20234F12H T (G LIR) e —
P & ERRE 872189
HHMHM ;o4
HMG-CoAiE ST SRAEE #l
VAW A28 St
BAERA ESNRREFUHLIYLORARERSE _ ing 2ng
tg , \zg;yc a 0 D % 1 e r 254, ;.:;i;; 228OOAMXOOG327;)10;'521228)20AMX00638000
EF)I\AFF2CaODst 2. '+, :

P " - AFBES | 22800AMX00639000
c9) \199=JCa°0 D 4. "B BB | 2016/F12)]

PITAVASTATIN Ca- OD Tablets

H) EE-EMEOLGEICIVEMRTLZL

2.
2.
2.

B

n

2.
2.

O &~ W

B (ROBHIZEEELLEWNIE)
AN O 3% LIRBUE OBEERE O & 5 B
EERFEESIMEREDH 5 HBHE [9.3.1, 16.6.2%

ruARY CERFEGSTORE [10.1, 16.7. 12K]
BEAR SRR LTV 2 ATREME D & 2 ot R O ALER [9. 5.,
.6& ]

b2

3. 48
3.

-]
g

- R

| AV & a0}
- OD$ELmg [#FHK)

A NRRAHZF Ca
+ OD§E2mg 754K

VA NRAE T Ca
+ OD$Edmg [75HK]

ARy
(15E )

EXRRLF
NI LELT
Img
(AREZ"2H
FUHINT T A

EHNALF
AN AELT
2mg
(RREE 2L
FU BT A

VA RZEF
NI AELT
4mg
(RREZ 2%
FUHN T A

AKFIY 1.10mg) | AF#y 2.20mg) | /KF4H 4. 41mg)
D-wr=hFr—, hUFRaLFL I, (KEHE
tERexyravitro—2, BeFxe. 73
JTNXINARZ Y L—haR)~—E AX7 A8
TNIVBEY TRV UL, ATT VB2V Y

ASIE]

5.3 /NRICEET B AR, DNEOFEBRES 2 VAT v — Vi
DIRFNZ 3 72 i M OB A RO BRI O b & T, AFOEH-
DY LB SN D BFIZOVWTORENE2EET 5L,
[9.7.1, 9.7.25:H4]

5.4 LM CIEBIRE B OFIEILT B L LR TRV ERES LT
WAHDZ EBEEE 2 LRISHT A ARG OBERIT OV T,
URT « RRT 4y hEEELFICEECH TS 28, &
B, EABEERBRICE O TLIBITH T 58 HRBRIT 2D,
[9.7. 15:/]

b. RERUAZE

(Ba L RFO—LIfE)

WE, BACIZEZAZREZF oA T AE L Tl~2mgx1H1
[\ 0595,

7eB. AN, EIRICE D EEHE L, LDL-2 L AT B —/LfaD
ETFAR SRS ITERETX 5, FAKGEIT HingE
TET D,

(RiEtt®ma LA T O—)LIEE)

B #E . RAICIZEZARREF oy T LE LTlI~2ng
Z1R1ER OS5,

7ol A, EIRICE D EEHER L, LDL-2 L AT B —/LfED
TR DRBAICIIEETE 508, KRS BT AngE

A, A7 Tua—A HOEZT@gE [-AY h—b TET D,
3.7 RFOMK ANV EE . L0RRBL L/ NRIZIZE X RNA T F Uy T Ak
YR . YT . o . L ClmgZ 1 B 1B A5G 5,
e oy e zjﬂfi%uklifaifﬁ DN, KK EEIZIB2mgE TE T
& W A THE A~ REAOBEN D 5 (%)
TP A
S8 ODHE Img OD&E2mg OD#E4mg
) = B3 VAT B —VIE O o o
e 5 058 oot FIEMER AL AT B iSE | O o o
— - = R
@ @ OD#HE Img OD#E2mg OD#E4mg
Kl | €2 ATV | EERRE T SRS T L AT B — Ui — — -
oD 1 A4k oD 2 A Ak 0D 4 #k FHEMEE 2 L AT v — VU O ) _
A (oe) 6.0 8.1 9.6 O : AR - by  — : KL
JEE (mm) 2.8 3.3 4.7
B (mg) 80 160 320 1. AERUVAERICEET 55
1.1 FEEDH 5 NG T 558120%, BKEGE%1H Ing
4. EERITZHE L, mRREEREIZXIA2gETET D, £, FEEOH D/

