20234F12 HGET GBI

Br & BRRT

AXHR - 34

HMG-CoAsE ST REAE

VAYoE Av=8 S

BAERA EANREFUALIILE

EFINAFFICast 1. 5.
EFINAIFFICast 2. &+,
EFINAIFF2ICast 4. &+

PITAVASTATIN Ca Tablets

BAREBRSEES

872189

Img

2mg

ERES

22500AMX01698000

22500AMX01699000

AR5 RAMA 20134E12H

4mg
22600AMX01181000
2014412 H

RES
ARITRAsE

H) EE-EMEOLGEICIVEMRTLZL

1LEE (ROBEHEICEEBEELGELNIE)
2.1 RHNO Rk VIBBUE OBEERE D & 2 B
2.2 EELIRE X IMERAEOH S HBHE [9.3.1, 16.6.2%
]
.3 vr7ax R sERGTOEE [10.1, 16.7. 15/]
2.4 T XO3ATR LTV 2 RTREME D & 5 2otk e OMZ #LAR [9. 5.
9.6 ]
3. #HRE - MR
3.1 48R
A EARAETF Y | BARAATF LV | BHRALTF
RIER | Cagiting T456K) | CabiEomg [#5HK) | CafiEdmg [75HK)
VA NAEF EANALF | PAV & & 2N
HNYTRELT| ANV TLRELT | Iy TLELT
HIRESY Img 2mg 4mg
(18gH) (AR A"2% | (HREZA"AZ | (HREZAAH
FUANTYTL | FUANVTN | FUHATTA

JKF¥ 1. 10mg)

JKF# 2. 20mg)

KFH) 4. 41mg)

LK, &
Fefxv7nvy
ke — R
WibF4 . o
AN
L, fREHLE
Fexv7nmy
e — &

LB KR, &
M= = e
JLrra— A&
iz, =
ek, oA
[N AT
KEHEE M
X 7u btk

HpE KR,
Fexvrnmy
Lt ma— A
LT, =
TRkgk, oA
LAy AV
KE#HEE Mo
X7t

AN — . _ _
ATFT Y Ui~ | ae— A AT | )ba—RA, AT
TRV A, B | TV VBT T Y VR TR
FrAog—R |VYUA BB |VTA BT E
STV N) T | An—R, s T |ABn—RX, /T
F, GBI VBN F| BN =T
b A%, v |v, Gk BV, &K BRI
FoNm Y TAF, AN | rAFE T

2aN=av ZaN=27
3.7 BHE DMK
Wiz, EXNRAZF U | EANRNREF | BENRAETF
- CabiElmg [H5AHK) | CabiE2mg [#5HK) | CabEdmg AR
S PRV FIFRAD 7 4 7L 4
7 a—F 4 U TkE a—7 ¢ T
B =) T TV ERA REN
y 4 (A 33
sl NN EISNIGION
KEFTR/ | CERAEF | EENRARETF KRVLT5
Wl a— K 1 A 2 Ik

[E A% (mm) 6.1 7.1 8.6

JE & (mm) 2.7 2.8 3.8

' (mg) 85 127 251

4. ThREX [E3h R
maLARTFO—)LhfE. RiEES a3 LR TO0—)LM5E

5. ShEE XN RICRET 5EE

5.1 AR H SRR ELZFEM/ML, Ml AT e —/VIE, F
BrEEa L AT a— VIMETH D Z & 2R LT L TRF O
MEBETHZ L,

5.2 FERMEm 2 VAT v — VIUED 5 B AR EHEAEIZ OV T
FARBRR 2V T, BE LR ARV LTSN BED
Fr, LDL-T 7 = L — v A O IEIRYRIE O fidh & L CARFI O
HAEBETHZ &,

5.3 NICEET 28HAE. NEOFEMER 2 VAT v —)L i fE
DI 7203 R OEBR &2 FFOERTI O b & T, RFNOE G-
NG LS BEICONWTOLEAEZET D &,
[9.7.1, 9.7.25HR]

5.4 LM TIEBIARE B OIRIE T B & LR TEWEREINT
WAHDZ LB E 2, LRICHT ARG OBERIZ OV T,
VAT « XX 7 4y FMeEBEB LBICHEEICHIBTLZ L, 72
B, BABEKRRBRICBW TR RIS T 5 6 HRBRIT 2RV,
[9.7. 12R]

b. RERUVAE

(B L RFO—/LIE)

