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EREES 22500AMX01704 22500AMX01705 22500 AMX01706
) IEE—EMSOMTE LV HHT 2k ERFERME 20134121 2013412/ 20134121

2. BE(ROBEICIIBELEVI L) 5. REERIHHRICEHET 5ER

2.1 AHI OB L BB OB D B % B3 5.1 BAONIC T 2aREXEHL, BV AT T —VILE &

2.2 Tl NFREE I EHZEO H 5 BE[9.3.1. 16.6.2 BRPERG T L AT 0 — VIR Td % & & &R L 72 L TAHM Ol
ESal MEZEET L L

2.3 Y7 UAKY Y ARELGHOEE10.1. 16.7.1 BH] 5.2 RIEMBIL AF 0 — VIVED H b A EEAKIZOV T

2.4 IR IR LT B W RETE D B 2 oV i 0N g Rl IR MRS VDT, WRERCERZVEHB SN EDH,
[9.5. 9.6 £H] LDL-7 7 = L — ¥ 2550 I3 MHHEO M) & L CAA 0
BEETHI L,

5.3 MRS T 25 A . AMEOREER I L A7 0 — Vi

EERl Win

15¢, HREINZSF U h
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AFF N HNELT
1.0mg) *&HT 5o

15¢, HREINZSF U h
VT AKHI2 . 2mg (K 7 N
AT F NI NELT
2.0mg) # &/ T 5o
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D-¥=hF—=J), EFOTFV
Fa¥ikru—2a, rABh
Vo A REREY Fa ¥y
FaEjltrag—A, A5F7Y
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a—2, BbFy . 7TV
MY IZFN, HFysary

D-vxv=bt—J, L FOF¥
Fu¥ itk u—X, =Mt
. LT . rABAILY
7 A, REHREE Fo ¥y 7o
Evtkra—2za, 257 U
RIAYT LA, BT AT —
A, ZZUEENY) ZFV, AV
FoNary

RTAYT A, BTSO AT —
A, ZIUVBENY)ZFOV, AV
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4. HEEXIEZhER
E3LXFO0-—JVilfE. FKEHSAL X TFO—JVMiE

[9.7.1. 9.7.2 ZJH]

2}%§'ﬁ& DR R DR OO b & T AR OB
A M - S 2 S 5 B = o T 0 A E E S B o b
WFe% | €I NAYF v Caltlmgl 7 ANV ] | EF WA Y F v Cabi2mg[ 7 A )V |

5.4 ZHTIIEBIIREBEOFIEXHE L RTEWERESINT
WHRVZ EBHEFE 2. LRI 2 ARFE G OERIZ OV T,
VA7 - X474y beZEUIFICHEEICHTLZ . 2B,
[ N ERIRERBR I B TR 2 TR v, [9.7.1 B

J]

6. AERUVCHEE
(&3 L XFO—JVISE)

WHE, RAZIZEINZRSF ANy A e LTl~2mg#1H

TFEE G- % o

BB, FE, ERICK D EERK L, LDL-2 L 27 a2 — )Vl

L ClmgZ 1H1E#E 5§ %,
B IERICE D EEHK L, LDL-2 L A 70— )V EOLT
AT G RGEICEHETE 50, RAHESEIFIHZmgE T

Wik | €5 /3% 5 F ¥ Cabiemel 7 A ] DEETHAF 5 2B A IR TE 225 BARS HIZ1H
15, HRE Y NNZAYF 9 4mgi“6‘<‘:’§‘éo
1.0mg) & G H+ 5 WA EE. RAICEE Y NZAFF AN YA LTl~
Dws—h—p. CFEFD 2mg% 1 H 1% 5-3 %,
FaUner -2, Z Rt BB, 4EHG FERIC L D EETHKL. LDL-3 LA 50— Lfl
P BHLF S v, AABAN Y DIETERN T 2LAICEMETEX A, mARES®EIE1IH
— v, GEREE Fa s S o 4mgif&Téo o i
b a—2A, A77 Vi N EE, 10LL EO/NBIZIZE S NS F U AT T Lk