maLARTFO—)LhfE. RiEERE 3 LR T0—)LM5E

5 EER IS RICERET HFE

5.1 AR RRELZEMML, H= L AT v —IE, &
BEEma VAT a— VIETH D 2 & 2R Lz L TARKIOE
MAEEETHZ L,

5.2 FiEME 2 LV AT 0 — )LIMFED 95 HAREHESIRIC OV TRl
AN 20T, BFEESLTESERVEHBI SN SEAD
. LDL-7 7 = L — ¥ RO IEFEMFILE OB & L TARF D
HEBETHZ L,

RICEET 5411,
HE]

L1 KBNS (RYREE) OBEMTEE, RO i iEE
WA ERSNKETHDO T, nglZHET A5A121E, KA,
AT v e PR, AR M OV I 00 RSO, Rl A R IS gi DR
WCHEET D 2L, AR RBRIZB Y T8ngll Lo 51X
R e e OB E A E RS ORBICL VP IEETWD,
[11.1. 1]

1HImgZz & 545, [9.3.2, 16.6.2%

~



8. EELEXRNIE

.1 L UOEa L AT u— VIEREDO LA TH 5 Bk
ATV, HIEERRERR, mLE - B OB LR EO Y
ARY Ty —DBE LT AEETDH L,

8.2 ITHEREMAE 2 GBRLARE L v 12 £ CORICIELLE, Zh
DI EMR CEEICLES) (275 2 8, [9.3.2, 11.1.4%
iy

L3 B H i AR A RIS HRAE U, RIS 5 SOGA
RO LNRWGEEILITBESEZ I &,

L. HEDERZEHTHIREICEHT IR
9.1 &6HE - BEEZEDOHI8E
9. 1.1 EEEGRBRENLH SO PTNEDRENHIUTOES
» FURIRHESREIR TED 5 5 B
CEEHEOER (YA ba 7 —5) XIIFOFBERD H
LR
D 5 ORI O & 5 B
s TN a—VHEBROH D ERE
[11. 1. 12H]
9.1.7 EEHFENEXZZFOBREEOHSEE
EE I E (R, 288) NECUIERT LI ERH
5, [11.1. 7]
.1 BREEERS
L0 BREEICET IBRERREEICREENSROONDIESE
AFE 7 47T — FNREFNE VAT 255, BFE LT E
BRSNS GEICORIHTE 2 &, S BHEE
(bt ) BB AIIE N B & bhed v, L2 5P+
LA, EHMICBEHERETSZEHG L, BRER (R
A BARE) OB CKEF, mMpRORPIA7 e BR
WG 2 VT F =2 EREOBEDOEN 2RO =541
Ebic5a2mil+52 L, [10.2, 11. 1. 1538]
2.1 BEEXEFOBREEOHZEE
BB BAIE DM E G D% < BNEMEREEL T 5EBETH
D, F7. BRI o CAM R B HERE D TE(L AR D 5
nTwna, [10.2, 11.1. 1]
.3 FFREREEAE
L EELGHEEXIEERENDHSIBE
B L2RNZ &, 205 0OBRE TIEIARK O MmIEhRREN L5
L. FWEAORBBEERNENT 28ZN0NH 5, £, FEE
FHEALSEDIBENNH D, [2.2, 16.6. 25 H]
3.2 FFEEREFOBREEOH 5EE
FEEZBEASEIBZNNH D, AFNZEICHIRICS < O
LCERT %, (7.1, 8.2, 11. 1. 48]
.5 i
TR SUTIEIR L CW D ATRENED & % etEic i 5 L2 &y
BESR (7 v ) CTOREM L0535 (Ing/kgbh
) TR TH MR U Mtk O —REHNZ REEI A O FE L 03 ER
BTV, F7-. UHXTOREHREELGRS (0. 3mg/kg
PLE) WCBWTHBIORTRED TS, T Mo
HMG-CoAi® e L E A 2 K EFK 5 L 258 2R R OB A
NMESNTWD, FIZE T, MOHMG-CoAlR Tl E
AT, R3Sy A E TOMICIRA Lz & &, BIRICEXREATE
Bh bbbzt OWERH 5, [2.450]
.6 =2L%
Bh LWz b, BER (7> b)) TR ~OBITHRHRE
INTW5, [2.45H]
.1 INRE
L1 GEBOBHEE IR CK ERICHER T D 2 &, NRTITES)
DOBECHE NN R TREL RDIHARH Y, ik
HobheTWnWEBENNRH D, [5.3, b.45MH]
L2 ERICB W TLORCR ., MEIMZ IV TRl o /NE % %
KGR L LT A e OV 0k 2 RS & U 7= R s 32 )i L ¢
Wi, [5. 3% ]
.8 EEE
BUEANEE LA ICIEBE T 22 PEETH L, &I
AFRBEEENME T LTV 5, BERUEMIE N & b bhed e o
WERDH D, [11. 1. 12MH]