W, RN EZARRZF oy hE LTClI~2mgZx 11
B OEST 5,

7ol A, FERICE D EEHERE L, LDL-2 L AT 7 —/LED
ETFAR TSR ETE D2, ARG EIT HingE
TET D,

(REEEa LA T O—)LIfE)

A L, RN EZARRAZF oy A E L TI~2ng
ZIHIERO#&S 35,

728, i, ERICK VEETHERE L, LDL-2 L A7 a1 —/LED
TR DR B A ETE 58, KA EIX HngE
TET D,

AN EE . L0 A B/ NBITIZE Z AR REF Uy T Ak
L ClmgZ1H1ERRO#KET D,

2B, FERICE D EERIR L, LDL-2 L AT o — /LEDK A
ARG ETE AN, A EIXIH2ngE TET
)

(%)
IDIN
$E1mg $E2mg $E4mg
2L AT a—LIisE O O O
FIEMR 2 L AT v — /LI O O @)
NG
$E1mg $E2mg $E4mg
B L AT a—/LIME - - -
FIRMEE = L 2T 0 — LV ILE O O —
O : ARHE - HEDY  — &KB L

1. AERUVARICEET X8
1.1 IFREED & BN GT 256123, a5 8% 1H lng

L., mAEEGREIFIA2gETET S, £2, FFEEOH D/
WICBET 2858121k, 1HIngz & 54 %, [9.3.2, 16.6.2%
i<y




1.2 RANG#EL B (RHRGER) OInctiv SR R e B
WMAERLRHEGATL0T, mgllET 2H AL, CKEFA-
IAT VIR, AR O O R B ARAE B SRR R
WCHEBT D2 &, AR RRBRIZB UV T8mg b L% 513
B e R OB A FFROBBIZ L O Pl S TnD,
[11. 1. 1B]

. EELEXRMIE

.1 o UdEa L 27 v — LMSEIGEDERTH 5 EEwE
ATV, HISEEIRESC, mILE - WES OB ORED Y
AT 77X —DBRLFAEETH L,

L TRERERR A 2 R B BRAARE XV 12 £ TORICIELL E, Fh
DB E A CEEILES) 129795 2 &, [9.3.2, 11.1. 4%
]

L3 R R A E RIS L, RIRICRTT D UGS
RO SNSRI S ERIET D 2 &,

L HEDERZEIIBREICEHTHIIE
8.1 &6HE - BMEEZEOHIBE
9. 1.1 ESTRBRELH SO LT VL ORENHIUTOESE
» ORI REIR FRED B 5 B
CEIETEORR (YA hn 7 —%) UITORIEED H
LBE
= SRAME O EE OO B 5 BE
s TN a—VHEBEOH D EBRE
[11.1. 12H4]
9.1.7 EEGENEXZFOBREEOH SEE
EE M E (R, 258) NECUIERT L L8 H
5, [11.1. 7]
.1 BRmEESRE
L0 BREECEYT ABRKRREEICRENROONIEE
AR 7 477 — N REAEIHT 2H5EI121%, BE B
BN SN D GEICORIHTE 2 &, A EHEE
b % £k 5 BUHRMRIED & & bned v, L2505
LA, EMMICEHERESZEM L, ARER (TR
. A OB, CKEF, mMPRORPIA ey 5
WNzliE 7 V7 F = ERSEOBEIEDE A ZBO 51X
BEbHlicEkGadikd+s 2L, [10.2, 11. 1. 1B8]
.1 BEEXZEOBEEOHSEE
BB BAIE DM E G D% < BNEMEREELZ T 5EBETH
V. FE7. BB REMRE IS o CAM R B HERE O AL AR D 5
nTn5b, [10.2, 11.1. 158R]
.3 FFREEEERS
L EELGHEEXXEERAEOH 2 8E
BE LRV L, 26 OBETIEIARROMIEFREN EF
L. BUWEHORBBEENEINT 28NN H 5, £, IFkEE
FEASELIBZENARSH D, [2.2, 16.6.25R]
3.2 FEEXEFOBREEOH 555
FEEZELIELIBEZNR S D, AANLEICHIBEIZZ < o
LCIERT %, [7.1, 8.2, 11.1.4&R]
9.5 &
TR IR LT B ATREMED 3 5 PRI IE R 5 LR 2 &,
YRR (T > ) TOREN L ORI 5HER (Ing/kgbh
1) B TOMBRTUT 0% O — BRI BB O SE 1S 0558 60
LTV, i, U X TORBEHEEGRE (0. 3mg/kg
b)) W THEMOFERRBD LN TS, T v Mo
HMG-CoATR T K L E K 2 K&k 5 L= 5A IR L OBk &1
NMESNTWD, FIZE T, MOHMG-CoAlR Tz L E
AT, R3Sy HETORIZIRA Lz & & IRIICHEREG]
BhH bz L ORERD D, [2.45H]
9.6 5w
BH LWz &, BER (7> b)) TR F~OBITHNHRE
IRTW3, [2.45]