3.2 WA IO L35,
Wit HIE - o AE - K& 3% kg — (Z%)
N
TANKT—F 1| G -
Yy NAYF| v @ O = lesrnsre T S ﬁg“g f"%’lg fmgng
v Cafel o 1 15 T H— JiE
i) HLAE £ 6. Imm 7 0 BRI L AF O LigE] O ® o
AE~HEE | RS 492, 7mm N7
i - #985.0mg $Elmg $E2mg $tdmg
HRAD 7 4 V4 ! 3L AT O —)VIILE - - -
Y NAYF|a—TF 4 ¥ 7§ EFNAYF v FEME T L AT 0 — VIIE O O -
YCa$t2mg . 2 C RS . e SRS
s B #7.2mm O AKREMY - s b KRR L
T e g T 7. RARCARICELET 528
- P #9125.0mg . P =ICFEhE xE=
HIAD 7 4 VA 74 TBEEOD ZRANCHEG T A, MnkSE%1H
¥ Ny F a—5 4 ~/7§i ¥ NAYF lmgk L\ %ﬁ*&%‘ECiIHngiTETZJO if:\ }ﬂ:ﬁ%@&)
S Cabidmg it o 4 BRI ST 28 a1d. 1 Img% 55 %, [9.3.2.
[7A0] | bErckEEE gg%”ﬁ 7 A0 16.6.2 2]
WULHA B : #9247.0mg




7.2 RFNGP G (S B G ) ORI PE - AT, Bl iE B
HERELPHBT DT, dmglIWET 584121, CK S
IF U VIR, A B OV D &S o B A R 1 B TR
WHEET 52 Lo MABIMER RV T8mgll Lok 5.1k
HASC A BRI e OB AT E R L ORI L Db s hTw b,
[11.1.1 ]

8. EELREXNIEE

8.1 HoHULHEIL AT U — VI RBEDOLAKTH 5 LFHEE
ATV, EISEBREER. ST - B SEo EmEOR RO )
A7 T 708 —OBFEEL T EETHI L,

8.2 FHEAEMA 2 I 5-BAAIF X V120 T oML E, Zh
DR B0 CRAE IS EE) 12479 2 &o [9.3.20 11.1.4 &)

8.3 e 5-H i IR 2 IR RRAE Ly RIS 2 BUB A
OO N R WS HKE 2 TIET 52k,

9. HIENE=EHIHBEICEHT IR

9.1 ABHE - BMEREDH 2 HBE

9.1.1 BUBHBEISH5bhPTOEDRENF HZUTDEE

- RSB IR TE O B 2 B

CHIEROHEE WY A a7 4 —5) L ZORKEEDOD 5
B

c EREOWREEOAED S 5 B

c TIVaA— VHhEDD L EE

[11.1.1 ]

1.2 EEHENERIE ZOREEDH 5 EE

TRERG A (IRAG L, S50 ASEAL IR T 5 2 03D 5,

[11.1.7 ]

9.2 BHEEERE

9.2.1 BHEEICEY 2BRAREBICEEIROONDIEE
KEE 7479 — MREAZHINTHHEA12. BAREERLDE
BRVEHTSNAYEICORMMEAT 52 & Al BHkEE
1t % 1E 9 MR RFIE 23 S b, L2 EFIHHT 5
LA BRI B R AR S 2 g L. B DRI (G A
B o3, CK LS, MR ORB I+ 7y BB
WIiE 2 L7 F = v FRASOBKROELZ RO HEIZED
G EFIET sk, [10.2, 11.1.1 28]

9.2.2 BEEIIZOEREENDH 5EE
MU BUPIE O HI D% SRR EX T2 BETH Y.
$ 720 MEROT R (2 BE o T A B BE O AL 2D 5T
W5, [10.2, 11.1.1 8]