10. HHE{EH
AFNIIFF K7 7 —AP450 (CYP) 12X VIFE A ERH SR
W (CYP2COTh I RE EN D),

w

w

w o

(-}

w

w

W o

o &

R

(7=}

(-}

10.1 BtRAEE (BFALGLIE)

A4 %

BRARAEIR « H & 715

B - fapRIA -

AR v
(hr7Faa
)
(FA—=TF )
[2.3, 11.1.1,
16. 7. 1B 14]

SR 7R e e & 1
2 RRAC I i A 5 o0 B
BRAEELR%BL
I, £, mIEM
DIEGURE AT 5
BEUYD D,

vruaARY T
X 0 ARHF o i F
o oN kEF
(Cnax6. 615,
AUCA. 6fi5) 95,

10.2 FREE (BFRICEES S L)

HH4 % ERAIER « HE 8 715 FEFF - fERRIR 1
T 4T T — FR| B R EALE | WA & b AR
FEFH )RR R RIE S & O | fRIE DS 35 S T
N T g T b, BRAER | W5,

77— & (BB, PR o | fERKF « BHHE
9. 2.1 (|8, CKER, mhk|[ICETIHEERE
11.1.1, 16. 7. 1| O RHFI ATy k[ EIZRFERBO D
2] N2 V7 F | Wb BE

= EREDOBEEED

—aF o e | fE R T

[9.2.2, 11.1.1
2]

Blbz@BOHETE
bizkbGxPIE4 5 2
)

B D56

IV RAFT IV

ARF O ifn P E DMK R
THAHREERH D DT,
AL RAFTIVORYE
%ty eMEE &1 T
KEl G595 LN
ZE LV,

[IE SN RN
Fll D W I AME T
DREREMEN B B,

Ty RAr~wA Y

[11.1.1,
16.7.1, 16.7.2
2]

BT B RE AL & 1
5 BRASCRR MR IE 2 & B
bhadsBZEnNd b,
BREAEWR (AT, B
IR DFBL, CK E&-
MR RP I A7 e
vy B miE 2
L7 F=r EREDOR
HRe D BAL Z RO =85
AIEEBICHES % Pk
THZ L,

Vorrevy
[16.7.1.
16. 7. 2514

PERIZ X 0 ARH D Cpax 23
2. 0f%. AUCASL. 3fic |-
AL OBRERD D,

ERLEANC L &
Fil O JiT i~ o> B 1
ABBHREFEEND
wEEZILND,

11. B4R

WORERNRH LMD ENHDHDT, BIEETHITITV,
BN ONHAICII R 2 Rk 5 7 C Y 2R AE 21T

52k,

1.1 EXGEER

.11 SERRAARIE (B R IA)
B, B, CKEH, MR ORPIA T ne s LR A%
eI DRRHRBIEDR H &b, Ut TAMEEES
DEEREEENRHSDNDZENHLDT, TD KD RER

BHobHAICEIRELZTIET DL,

9.2.1, 9.2.2, 9.8, 10.1, 10.25H]
11.1.2 SF/F— (BHERH)

IR PR . MRERSCEW 2CKo ERE B3 H S bh 5412
FREEFRIETLZ L,
11.1.3 RENTEMEIEEE S A/F— HERH)