w o

(-}

w

w

9.7 NR%Z
9. 7.1 EEBOHEME, CKERICERE T2 &, /NETITES
DOFEERCITRIE NN R TREL RDFERDH Y | FHEEN

HobhLTVnBENRH 5, [5.3, 5.45H]

12 ERNIZB W TLORCRT ., WEIMZ W TR /N % %
KGR L LT A e QY22 0k 2 RS & U 7= R s 3 )i L ¢
WRu, [6. 3]

w

9.8 SEE

BIWERADNREL LIS ET 2R EERTH I &, —RIC
AEFRREREAME T LTV D, BRBUIREAZEIE N & Db e o
WENRH B, [11. 1. 158]

10. 8 E4ER

AENIHFF 7 m—LP450 (CYP) Ik iz A CRBENA
W (CYP2COTh TR E D),

0.1 BFREE (#f

ALENI &)

A4 S5 BRI - 8 1R TPy - fERRIA 1
VIRARY Y | RWEEREELEE| VI e AR UiT
(P74 = | DOMBRESOE | X ARHA o Mg
>) ERAEELAEBEL|R E N £ H
(RA—F L) RV, Flo, BHEM | (Cnaxb. 615
[2.3, 11. 1.1, | OEEHMENHEIMNT 5 | AUCL 64%F) T 5,
16. 7. 12 ] BENWR®H D,

10.2 FREE (8f

RAIZEET S8

R4 ERAER - #8515 B - fERRIN 1
T4 77— bR | B SRR AL & R | WA & b BB
JEH IR ERIE N S b | FREN MG S h T

NPT 4 T et BRER| WD,

77— N (AW, B o | fEBRE T B
9. 2.1 (|%Bl, CKEF., ik |B3 % EHKKREM
11.1.1, 16. 7. 1| ORP I ATy L[ ITRFERBD BN
Z ] B ICigE 7 v F | Dl

= FREOBEED
=27 R LT A3 | EIRET TR
;;%&ILL1%K&5%$E¢5: oY ae)

Eo

AVAFT IV

ARFN O i AME T
THAREMRH DD T,
albxAFIIvroks
oz o1 T
A eES 5 Ln
PE LU,

AR # 512 &0 A
Al O DK T 4
DATREMED B D

TR~ AT
v
[11.1.1,
16.7.1, 16.7.2
2]

=8 CAE L R (g R
D REK AR mh iR IE 28 B B
bhasxThndd,
B RER (A, i
TR OFEHL, CK 5,
MHPERORFIA T 1
= B RO IR
L7 F = EREDOR
FEHRE DAL 2R D 1=
HlEE b E % F Ik
T52 &,

DR A SV <%
[16. 7.1,

PFRIINE & 0 AN D Coax ¥
2.0fF, AUCASL. 3fiC |k

16. 7. 28]

FLICLDWRERD D,

EFREFEANC LV A
Fil O I i~ o> B 1
RABRREFEEND
hEEZLND,

11. Bl¥EF

WORERRH LMD ENHDHDT, BEETHITITV,
BN ONHAITII G 2 Rk 5 7 Y 2R AE 1T

52k,
1.1 EXGEER
.11 B ReR

fE (JHEERHT)

B, B, CKEH, PR ORPIA T ne s LR &S
eI DBRHRBAEDR H &b, Utk TAMEEES
DEEREEENRHSDNDZENHLDT, TD KD RIER

BHobHAICIRELTIET D2 L,

9.2.1, 9.2.2, 9.8, 10.1, 10.2%H]
.12 S2ANRF— GHEARH)

[7.2, 9.1.1,

JRER R, HRAERSCEH2CKO LH RS b GA I
G EFRIETLZ L,
11.1.3 RENTEMEIEEE S A/F— FHERH)