9.3 FFigelEERE

9.3.1 EELFEEINEFRENH 3 BE
BH LA L, IS0 BE TIIARKOMAEPFREDS S L.
BIVE OB E BN 2 BF N0 b, T2, FEELE
ILEEEBENDDH 5, [2.2, 16.6.2 ZR]

9.3.2 FIEEXIE ZDREEDH 32 BE
Wtz B LS BENDH 5. AANEFITHEICE < 54
LTEET 5, (7.1, 8.2, 11.1.4 &)

9.5 TR
IR IR L C WA TR0 & 5 L I3 HREG L nwa &,
By EE (S v b)) TORER L ORISR (Img/ kgD
)T B W THMHT X5 W4 O — KN REEY Y O3B 25580
LNTW5h, T2, vHFTOREIREERS R (0.3mg/kg
U IZBWTHEWOR TR EDOLN TS, Ty Mo
HMG-CoAMTTREHE M EH % KEHR G L 22354 B IR o584
EAHE ENTWD, HIZk b TiE, MBOHMG-CoA i
BLEH T, ITR3 2 HETOMIZIRMA L &, JBIBICERME
WD DH S bNIEDWEDDH D, (2.4 BI]

9.6 R3LE
BH LRI o BWMER(T v ) TR ~OBTIHE &
nTws, [2.4 3]

9.7 INEZE

9.7.1 EF O ERMIE, CKEFITEETHI L, MNETIE
B OWEIERTRIED RN LRTREL B E0H Y. HikikE
WHLOLNRTVBENDLH S, [5.3. 5.4 K]

9.7.2 EWNIZB W Cl0m A, M B TomAio/NE% %
R E L7 R OV E R & L 72 BRI 506 L <
Wiz, [5.3 2]

9.8 SHE
EIVER DS BB L 7258 BT A2 2 EEET A2 &, — I
HEHBEREDET LT b, BRURIEDS D b bhedTwne o
Wb, [11.1.1 BH]
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10. HEEH

RFNIHEF P 70— AP450(CYP)IC X DIFE A ERRB X awn
(CYP2COTHETNIAHENB),
10.1 BFRAZZHALAEVWI &)

ES kL R RAEAR - 35 E BER - fabiikr
YIUARY v DR TR AR AL & R O BT | 2 2 AR Tk
(FrF4 3ay) BRSO B 2 A EHG | Y ARF O 15 b g
(AF—FW) HLRT o T2 BIER O 25 LA (Cmaxb . 645,
[2.3. 111,01\ BUBHENEMT 28N hH|AUCL.665) T 5.
16.7.1 1] 5o

10.2 HAZEE (BRICEET S L)
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FRARIEAR - 45 75

BF - ol

74 75— hRIEA
NHFT 4T T}
s

[9.2.1. 11.1.1.

16.7.1 B3]

SR FRRRE AL & £ D RO
AMBED D B bRV HIE
HEAR (5 A IR0 1) D 383
CK. LS M R ORI 4 7
|=RANCEZE A0 N IRT 2/ 2

) & b R A
REAHE IS TW
%

fEbRIE - AR
¥ % IR BRAAE I

=V L ASOEREEOEIE R AR DL BT
—aF W D72 B S 2 kS | R R TR R E D
[9.2.2, 11.1.1 |52 &, VY ey
]
IVAFITIV ARHANO ML EE DMK T 3 2 1 fE | [ R 512 & D AH]

WrHHrDOT, IVAFTIV
DFGH % BV TR
FZ P59 HZ ENEE L,

OWINALT 5 2 7]
HEMED D % o

Ty)AuvAf v
[11.1.1, 16.7.1.
16.7.2 1]

S ERR R AL & £ O B
BUED D b DN D BZIAH
%o FFAER (B A, BT i)
OFEBL. CK L5 i JL U

FeRt AN &) AH
DRFHENDHLY 3A A
MHEES NS0
Zrohb,

BN = R 08 X O R
7 L7 F =V ERAEOEKED
EAL 2 RO 1A B IS
BHIETAHZE,

PEAIC X D AHDCmax?32.0
. AUCHL.3fEIc ER L7z &
DHED D 5o

V77 v¥EY Y
[16.7.1, 16.7.2 %
1]