WL ST, CKE. J0E % L 22 W Fh SR D HESE . HTHMG-

[7.2, 9.1.1,

CoMIZTTiES (HMGCR) HUIRBEIESE %2 451 & 3 B s N 7EPESE
PEIANRNTF—NHLbNAZ ENbD, £, HHEHIEEZELE
T APNRHEE SN TNDOT, BEORELZHSICBET S
b, B, IERIEIFIR G X0 ENL LN E OWES]
Wb,
11.1. 4 FR8REREE. |E (WO b0, 1R

AST. ALTOZE LW EREZ (LS F#RERES . SR H bbb
ZERHDOT, EFICHEERESOBIZZ +0I12/TH 2
L, [8.2, 9.3. 2]



11,5 MM GHEAE)
MR E OB 2 34T 5 2 &,

11.1.6 FE%MR GHEERH)
REEETH-ThH, FEE Wk, FPULIREE, i XiR s o &
BEDENTHEITHEEEPIE L, BIREERLVECF O

B2 EEZITY Z L,
1.1.7 EEHEAE (BERH)

B E (IRGE, 2H58) NREIELRT L2035
%, [9.1.28M]
1.2 =0tnEHEA

0. 1~2. 0% 0. 1%A HEE AR
I OE ¥E, £ | CAMKE FLBE, I
VN
Maties s - B, B R®E., MERE,
AR IR IR AT TN
Ef, DN, g
M. B, &
K. TH
ik ASTES, ALTE | B YU v E v ERH
H. y-GIPL|2V)v=2XTF T —
5. LDH L5 ¥ EH. AL-P LR
B Mk PR, BUNEH. i
A e A
5.
5 AR CKEH . MW |fHEs, 34708
i ik vy k&
MR | BEE - BHEREK, | 2DV R, IRK.
LU, OFEW | AR
1k 2 ifn. /N A BERL
R E i BRI
D IR EREE % |
HIMERE L, 7 n
TV bR, 7 —
I A FRER DB
P4y FAIRTRY | T RAT B UK
KT T, T/VRAT R
v k5. ACTH 5,
a)FY—)v EH
Z DA, EERE, PuEbT | Bh . TR, R\ BiE
RO YR, 1E T,
BAfEim ., wIE. %
i, IRobsox,
FPAR., SR M.
JRERE E 5. fiEK
EH MIEP RS-
WAL R AR
L) FEBUEEEIL D S 1 $E DGR F C o i PR EER K& OV F Ak

BERAAEICHSL,
e ”ﬁﬁﬂﬁ%fh@Hu%EF%ODT EMENH D DT, BEE+
FITATW WIS UG EHRIET DI &,

2)

\\

14 ERLEDZEE

14,1 FRFIZHHOEE

14.1. 1 PTP @I D FKAIPTP > — Mb)%ﬂj( DIHLTIRHTA LD
452 L, PTPY— hO#EKIC oSS AR
E~HIA L, B iﬁ%%k_bfﬁ%ﬂ* D EE A OHE
EHETHEND D,

14.1.2 KANTFO LICOFCERZRE IS ERETL700
KA LTRHFEETH D, £/, KTRHATAZ L TES,

15. ZDDEE

15. 2 JERGPREABRICE D < 15k

A X O OFKERR (3mg/kg/BLL EA3 5 HH.
L%uwﬂﬁ)féﬁ%@%ﬁﬁ%w%ﬂfw7
@y (7w b, F) IZBWTEHRD STV,

1mg/kg/ A LL
SN (1)

16. B RE
16. 1 MAARE
16. 1. 1 £YEHRSHEFER
(B H RAHF 2 Ca « ODFEdmg [H54K))
VX RNAHF o Ca - ODEE4mg [#5hK] & VU N2 0DEE4mg % 7 1 A
F—N—IEIC LD FNERIEE (EXANRXF UL TN
L Cdmg) #EEEMRA T TICHEAHEEIR DG (K7 L CIRA K
OUKTIRA) LT REBLERREAZRIE L, 5 o3y
FAE/ T A — & (AUC, Cpax) 12DV TI0%(E HE X [BVE I THEEHE