WAL ST, CKE. J0E % LD 22 W Fh SR D58, HTHMG-
CoAiTrlEF (HMGCR) HUiRRHMESE % ¥ & ¥ 2 oy M FEMESESE
PEIFNRTF—=DHobNDZEnB D, o, HEHEFIH%LE
BT ARNRMESNTNEDOT, BEDRELZ H5ICHETD
b, B, IERIEIFIR 5 X0 ERL LN E OWES]
Wb,



11.1. 4 FRBRERESE. BE (W b0. 16

AST, ALTOZE L\ EREZ1E 5 JIF#RERES . BN H bbb
ZENRHDOT, EMHICHEERESOBIZRE +H0I21TH 2
L, [8.2, 9.3.28H]
11.1.5 M/ (BEEARE)
MRRES OB EZ 512475 2 &,
11.1.6 FIE MM GEE )

B ThHoTH, FEE IEuk, PRURRIEE, s XHR 5 w55
MR NG EZ R IE L, BIBRERLVE CAOE
HEDMYRAEETTH 2 &,
11.1.7 EFEMHEANE (FEARP)

FEMIEE (RGHA, 258 NREIE(T 03
%, [9.1. 2]
1.2 =OtDEHEA

0. 1~2. 0% 0. 1% HEE AN

T EUAE ¥, XOE | CAWE FLBE, I

GRESE

G5 - ol

PRI

Wb H¥%. Wb R,
W N M
ERL, AN, IR
M. BERAE., &
#K. TH

[ 8 SO S = A
2 VT AT T —
Y E&H, AL-P LS
BEPR. BUN E&-. I
Hr7vrF=r_=~Lt
=

RES N
vy k&
b, IRK.
EN
/NI A ERL
R i ER
B AR ER I % |
HifmEkEL, 7 n
TV ER, 7 —
L ARBR OB AL
TR AT a %
T, 7NV KRKATm
v b&H ACTH LS
a)F ) —)v R
B, IR, K
JEER., 1ETH .,
B, ZE, &
i, Robbox,
HPRAE., R M.
PRIEEME E5- MK
5. MmiEP EA-

JF ik AST B5-. ALT k£
2. y-GTP L

5. LDH k&

P i

Yo

CKES. M
I Wi
SHYm - BHEK.
L%, HFEWN
E=yi

ﬁ‘%‘g\\]ﬁﬁ) ] N A=

FEtR PR RE R

Mg

A PaRlA FARNATR Y

ey

Z Dft R, Pk

RO

JhiE

BRILSELE | AR

TELD) FEBLMH L (KGRI S C oD B PR BRI M OVl H Rl A L 0
<5

12) BESUTRLARAE O BBRAER O W REMER B D D T, Bl A+
ATV, BEIZIS CREGE2TIET 5 2 &,

14, EREDZEE

14,1 FFIZMHBEOEE
PTPELEEDIEANIPTP Y — M B ED U TR 2 & H 484
52k, PTPY — R ORRARIT &0 o B VG A8 0 A ARG I~
AL, FITIFZEAE R Z L THEBRINA % O EE 2 & DHE 2 0F 5%
THZERD D,

15. ZDDFEE

15. 2 JERGPREABRICE D < 1HHR

A4 XOREN KL Bmg/kg/BLL EZ3% AR, 1mg/kg/HEL
EE125 AM) CTHNBEORINRDO LN TS, 2B, o
;Y (T b, PI) IZBOTUIED STV,

16. FE¥EhEE

16. 1 MehRE

16. 1.1 BEEEE

RN B X NRAZF v AL LT 2mng% 228
W OV IS AR O 5 LTz & & ORIk D IRy B iE <S5
A—=RIFREDEBY ThH-7=2, [16.2. 12R]

F16-1 EBZANREF U I T Ao2mg BiAlRE 1 4% 5B 3K
TRE T A —%  (ERERA B )

Tmax CITI'dX AUC

(hr) (ng/mL) (ng+hr/mL)
Ze i 0.8240.1 26.11+2.82 58.8+6.3
Bk 1.840.3 16.79+2. 29 54.3%+4.6

SEEJE AR AERR S (n=6)

16. 1.7 REHRE

BEREAR A BB R IR RBE E X ANAZ T AN T L
L CamgZ T HMRERAKRE L L &, EWERE T A —2 (3
WMEDLEY, KEKRGIZEDEHT/NS < TialTA11REH

ThoT-2,
F16-2 EHXNRZREF U BN T MngER DGO KY
BT A —&  (ERER A FE)
Thax Crax Cnin AUC Tl/Z
(hr) (ng/mL) | (ng/mL) | (ng-hr/nmL) (hr)
=
1%7;[ 01.7£0.5(b55.6+8.8|1.44+0.1| 174£25 [10.5*+1.1
;%IL; 1.140.2 159.5£9.1]2.2+0.4 | 221%£32 |11.6£0.6