1. BMER
ROFWEH D S bNDZ EDHHDT, BEEZTHITITV,
S DD SN 3G 2 bk B 2 S ) A L 2 AT
5z,

1.1 EXAEHER

11.1.1 HEREBLARAE A H)
B, B CKLEH., M RORhIF oYy 5%
L T R RMFE D D S b, Tk TEME R %
EORELFEENRHLDPNLEIERHLDT, ZD XD BIE
Kb obhgaicidkszmkds2 e, [7.2, 9.1.1,
9.2.1, 9.2.2, 9.8, 10.1, 10.2 BIK]

11.1.2 I A/NF— GHEARR)
IR . FIRIER R HE W 2 CKO A2 H 5 b6
G ERIET A2 &,

11.1.3 RENEMIEEM I A /3F — HEARH)
WAL, CKEE. 90 % b e W IAE O B8, JTHMG-
CoA#ICHEF (HMGCR) JuiR b ME S5 % S5 & 3 A S et
I FNRTF—DHObNEIENDH D, 7o, HEHHIEED
bt T 20 XN Cw b 0T, BEOREL o ilgg
BTl BB, RIEMEIHITES I L) EENA LN L OWEG
BIHd % o

11.1.4 FAEERE. |E (I H0.1%Ki0)
AST. ALTOFH L\ ESSE% LS TGRS, #END Sbh
52 LWHLHOT, BB SOBS 2 412479
Z k. [8.2, 9.3.2 1]

11.1.5 I/ 4 CHEEANHA)
MRS OB % 012475 2 &

11.1.6 FEEMERGR CHEA)
BMHESCTHh-ThH, FEE. BBk, ITULA S, H s XHR o o 4
DRD SNSRI L. BB RV E VRO
Loy g x175 2 &,

*11.1.7 EEBHENE BILAD])

FHE T MO IE (AL, 28 ARIESUEEIL S 2 2 L' 5.
[9.1.2 ]



11.2 ZDfOEIER

0.1~2.0% 0. 1% BHEEAH
i B, € FE L AJRE ALBEL i
) BRI
M 5 - G, B, AL R, R R
THAL# | AP VN L/ S 2 SN 1 N S @7
e, HE TR
AST E5., ALT|EYNVE Y ER, a) vz x5 T5—
& | EA. y-GTPLE|€ LA, AL-PLA
5. LDH L5
ik BPR. BUNLS., &7 V7 5=
5
Wi CKL‘%\. W |, I+ ee s bR
i Wik
R (B - B E KL 2hIRD R IR IR
R (LU, HFw
=yl /NS BEREER A, I BRI
iR 3 AL GRS AR, so
79 v ER, 7 — a2 RBoOBMAL
FAMATRY|TVRATFTO KT, 7VKATH
PN KT v kR, ACTHLER., avFv—
15t
BRI, PO R, 5. BEEOE. 1ZTY . (HE
RO BI . . S, lHob oo
Z Dt &, B R, R 5
MIEK 5 MiEP A BRESE,
#H R

1) FEBVHE 13RI I C O BRIRRER K OV G 1 2D <o
TE2) BT RURIE O T SREER O W REVEAS S 2 O T, Bl Z 017w, &
TS LG 2T 5 2 Lo

14. BRAEDEE

14.1 EFZFEOEE
PTPREDHFNIPTPY — bS5 LTINS 5 & 9 73
T5Z &, PTPY — bOREKIZE D, BECHIERA LR~
FIA L. BICIEZEIL% B 2 L CHER T 455 o Tk 7 4 BiiE % BF
BTHLIENDH D,

15. ZOMOER

15.2 FEERAREABRICE D < 1B
4 X ORI 5 % (3mg/kg/ H L E%3» A M. 1mg/kg/H LA
LE127 A THHRBORBZRBDO LN TWD, B, o
(5 v+ VB TIEAD SR TV AR,