Hr& AT o 7255, 1og (0. 80) ~1og (1. 25) DHIFANTH v | [HiAl
DY RSIE D TR S iz2),
— /K72 L CHRA —
#16-1 FEWYENHE T A —F
VBT A—H BENTG A—H
AUCo-72 Crax Thax tise
(ng+hr/mL) | (ng/mL) (hr) (hr)
CANRE Ty 200. 9 66. 1 0.95 11.6
Ca * OD§E4mg [54K) +60. 1 +27.0 +0. 49 +3.7
. 207. 2 68.6 1.03 13.3
1 X Lo
Y 73 7 0DfigAmg +68. 7 +30.1 | +0.40 | +3.9

(Mean=*S.D., n=22)
(ng/mL)
90

—@— EH/\RHFCa- ODFE4mgl &BHK ]
-——-O-—1)/\O00D%g4mg

Mean=+S.D., n=22

80 |
70 |
60 |
50 |

a0 Lt

FREELHEN N TR

30

20 1},

0 ‘\
0 2 4 6 8 10 12 24 48 72
&5 %O (hr)
X16-1 Ml e 2 S22 F L RE
— K CIRAH—
#16-2 JEPEHEE T A —H
HENT A—H BEINT A —H
AUCO*72 Cmax Tmax ti/2
(ng+hr/mL) | (ng/mL) (hr) (hr)
EHARAATF 270. 8 86. 8 0.75 13.2
Ca - ODfEdng [454k) | +106.5 +34.9 | +0.30 | *4.5
. 264.7 86.9 0. 77 4.1
1 Q k7
JoxwObigdme | 000 | 4347 | +0.47 | +3.5

(Mean=S. D., n=22)

(ng/mL) -
120 —@—E#/ARAFCa- ODfE4mel &k
[ -—--O-—1)/\O00D#g4mg
Mean=+=S.D., n=22
100

©
o

[=2]
o
T

FRHRE W NS, e R R

N
o

0 A

JM

24 48 72

10
5% DB (hr)
X16-2 MEf v 2 N2 HF o RE
M5 PR B I ONCAUC, Crax®ED /8T X —F 1%, BB DR,

0 2 4 6 8

PRI DER I 1% - P23 &

e

FER S DORBR SR K > TR D ATRE



16.3 49
16.3. 1 EEHEAEE

EH N2 ZTFoomEERA/BERTES <, B MR O%E
MiE7 V7 2 2 T99. 5~99. 6%, 0.06%t b o (BEMEREE B T94. 3
~94. 9% T -~7-3 (in vitro),
16. 4 X35
16. 4.1 FRBHRER

EHNRAZF L, KN TT 7 bR~ 8b, D BB
fte ¥/ UV VBROKBIELEOIZ V7 0 BgHH0EX T Y 4
AL Z R Eni=D D (Ty b, UHF, A X),
16. 4. 2 mh R URBPRHEY

RN B 2NN 2 F o E L2 %, kT TlER
AR R OERBWTHD T 7 b ARDRRED I, %m@@ﬁ
B L LTS m o BRSO KR (LR TN ER

b, RAETIIRENRE, 77 bk, TeRkug s b
IR, SRR K N2 B OREERZ TN H T NICHRD
%ﬂfzb) 7)O

16. 4.3 REEE=R

B RAZF UL, B MFI 7Y —aE A0 RERRICE
WTHTNITRE S HL, FITCYP20IIT L v 8ATKER (LA Z 4 U
723 (in vitro),

16.5 HEftt

16.5. 1 HEftfRRR
X NRAHF DT T DR
r, A X),

16. 5. 2 B3R
TR N BHERHIZE X NAZF BT A e LT ong.,
dmgZFHERE O Lz & &, JRPPEERITELS . REMIKT
0. 6%AKTH. 727 M ARTL %KM, AR THARME TH -T2,
F 7o, MR A B HE6HIC t“é?/<x§77’=/77/uyr7Ak L T4dmg
Z1R1E7TAMRER DS LSEe, REEKERT 7 b
RO JR PR R i%)]@ﬁ%?@ﬁ@&%iﬁ@bu%T‘sT\ &
BAET L LIRS LTS,

16.6 BEDEREZHTIEE

16.6. 1 BigpefEERE
E’z% EfEE (MiG2 L7 F = FLUEfE LR 1. 5f%LL E3fFLL

) AAETAHE 2L AT v — L ME B 6] & BHERE N E 7
F%:t L AT B — VIIERZFHICE X NALF AL T AL
L ComgZ 1A 1E7 AR ER AL Uiz & & BHhReRERE
O 5TH B O AR TR EE IR T L Crax TL. 715,
AUCTL &R LY,