SEEIE AR HERRZE (n=6)
16. 1.3 £YEHNRFHEFR
(BH N HZF o CabiElmg TH5HK))
B2 RNAHZF o CabElmg T & U NoElngd 7 0 A F—
NR={EIC LV ZENENIEE (X RAEZF ULy aE LT
Img) MEHER AT 7 ICHER B AR O &5 L T il R 2 bR
BEEREL, 55N EEE T A —& (AUC, Cpax) IZDUVT
90 % 15 B X VA THREFHENT 21T o 72 K5 R, 1og (0. 80) ~1og
(1. 25) DFPHNTH 0 . BWHIOEY ARSI THER S,
£16-3 HEPBhRE T A —H

HE/RNT A —H BEIINT A —H

AUCO*24 Cmax Tmax ti/2

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

VX NARTF 39.81 20. 68 0.73 10. 42
Cafitimg Ak +11.85 +6.11 +0.18 | +4.85
PR 38.81 20.51 0.75 8.88
wEimg +10. 48 +6.05 +0.16 | *+3.35

(Mean=S.D., n=15)

(ng/mL)
30 —O—E4/ARAF U Caftimel &HE )
-—-O-— 1)/ 08 1mg
25 Mean=+S.D., n=15
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00 . - - : (Lo
0 2 4 6 8 10 12 ( 24
5% O
X16-1 M e & N2 & F R

(XN ZF o CabiE2mg [H5HK))

X NABF CabEmg [HHR] &V N afE2ngm 7 v A4 —
N=IEIZ XD ZENTIEE (X RNAEF N T AELT
2mg) FEFERR A 55 I B AR 0 e G- L i R 28 (R
EERE L., BFOoNIEMBNHE ST A —F (AUC, Cnax) IZ2WT
90 % {5 HE X VA IZ THREFHEIT 21T > 72 FE . 1og (0. 80) ~1og
(1. 25) DFEFNTH Y . WA DLW RSN HER S =,



#16-4 FEPEEE T A —H

WENRT A—H BBRT A—H
AUCo-24 Chax Thax ti/2
(ng+hr/mL) (ng/mL) (hr) (hr)
[ AV, & SV 84. 40 40. 06 0.77 9.99
Ca$E2mg [A¥HK] +42.12 +15.78 +0. 27 +2.02
. 86. 42 43. 56 0.72 9.25
U3 GE2
Yo\ fiEamg +£37.49 | *18.55 | +£0.19 | +1.78
(Mean=S.D., n=15)
(ng/mL)
60 r _

—@— ER/INRAF U CafiE2mel 4K )
O )/ \O%F2mg

Mean*+=S.D., n=15

3
o

R NS TR E

0 2 4 6 8 10
B 5% OB (h)
X16-2 M e 2z T RE

AE R FE A OUZAUC, Chax 20D /8T A — & 13, #BRE OFRIN
IRROBEEEL - BERSE DO RBR SR L o THRZR 5 ATREME S &
b,
16. 2 IR
16.2.1 BEORE

KRR DY BB I 5 BFOFEIL, B%HEEIER G TIX
ZE I (B 51 LR Trax DIBIE & Crax DIR TS B D=3, &
B L 22 EE 5 TAUCIC R & R =T b 722,

[16.1. 18]
16.3 &7
16.3. 1 EaHEEE

VX RZEF o OMERAMAFRETEL, B ML O b
M%7 V7 2 2 T99. 5~99. 6%, 0.06%t ko (FRPEREE 1 T94. 3
~94. 9% T ->7-Y (in vitro),
16. 4
16. 4.1 fRBHRE

A NRRAEZFF, KNTT 7 bRk~ 8O
tt. ¥/ VU VBOKBIELEORZ VI a g dun iz o) i
AL RSN 0 (To b, THF, A X),
16. 4. 2 mrh R URBPRHEY

R ANBMICE 2 RA L F oG L- L &, Mikh Tldk
FAUA R OERBEYW THD T 7 b AERRBD B, OO
L LT a SRR ALK LR T TR
LT, WP TIERENE, 77 bR, e ke s b
i, SR AKRLIA L N S 0REEN VT EL bFNICEED
o Wl 8)O
16. 4.3 REER