16. ZEYEIER

16.1 MrhigkE

16.1.1 BEIERS
fEHE NBEOBIICE ¥ S A5 F v AN bk LC2mgh 225 L O
BICHERR IS L7z L & ORBAROIEWHE ST 2 —F 1ZkED L
BYTHo72?, [16.2.1 BH]

F1 EFNRYF AT 22mg BRI G- R O S B RE T X — & (ReEHE A1)

Tmax Cmax AUC
(hr) (ng/mL) (ng * hr/mL)
R 0.8+0.1 26.11+2.82 58.8+6.3
jigy 1.8+£0.3 16.79+2.29 54.3+4.6
Sl + BEHE R (n=6)
16.1.2 Rig#S

R AR PEFNCIHIREAARE ¥ NAF F U ANy Ak L Timg?
THRIEREORG Lo e &, EYBRET A -5 ITKkEOE B, E
PG X D EBINE L TR TH - 722,

K2 EZNAYF AT 2mgAERE B G- R DI BYRE T X — & (AT )

Tmax Cmax Cmin AUC T2
(hr) (ng/mL) (ng/mL) (ng * hr/mL) (hr)
™
?UE}U 1.7+0.5 | 55.6=8.8 | 1.4=0.1 174+25 10.5%1.1
4 1.1+£0.2 59.5+9.1 2.2+0.4 221+32 11.6+0.6
7HH

Pgfi = pEAERE (n=6)

16.1.3 EFRIESFMEHER
Y ¥ INA Y F v Cafidmgl 7 AV EBEHERK 2, FiLo LBy 72
A= N RIS XD RN Y ISR B B LTl R ALk
REZWEL, FBONTEYEE XF X —% (AUC, Cmax) 220V T
909615 BHIX I 1 THRERHINT 2 47 o 724554, 10g(0.80) ~log (1.25) i
WTH D\ WHIOEY PR RV S e,

*3

R

i !

¥y NZALyF
Caftdmg[ 7 A )V |

¥ & NA 5 F v Cafedmel 7 AV 158, FEHERIAI25¢

VINBEANG | o v 5 S 2 8 F Y AW A E L Chmg)

#4 BB ST X — 5 (LW )

HENTA=F BENTA=4
AUC(0-30) Cmax Tmax T2
(ng + hr/mL) (ng/mL) (hr) (hr)
¥y NAYF v
Cafitdmgl 7 A | 163.71+44.94 | 74.31+32.38 0.79+0.23 11.07+1.60
)N E§E2mg 163.20%46.05 | 72.27+30.13 0.88+0.39 11.05+1.73
(Mean+S.D., n=20)
(ng/mL)
100 r.
—e— U ¥ NA ¥ F vCaftdmg[ 7 AV
i ---0--- YN §E2mg
e 80 Mean=* S. D, n=20
EP
* 60
1t 40
i
i
g 20
0 [ /TTEE 1 1 L Y
02 4 6 12 30 (K¢ )
P G- IRE 1A

BT iR 2R AR (R R 254

AL TS ONICAUC, CmaxiE 0 35 X — 1%, WBg oI, il
DOFRIUEEL - RHAFEORBRGMN & o TR L WHMENH %,

16.2 BRYR

16.2.1 BEOHE
REACROSEY B3 2 AHOFEIL, %NS Tld 22 fE
[A P 512 BN Tmax DR IE & Cmax DR T AR S 7zhs, TS & 225
% 5 CTAUCICK X 22137380 b N - 722, [16.1.1 BH]

16.3 2%

16.3.1 EEMEAE
EZ N5 T OMFEREAKEFIEE . & MR 4% i 7 v
73 7 T99.5~99.6%. 0.06%t b a MRS 1TI4.3~94.9%TH >
729 (in vitro)

16.4 {5

16.4.1 {XHRREE
Y I NAEZF & KNTT 7 b IR~ oB L, 8o gk, * /1
VEOKBIEKR YTV a D DT Y ) YA L DA
N5 0(5 v b, HF, [ R),

16.4.2 MRV RPRED
BRERABVEICE Y NA Y F v 285 Lz & & M Tl R R
CERBWTH L5 27 b RO LN, Zofof#me LTid 7 e
ISV ERHEAR, SNKERALIRA DT iR BTz, JRITTIRRZE LA,
7 bk, FeFug s bR SNKBILE RO Z RS ofas kT
FTNL DT NICREDHND 8,