16.6. 2 FFiSEEEES2E

(1) FEEEE
SME TS B 1201 & S E R A 6B &2 N A2 T
BN T AE L Conga BEROKRSE Lz s &, mEhEEx
AL AT LChild-Pugh grade A® 3 TiXCnax CL. 3%,
AUCTCL. 6f%, Child-Pugh grade B0 HFE TlECpay T2. 7%, AUC
T FEAER LI, [2.2, 7.1, 9.3. 1]

(2) FrigpelEERE (BERART)
frtsnrerEsE B (IRNART) 661 & ATHEREIE % & 6511 A 1E & 4
NRABF RN AL L TC2mghTHBREROKE L &

BT PP CTH 72D (T

., EBYWEE~ORBIT VAoV, [1. 18]
16.6.3 /MR
INRFERMEE 2 L 2T a— VlERE (BIR) &TElic e Z

ABF AN TN E L’ClmgXﬂing%l A 1= AR 5208 [

ﬁ?ﬁ%u&%bt S FE X 12 REIZ F5 1) 2 B 5 1REE % o if.
PR REARDREITRED LY THo7212,

2\%16 3 NEZEENEa L AT e — VIESRE (BR) 1IcBT

HEHZNZAZF I Almg X 2mg #5144 o (i o

RIS

Beh b B 1 % O A F R ZAL AR E™  (ng/nl)
Img 22.79%11. 34
2mg 32.17%17.65
1) 58k 3T 12 R L E TEE R HE(R 2 (n=T)
16. 6. 4 E#E

EEhE S & IEEEESHINCIA LR B ANRZF N T AL
L C2mgx5 HMRERAZE L &, WEEOEYERE T
A—HICHETBD N9,

16. 7 EYHEE%ERA
16. 7.1 BREREAER
1) YoazrKY

fRHERR A BB I H A E X ANAZF I A e L Tong
ZOHMKEROZEEG L, 68 HORE1IERRNICY 7 2 AR Y
Vomg/kgEB HEIROKLE Lz L&, X NRZF U oMEiR
JE 1 Chax T6. 67, AUCTA. 6fFI12 L5 L7219, [2.3. 10. 15H]
() TyzrATRADY

S E AR A LSBIIC I H4Bl= ) 2 1< A 2 2500mg %6 H [fX
RO L, AHBOFICE X RAZF L L Ting & (F
HlLlbE, BB E L L2 "2 % F o ofifEp e
Cnax T3. 61, AUCT2. 8fFIC ERH L7219 [10. 28],
3 VorrEYY

SHE MR A 18BIIZ1 B 1A Y 7 7 > B 2 600mg % 15 H [E] X
EROKEL, 11~1 IR EZ NA X F & L Tdmg
FOFRES L- L&, BMEE LI L E X AR F o miEd
PRI ECpax T2. 0FF, AUCTL. 3fEIC EH- L7219, [10. 28 11]
@) 7247F5—FREH

SENEER A AT LA IE E X RAXF A AL LT
imgZ6HMKERNELE L, SHAMDL 7=/ 747 F7—F X
A7 4 TV ETHRPAR G L&, BN RETF
COMBERREE (AUC) 7=/ 7475 —FTL2E. 74
747 aVNTLMEC ER L=, [10.250R]
16.7.2 In vitroRB%

BB RNZRF L NICYPHS FREDE T VIR T AL ERBR T
1%, CYP2CODIEE D MV 7 % 2 K, CYPSMODIEEDT A b AT
0y ORBITHBE L 272919 £, BERREZF O
FFIE~DOB Y IARICHET =A > T > AR —F —0ATP1B1

(OATP-C/0ATP2) MPHELCEBYH, ¥/ rARY >, = An
AN T BV THRYIARDILE SN

7217, [10. 2]

16.8 =Mtk

(BHNRAHZF Ca - DEEImg [HAK), BH XA X F L Ca » ODEE
o2mg [H54K)
B2 XA ZF L Ca - ODEEImg [HHA] RO X NN HF 2 Ca -+

OD#E2mg [ AKR) 1%, TE &R 5880 BERRA O A4 Y1) [F
EEMERBR T A N T A ] (FR244E2 A 29 B A BEAH A 580229
H105) ICHESE, BHNAZF L Ca - ODEEAmg [k &4
WA & Uiz & & WA E UL EWRNICFES & A7
En7=?,