B NRZAZF U, B M7 ey =2 HO AR ERICE
WThTITRH S, FITCYP209IT L v 8tk psfbik % 4 U
729 (in vitro),
16.5 HEftt
16.5. 1 HEMRREE

EHNRAEF DX D PRI E PP CH 5720 (T v
b A X),
16. 5. 2 B3R

TR AN BHERFIZE X NRAZF UL A e L T2ng.
dmgH MM O G Lz & &, RPPHRITIELS . RELKT
0. 6%A, 77 FIARTL 30k, G TH2RETH -7z,
Fio, HEEMRABYEHICE X RAKTF T Al L CTing
ZIAIREITHMXERO®R S LG, RELEERT 7 F v
EOPRPHEM R IFOEINSTEIE O S £ THNEZRS T, B
BT & & IR L2,

16.6 HEDEREEHTHEE
16.6. 1 BieEEERE

BRsREREE (G2 L7 F = EYEE LR 1. 5f5 0L F3#% LA
F) #ETAHEI VAT O — U MEBE6H] & BHsRE N EH 7
oL AT — VIIEBERICE X NAZTF AT N L
LComgZ1H1MT7THBKERO®ZS Lz & &, BHGERE RS
OFGHTH B 0 MHE i B X B RE F B 1T LCax TL. 71,
AUCTL 95 &R LTZ9,
16.6.2 FrigeeEERE

(1) FEZEEE

VANEEDN IR e PAVTIRP A NES PN (292 35 NG [l = P B2 B BV
Iy AL L C2mgZ B OBE Lz b &, migEhReEx
f@ERERY AT LChild-Pugh grade A® B TlECnay TL. 3f%,
AUCT1. 6f%, Child-Pugh grade BODHEFHE TlXCnax T2. 7%, AUC
TILOBARLEZ, [2.2, 7.1, 9.3. 1]

(2) FregpelEERE (BBRARD)

frekfersERE (BN 66 & IFHgRE IR & H 6611 A 1Rl e 4
NARF U HALT T AL L CnghkTAMKERAOEE L &
., HRYEIE~OREI D 20720 (115 H]]
16.6.3 /MR

INRFREMEE L 2T — VIERE (BIR) £16lIIc e &R
ALF A A E L TCingXid2mg 4 1 B 1A AT 5238 [
RAERR 3G U7z, SIEIE 12K Z 31T 2 # 5.1 RI#% o I
BERRBABORE IR EDO LY THo21D,
#16-5 /JNEFHEEEa L AT o — VIERE (BIR
DHYEZIINAZTF v H 7 Blng X T 2mg$e G- 105 [ 1
R

) BT
O ifn 5

B Bl 1R % O mAE P RZALARE™ (ng/nl)
Img 22.79+11.34
2mg 32.17£17.65

VE) 58I X128 BEZE
16. 6. 4 SEhE

6 & IEEERESHICI A IEIE X NALF AT N L
LC2mgZ b HIRERAFRG L& &, MEORMEE T
A —ZZETRD SRR -T2,
16.7 EWMHEER
16. 7. 1 EREREREX
(1 voazrRY Y

fERER A BIE6HIZIHIEE X RAZF ULy AE LC2ng
FOHMKEROZESLG L, 68 BOREG1IERNICY 7 2 AR Y
vomg/kgH HAERR NG L& &, AR EZF Mg
FE X Crax T6. 6%, AUCTA. 6FFIC E5- L7219, [2.3, 10. 138]
) TyzraAIAIY

SHEBEEE R A 18BN I B4Rl Y 2 1~ A 2 2500mg % 6 B [f]X
EROKS L, 4H BRI EZ RN 2AZF L L Ting % fF
L&, gL LEZ AR ZF o DIt EE I
Cnax T3. 61, AUCT2. 8fFIZ L&A L7219 [10. 28],
Q) VzrrEYY

ShE B A L8FIIC1IA LAY 7 7 o ¥ 2 600mg & 15 H R X
EROKEL, 11~153BICIB1IREZ XA X F L L Timg
FOFREZG L&, HMBRE L L EX AR ZF O miEF
P 1T Cnax T2, 0FF, AUCTL. 3FFIZ L5 L7219, [10. 28]
4) 24T53—FREH

