [FFP| % iEMeslz| L UL &, BMEEH»EL ., &
WA [ASE & A S 723,

17. ERFRREE
17.1 BAMRURLMEICET 5558
(GhREHE)
17.1.1 ENEEERREE (RA)
BV ATFO—)VIERYE (REEEI L A7 0— VIERE % &)
ERRE LERRE (CEERILERREZED) T E9NAFF
AN AL LTI HLEYAERE]1~4mg % 8~104 AR5 L 72 862
BIOEFAFIZ BT, MEIRECCER AT bz, $#5 8 HEFD
WL AT 00— VETER 28%, LDL-2 L 25 0 — VKT L 40%.
N1 7)) RIETFERIEEGRT 150me/dL BLEDFERIT 26%Td - 720
BRI BT AMETIE, B L AT O — VKT ERIZIEE RS & ORI
DS NL Do T2e BRI 197/886 B (22.2%) (23805, &
ZEWERE y-GTP 1547 6 (5.3%). CK L5 41 61 (4.6%). ALT
153260 (3.6%). AST L5281 (3.2%) % TH o717,
17.1.2 ENREARSHER (RA)
EaLATO— )VIGERS (FREEa L A7 a0 — VIESRE 2 &)
BRI, EINAYF AN A LT HLEY AR 2mg % 8
B S %, AEBEOKRI L AT — LV iEXEE L. 3A&E (Img.




2mg. 4mg/H) \ZJHEZEF L. 52 8 F THEALT L7z Ao %st
FR30FNCBNT, BILATFO— VRO LDL-I L A7 00—V 4
B FEERITERL, ED%IZ-27.2~-29.1% % 1F-38.8~-40.9%
OHIPHT 52 8 F TR DLE L HER AR & 7z (— AR t M
(03 & D) p<0.001). EITEM X 64/310 B (20.6%) 12780 H72,
FIEAEROBITER X 22 61 (7.19%) 12780 6, FEaEkidse (%)
360 (1.0%). BRIGE. i (W) . ALBEMESSE . RANMRES 2 61
(0.6%) ZTdH o720 MRMAMEIZBE T 28R 54 61 (17.4%) 1278
Ho, CK EA 1560 (4.8%). »-GTP k5. 15 AST F5-4 961
(2.9%) %TH 7219,

(RiFHEI L AT 0O—)VIE)

17.1.3 ENRERSHER (RA)

FEME IV AT a0 — VIIEREIZL, EINRNATF U ALY 8L LT
1 H 1M\ &% 2mg % 8 WIS L. ZDH% dmg |2Hiw L Tk 104
ARG L7zo ARIMEDERRT S 36 BT, BaLATO— VK
CLDL-Z VAT U= VI 4BALSFE R T 2R L. €D%1£-30.6
~=37.0% % 1°-39.9~-49 . 5% O #ifH TEAL I 2D %5 L 72 R D3RR D
S (AR t#E (08 E D) p<0.001). EIFEHIE 4/36 #1
(11.1%) IO 5Nz, HMRERORIERIZ 26 (5.6%) 127205
L ERINERE (Ffro Lo (%), B (ERARE) 4160
(2.8%) THholzo ERMAEMICHETL2EWEMIL 26 (5.6%) ICFEDHS
. WEFNLF A AT VR TH - 7219,

17.1.4 BRSNS (MR

10~15 MOREEE I L AT 0 — VIIESE (BIR) 208512, €N
AFFrHNYyAELTLH ISR Img X3 2mg % 52 JHH%
G U720 BRI RETETHICBWT, LDL-IL AT H— )LD
N—=ATA » &R L 745 8 MM O 12 AR O# Yo% Ll R
M DER, LDL-3 L X 7 0 — VELERO /N "5V [95%1E
BEIX ] 13, 1mg B TI13-27.258 [-34.003, -20.513] %. 2mg # T
13-34.273 [-41.018, -27.528] % & A% 7 LDL-a L A 50— UK %)
HARL (p<0.001). ZOR)HIL 52 M F CTHEFF S N 7ze BRI, »
FTHROLGHETLRO SN h 57212,

17.2 BYHERRFERIAESE

(XiEE 3 U A7 0O—)VIEE)

17.2.1 $SEEAMERE (VR

10~14 BORFEMES I L A 70— VIIESEE 20512, i E 3 Rk 5
DFEE BRI (B #9256 L 72 2ol 45 Bl % & st 94 41
WZBWTC, 52 OB E CO LDL-2 L AT 0 — VELED
SEIE = AR A2 13-23.2%21 6% & A&7 LDL-2 L A5 0 — VKT
EERL (—EAR tBE p<0.001). FORFIMEZETFRD SNk h
o720 BITERNZ 7/99 B (7.1%) (ZFED B, EREIERIZE . Tk
E CK LA%K 28] (2.0%) %Tdho720,