17. BRERREAR

1.1 B3R UREHICET 5

(ZhHEFaE)

17.1.1 BN ESEREKBHE (FBEA)

ma L AT u—/VIERE (FiREE 2L AT 0 — VIESRE
Fate) AL LEERRR (CEHEERLEERREZ ST
T, BEEZANAZRZF U AL T AE LTLHLIESY B ~4ng4 8
~ 10438 [ #5- L 72862 DAEFH AT I BV T, MG IR B %)
BARD LN, BESHFEOR 2 L AT 10— LK T (328%,
LDL-=t L 25 m— )UK FE1340%, VU 27U & U MK TR
571 150mg/dLEL L DIERF] T26% T > 7=, s (28T DRt
TiX, Ba L AT7Fe— MR TRIIFEFHE & ORIZETRD S
Nienot=, BIEMIX197/88661 (22.2%) 12788 S, Efiéﬂ
YERX v -GTP 54741 (5.3%) . CK L5416 (4.6%) ., ALT L&
325 (3.6%), AST L5281 (3.2%) ZThHo7/19~2),

17.1.1 BREHEESHEE (RA)

AL AT n—/VIERE (KRS = V2T v —) Ve RE
BET) BEXBIT, BIANRRZF Ny AL LTIHLIESY
Athomgw SHMB 5%, GABORa L AT o — B2 EE L,
A& (Img. 2mg, 4mg/H) [CHEZA®E L, 521l F Tk 5
L7z, BPEDOEIHMLRIIFICENT, aLATe—L K
OLDL-2 L AT 0 — V4B O HERE T2 R L, £DH%IT
—27.2~-29. 1% K (’-38. 8~-40. 9% D i TH2IH £ CTE A2
ZELEHEPZRD b (—ERRE (0 & OLE) p
<0.001), ='IJ1’Eﬂ1zi64/3101§J (20.6%) RO BNTZ, Eﬁﬂﬁﬁ
WORIER Z2261 (7.1%) IR DI, EREREIBE (K
3B (1.0%) . BRIETUHE, A (W) . ALBEMERIZ. EE#I BREAY
%oB (0.6%) EThHol, WKMAEMITE I 2 EIERH X544
(17. 4%) _uh&)bn CK L1561 (4.8%), v -GTP_ L&, IMiE
AST B5F--901 (2. 9%) & ThH-7-2%,



(RiEtEEma LA T O0—)LInfE)

17.1.3 BREHEEEE (FBA)

FEMEE T L AT a— VIERFIC, EXNRZF ALY
L LTIALEY B#o2ngZ 8 L, T OHknglIi & L
TR0 L Uiz, Ao EFHRIR36FIc VT, &
IV ZATFE— L RULDL-2 L AT u— L4l 68 5K T
R L, EO#%KIT-30. 6~-37. 0% % N-39. 9~-49. 5% D HiH THF
WRIMORE LIEHEBARD b (—HEAURE (0 & Dk
#) p<0.001), BIVEMIZ4/3661 (11.1%) Z@BH BN, Bl
FAER O EIMER X268 (5.6%) IZFED HAv, FEMRIEH R R
(FFHEOLOR (). MR (HEAHRE) #1461 (2.8%) T
Holz, BRBREMICET 2RIER A (5.6%) (7D L,
WFR LT A RAT RV TH o722,

17.1. 4 EREIAERE (MR)

10~ 15D FE M mE = L AT 10— )VIIERE (BI) 2513451
B R NAEZF o Fp 7 A LTLH 1EEA AT Ing i 2mg %52
MG Lz, A% ORI R4 BETHICB W T, LDL-22 L
ATB—=VDOR—=RAT A B L L REERER N2
B DM 0 IR UHIE R 33154 \V@#% LDL-=t L AT 11— L2
LR OF/N T [95%FHEXME] X, ImgffTIX-27. 258
[-34.003, -20.513]%, 2mghf TiL-34.273[-41.018, -27.5281%
EAERDL-2 L AT r— VKRR EZRL (p<0.001), =0
ZhALIT52 £ CHEFF S NTZ, RITERIE. WThoEEHETHR
B HNIRD 01212,