SE N A 24BN I BIEIE Z N ZAZF o AT b e LT
g6 HMRERNEEL, SHANDL 7=/ 747 F—FX
L7 4 7a PV ETAMAEG L&, X RAXTF
COMmERREE (AUC) X7 =/ 7 47 F— FTL2E. A
747U TLAEIC ER LY, [10.250]
16.7.2 /n vitro§RB&

B H N2 F U FCYPHS FRDETF VI T A HERR T
X, CYP2COOEE D FL 7% I K, CYPSMOEEDT A F AT
0 DRFITHBE L o720 189 F= BEEARNXEZF D
P~ DOBR YV IARIZAHET =4 F T > AR —F —0ATP1B1

(0OATP-C/0ATP2) MPBHL-LTEVH, 7 rAKRY Y, U RnE
AR T BV o THRVIAARDIHE SN
7210, [10. 28]

SR = AR (R 22 (n=T)
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(B HZ A HF o Cabigdmg TH5HK])
VX NA BT o CabiEdmg [H5M] X, TEEN RS0 ERR]
B OEMFRRIEERBET A T4 ) ITHSE, BHNRRH
FrCabi2mg AR ZAEMERIF L L b &, BHFHNEL
< AEMEFERICASE L B sz,

17. BRER AR

1.1 ENERUREHICET 558

(Zhae3EaE)

17.1.1 ERELEEEERBE (A

B VAT e — /VIERE (FEEE T VAT 7 — Ve B
FEte) g LERRAR (ZEEREKRREZ &)
T, EEZANRZFUHNLT T AL LTIHLIESY A%l ~4ng% 8
~ 10438 5 U 72 862F DAEFHEGEIZ IV T, i NE L s E%h
BN LT, HESERFOR I L AT 1 — LK T R(%28%.
LDL-= L AT o — LK FR1T40%, Y 27V &V FMEFRIIH
HR1150mg/dLEL EDEBIT26% T - 7=, & (2B 2 Wat
TiE, Ba L 27— UK FRIERRE & OMICEITRD S
nNinoi=, EIERIX197/88661 (22.2%) I8 Hiv, FE7eH|
YERIE y -GTP L F-471 (5.3%) . CK EF4161 (4.6%), ALT E&H
3205 (3.6%). AST L5287 (3.2%) K TH o719~

17.1.1 BREHEESEE (A

Ea L AT o — VIIERE (FFEER 2 VAT v —)ViERE
Ete) BRI, BEANRREZFUHNLTTLE LTIALEY
B#homgZ 8l M 5%, AHMOR I L AT o — NV EEZEE L,
SHE (Img, 2mg, 4mg/H) [ZHBLE L, 528 F CTHk&x 5
U7z, AMEOEFHSRIBNIBNT, Ba L ATe—L Kk
ULDL-2 L AT a— /U4l LA B RIKT 2R L, TOKIT
—27. 2~-29. 1%} ("-38. 8~-40. 9% D il T52¥ £ THE A H
RELEZHENREO O (—EARHRE (0 & O ig) p
<0.001), FIVERIZ64/310% (20.6%) ICZDHIT-, HMEAE
WoRtERE226] (7.1%) (ZRO HL, ERERIIES (K
3 (1.0%) . BRIRTUHE, A (W) . ALBEMERIZ. RAMEERIE
&2 (0.6%) FTholo, HRMRAMEIZET 2 FEIEM X544
(17.4%) TR B, CKLEF 156 (4.8%), v-GTP_ L&, Mk
AST B9 (2.9%) ZETh 729,

(REEEa LA TFa—)LIE)
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FiRERE 2 VAT 0 — VIERFIZ, EXNRNREF UL T
LELTIHLEY Bhomg & STEMBE LG L, £ DOkinglZH &L
THRELAEME S Lic, BRMEOEFIR36FIZHNT, #
L ATFE— A KLOLDL-2 L AT a— U4l S A5 ET
R L, EO#%KIT-30. 6~-37. 0% % N-39. 9~-49. 5% D FiH THf
WEIMNORE LIEHEB AR b (—EAURE 0 E D
#2) p<0.001), BIEMAIZ4/3661 (11.1%) IZF@BOH BT, At
AR OEIER X261 (5. 6%) IZFED HAv, FEMRIEH R
(Ffo LU ()., M (BEAig) #1641 (2.8%) <
bolz, BRBREMICET 2RIER A (5.6%) IZ7D L,
VTN LT A AT O U Th o7,

17.1. 4 ERFEIHEERE (M)