18. EZHEIE
18.1 {EFER
EHNAYF 2 iF, a L A7 a— VESKOHERSE TH H HMG-CoA
WRITBER A FEPUICIHEST 22 212X ), FECToaL AT a— VAR
IHET D, TORKBE, WD LDL 244k 0 5B AMEE L, i 2
5 JFlE~® LDL OHUY AAMEAIZ L ) MR T L AT 10— VAT 5
Bo Fro, M TOERNZ 2L 270 — VERHEIC L Y LR ~D
VLDL G254 L. 4~ 7)) &) RT3 520,
18.1.1 LDL SBHFHEIR(EEER
YNy Fid, v MFEERME (HepG2 M) (28T LDL 5%
28 mRNA OFHZEHE L. LDL Ofi &R, WY Akm, 7K B 4#
BN 7222 (in vitro)s F 72, FELFESGC & ) ARIKAFMIZ LDL
ZEROFBAEIAEL 7220 (FEVEY Mo
18.1.2 VLDL 2ETER
EHINAY F v OREFEGIZ L ) \VLDL- VU 277 ) &) FOBIEHEE
IIRT L7222 (BVEY M),
18.2 HMG-CoA =tEERE=E(EA
I NAFF iz, 9y MFIZzuvy—azlviza®BRicsn,
HMG-CoA 3@ el = FEtAICBHE L. FEMER o ICso fitild 6.8nM T
&> 725 (in vitro)
18.3 AL AFO—ILEREEER
Y& NA 5 F i3, HepG2 Mlfia & w72 BfIc BT, I L AT a— )b
B R AR B U 222 (in vitro) s F 72, RS- L2360
VAT 0= VAR EE I E IR TH 5725 (79 1),
18.4 MIZAEEETIEA
EHZNAYFOROFGI2E Y, ERa L A7a—)b, 14 ) 7
V) FIZEBEICIKT L2Z2D (FVEY b, 4 X)0
18.5 BEEEEN UWIREEINFIfER
EHNASF i, BILLDL &MLz~ 7 7 —Y (w7 AHEK
HSRMANE) 12BWTa L AT O — VI AT )VOER 2 L 722 (in
vitro) o F 72, FRIFEGC & ) FHBINRIEE E 7OV IS BT D NS % 4
FHIR L 7220 (),

19. B ICAET 2IBEEMNAR
—HEBIZTE  EZ N Y F 2 IV AKF
(Pitavastatin Calcium Hydrate)

1b424 - Monocalcium bis|(3R556E)-7-[2-cyclopropyl-4-(4-
fluorophenyl)quinolin-3-yl1]-3,5-dihydroxyhept-6-
enoatelpentahydrate

3 F3 : CsoHaeCaFaN20s - 5H20

5= 971.06

R HE~HEAOR K TH 5,
AE 7 = VIZEFIZ L ARFT Y 2 =) (99.5) 1Mo T
HEIFIZ v,
FiEERIZ T B
M E RO BN D,

n=a S

Ca* - 5H:0

20. RV EDER
T I U —aEHEERGELL CTRET S L,

22. 3
(EYIKZX&F CatiE 1mg [FFP])

(PTP) 100 #& (10 $£x10), 140 $& (14 $&x10). 500 & (10 §E x50)
(EYIKNZA&F Cati2mg [FFP])

(PTP) 100 #2 (108 x10). 140 $& (14 $x10). 500 $£ (10 & % 50)
(EZINRHZF> Catg dmg [FFPJ)

(PTP) 100 2 (10§ x 10)

23. FEk
Castelli WP.: Am J Med. 1984; 76: 4-12
R EE i ERIREESE . 2001; 17: 741-766
WaIFN 7 7 — <A St APER - AW R R
Fujino H, et al.: FEWEREE. 1999; 14: 415-424
Kojima J, et al.: Biol Pharm Bull. 1999; 22: 142-150
Fujino H, et al.: S BEHRE. 1999; 14: 79-91
AR FRRIEESEE . 2001; 17: 957-970
FEFER A BB 28 () xogE: 200345 7 B 17 HAKGE, H
AR 3. (1)
PR AT Sl RIR
FARERAE)
FEZE BB 2 BT 23 EhEE () N a e 2003 4F 7 B 17 HAKGE,
GRS 4. (3))
FRUGH A BRREESE. 2003; 19: 371-379
ENE IAEERER (V3o $E: 2015 4F 6 A 26 HA&RE, CTD2.7.6.3)
SEEET Al BRREESE . 2003; 19: 381-389
Mathew P.: & & #E . 2003; 40: 779-785
SEPCHTEER (2 BT 2 AR EAER () xa e 2003 4E 7 17 HIK
A HEEEEEEAN 5. (2) 1)
16) Hirano M, et al.: Drug Metab Dispos. 2006; 34: 1229-1236
17) ERRREREEO F Lo (V3 8§ 2003 45 7 A 17 HAGR, SR
BEZE 1)
) SFEARRA A ERREESE . 2001; 17: 885-913
) U7 A BRREEZE . 2001; 17: 915-943
20) KATHT Al HAVNER MR . 2020; 124: 1499-1508
) VEFRER (VoNagE 2003457 B 17 HAKGRE, HEEEEEZ A 1.
2) .3)
) Morikawa S, et al.: ] Atheroscler Thromb. 2000; 7: 138-144
) IR Al SERE & G5 . 2001; 29: 51-57
24) Suzuki H, et al.: Atherosclerosis. 1999; 146: 259-270
)
)

03O O W
T o=

©
=

ABx () oo 201345 12 7 19 HF

—
(=]
=

—
N =

—
> W
= T =

Aoki T, et al.: Arzneimittelforschung. 1997; 47: 904-909
PEREBERBHHIER () xage 20034 7 A 17 HAKGE. HIGHERHRZ
A.1. (3)

27) Kitahara M, et al.: Jpn J Pharmacol. 1998; 77: 117-128

24. MERERERUEVEDEE
KA 7 7 —<HRASHL BEMSE
T 155-8655  HUATHSHEFH A X AR 5-2-1
TEL  050-3383-3846



26. BLERTERES
26. 1 §ZLE&JL.TE

M staikk or—o Rt

REREG IXILET 1-4-4