17.2 BERFTRIAES

(RiEtEEa LA T O—)LIfE)

1. 2.1 HEEARERE (DR
O~ OFBEEE 2 L AT o0 — VIEBRE MBI, RS
MG ORFEME A RRERE (2FRE) 2350 L7z, 45
Bl % &g oABC BT, BEH-RID B ik BlIEZR I £ CTOLDL-=2
L AT v — VEALR O T SRR 721323, 2221, 6% & A
72LDL-=2 vx%m~w1fwiﬁ%%/?b< FEAR LR Ep<0. 001) |
ZORRIC W bl ho T, BITERIXT/9961 (7. 1%)
;uu&b%n ;afmllf’ﬁﬂd PR . IFREE . CKEF %24
(2.0%) &ETH-o7220,

18. FExhEE

18.1 R
X NZAETF T, :VXTDﬁWEAﬁ@ﬁ HKEEHE TH D
HMG-CoNiR LR A FEHIMICPE T2 2 LIk v, FTo=
vx%n~wéﬁ%m%?éo%w%%\ﬁmmméﬁww
FEHAMEME L, M2 S Pl ~DLDLO B W A ML X 0
MR L A7 e — A NMETT 5, £/, FFRCTORFRN 2=
VAT v — LA RRLEIC K0 g ~DVLDL W A3 L, i
LY 7V RMETI 520,

18. 1.1 LDL2AARBRREER
VX NAZF 0L, v M ESEMAE (HepG2ilfa) 23\ T
LDLEZ R EmRNAD R B 22 L, LDLOfSE AR, MYV iAAE, 7

SYFREENEIIN L7229 29 (in vitro), £72, HOEGICK
D HERFICLDLEZ B DR B EZRLE L7230 (BT M),

18.1. 2 VLDLY s EF4EH
EHNRZAZF U ORAFEICEY, VLDL- MU 7 U &Y K4y
WIIEBIAR T LY (ELEY ),

18. 2 HMG-CoAE B RIEE /A
EANRZEF L, Ty MF 7Y —axAnERBRicEs D
T, HMG-CoAiR TBEE 2 HEFIANICRLE L, LEIEM D ICsfEIE
6. 8nMTdH > 723V (in vitro),

18.3 aLARTFO—LAREHEEER
B2 N2 X F U, HepG2ffilaz W= BB WC, 2L R
T — LA R & IR AR IR L 722 (in vitro), F7-.
BO®BE LA Da L AT o — LA R EVER A RN
HTHh o730 (T v ),

18. 4 mM¥TEHEIETHER
EHNRAZFOFRAGICEY, M a L 27—, [
RV ZU Y MIZABIIETLE. 3D (21rEy b, A
X),

18.5 BEERRUNERENGIER

B RZAEZF T, BILLDLEZ AR Licv a7y —Y (v A

HAER I SRRAIID) 1B\ T a L RAT B — L= R T L O ERE % ]

L7232 (in vitro), £7-. KOG L0 HBERET LIC

BT D NIAEIE 2 A Bl U723 (T3,

19. RS BT SEIEFHHMR

— x4 R RRZF I AR (Pitavastatin
Calcium Hydrate)

fb524 : Monocalcium bis{(3R,5S, 6£)-7-[2-cyclopropyl-4-
(4-fluorophenyl) quinolin-3-y1]-3, 5-
dihydroxyhept—6-enoate} pentahydrate

4713 1 CrotlsgCaFaN20s + H5H20

- 971.06

R BE~MEEROMERTH S,
A B )= MERIFIZL L R4 7 — (99.5)
IZARD TIETHIZ K W,
BB\ T D,
FEERZTENRRD BN D,

(b

Ca?* o 5H20

20. B dR UL EOER
201 BAEITIWR S TRIFT D 2 L,
20.2 703 v m — B I L CRIET D 2 L

2. %
(EANREF>Ca-
1008 [108E (PTP)
1408% [148E (PTP)
5008 [108E (PTP)
(ERNRAZFCa-
1004E [108E (PTP)
1408¢ [148E (PTP)
5008¢ [10%E (PTP)
(ER/NRRBF>Ca-
1008 [108E (PTP)
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