10~ 15 OFERME 2 L AT o —/LIERE (BIR) & %1812,
EHENRZEF AT A E LTI AR T Ing X i%2mg % 52
WG Uz, BRMEOMHT R G4 BETH I8V, LDL-=2 b
AT A= NVDOR—=AT A e ER L U B8R ON2#
RED Y I U ERI I BT OFER . LDL-=2 L AT 1 — L&
{LEOF/N_F V¥ [95%EHIXM] 1%, Imghf TIE-27. 258
[-34. 003, -20. 513]%, 2mghtTlE-34. 273[-41. 018, -27. 528]% &
HERIDL-a L AT a— /UK FREZRL (p<0.001), ZD%h
JUI520 £ CHEFFS Nz, RITERIE, WO THLIRY
SR norm12),
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(REtEEa LA TFa—)LIE)

1. 2.1 BEERABERE (MR)
0~4BOFRMEE 2 L AT 0 — )VIERE & 810, HES3
EFB G O R E A RGEAE (RFIRE) 2FEhE L7z, )45
Bl % & TFHABNIZ BN T, GRS RKBEFE COLDL-=2
L 2T 1 — VRO Y SRR 7S -23. 2121, 6% & B E
ZRIDL-2 L AT B — UK IR EZ R L (— AR EP<0. 001) |
ZOPITHEEITBO SN0 o T2, BIERIZT/9961 (7. 1%)
WD B, ERBIERILEM., FREE, CKEAE &2
(2.0%) ZTH-o7220,

18. X

18.1 {EFRF
EHENRAZF R, L AT — VESROEEEETH D
HMG-CoAIRTL# K # FEHIMICHE T A Z L1z kv, HiETo=
VAT a—NVERERET D, TOME. FROLLZ FED
FEHLMEHE L, IR A S P& ~DLDLD B Y A AR L
MR L AT e —ARMEFT 5, £/, HETORRRN =
VAT v —/ LA R X0 i ~DVLDL s 238 L, i
RV Z VY RBMET 4520,

18. 1.1 LDLR2AARRIEEER
EXRZEZF Ui, B MFEBE SR (HepG2fliie) 2B\ T
LDLZ A AmRNAD R B 212 L, LDLOFES R, MV iALE, 7
BTN HIM L7228 29 (in vitro), £7-, FO#EHICL
D HERTFCIDLZ RERORB AL L7230 (BT b)),

18.1.2 VLDL& sBE T A
EHNALZFORAHEEGIZEY, VLDL-hY 7 U &Y KD4y
WIEBIAEF L= (EALEY ),

18. 2 HMG-CoAETBERIAEER
EHANRZAZF L, Ty MFI 7 ey —2aZ2 A0 BRIy
T, HMG-CoAdE LR # fEPiAIC L E L, FEIEA DICsofliix
6.8nM T~ 7230 (in vitro),

18.3 aLRTFO—ILARKHEEER
EHNALF 0L, HepG2fiifa 2 AW 7= slBRiICB W T, 2L R
T — LA A AR L7 (in vitro), FE7-.
BOFELTBAD 3 L AT a— LA RBLEE R XTI 58I
HTH-13 (T k),

18. 4 mFEHIETERA
VX RRLZFUOROKRGICEY, IRz L AT e —1
RV ZU ) RIZEBEIETLEO. 3D (2rEy b, A
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18.5 BEEERRUAEREMNFIVER
EXNRAZF 0, BELDLE AR Lic~v a7y —Y (w0
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19. HRS 12T 2 B{EEMMR
— %4 R ANREF TN DK
(Pitavastatin Calcium Hydrate)

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

: Cs0Ha6Cal2N20g + 5H20

1 971. 06

A~ EAOMERTH D,

AL )= MIEFIZ< < KRXF= 2 —L (99.5)
TR TERITFIT < W,
TRER T B,
FEME RO b,
(b=

Ca?* o 5H20

20. BB L EDER
201 BHERITIRRE RS TRIFT D 2 L,
20.2 7V U m —EEEBE I L CIRET D 2 &

2. a%
(ERNRR%EFCafgimg TEMI)
1008 [108E (PTP) X 10]
14088 [148% (PTP) X 10]
5008 [108£ (PTP) X50]
(ER/IRR%EFCafgIng TE&MKI)
1008 [108E (PTP) X< 10]
1408E [148E (PTP) X 10]
5008¢ [108E (PTP) X50]

(ER/IR %5 FCafgimg T
1008 [108E (PTP) X10]
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