16.4.3 REBFR
EZ N2y F i3, e MFIZuy—az e RERBRcsw b
A S, EICCYP2CIIC & 0 8K ERIL AR % A U 72% (ine vitro) o

16.5 HEttt

16.5.1 BEMREK
Y SN F v OERBPERE P CH 729 (5 v b £ X),

16.5.2 itk
TR ABEROBIZE FNA Y F o H VY Ak L C2mg. 4mgZk Hilbl
R G L7z e & JRPEREIERIIE C . REIKRTO.6% K, T2 v
RCL.3%Ad, AEFT L 2% KM TH - 720
F72, ERABMEBHICE y Ay F ANy Ak LTimgw 1HLA
THMBAEROES L Ba . REUERR DT 7 b RO R kR 128
17 570 B O 5 F THINZ RS E, 58T & L IR L2,

16.6 HEDEREH T 2EE

16.6.1 Bi#gEEERE
ERERE R E (M3 7 L 7 T = v 3 LR SRR3R 26§ 5
I VAT 0= VIE B H66) & BRREATIE R 28 3 L A 7 0 — VILE S
ZOPNCE I NAYF U H VT Ak L C2mgx 1 H 17 H B AERE %
HL7zb &, BEERER SR G 057 H H o e b i B L B R IR R
WL CmaxT1.7f%. AUCTL.9fE%mR L7,

16.6.2 FF#gEREERE

(1) FEZEE
AV A2 B 1200 & A E RGBS Y ¥ N FF v A
ELT2mgZ MR IE Lz &, MR mlem Aok L
Child-Pugh grade A®E#H TidCmaxT1.3f%. AUCTI.6f%. Child-
Pugh grade BO#EH TIECmaxT2.7f%. AUCT3. &R L7210, [2.2,
7.1, 9.3.1 ]



(2) FrigeerE=E4 (IBRART)
I B R 2 s (TRIIT) 661 & ITFBERE IE W 6 BICIHIME ¥ N2 & F
AT hE L C2mgk 7THMBAERO#RS Lz b &, Y B~
W3 hhorz, [7.1 2]

16.6.3 /MR
NRRBEVEE 2 VAT v = VIIERE (BIR) BIBNE F N5 F v A
T Ak L ClmgXid2mg4 1 H LIalgH A w2528 [ BRI #5- L 720 8
SERESZ120BE (2 B0 2 B 51K B o i3 R b Ko B 1d ko &
B THo722,

F5 MREEEEI VAT O VIVEERE (BRICBFLEINZAYF AN T A
Img X I3 2mgts G- 1HER % 0 HUAE i R AL AR 1

G-k B 51k I e i3 R ZAL RIS (ng/mL)
Img 22.79+11.34
2mg 32.17%17.65
i) Be -8 I SE 1 258 IR 12 {52 PIafil = B 2 (n=7)
16.6.4 EinE

R 6 X IEE R ESBICIH IR E ¥ NZZF v AL Ak L T2mg
Z5H MR G Lz e &, W EOEYBE T A — 5 1TEITBD S
Nheh o7zl

16.7 EWIEEER

16.7.1 EERREAER

1) »oazxKRy>
fERER AN BYEGHICIALIEE ¥ XA F ANy Lk LT2mgZ6HH
SRS L. 6H HOPEG1REMATNIC> 7 0 AR ) ¥ 2mg/kg % Hilnlfe
%5 L2 &, €227 F YOl IZCmaxT6.6f%. AUCT
4.6f51C B L7221, [2.3, 10.1 BE]

) 7147 7—FREH
MAE A4 IHLIEE ¥ N2 8 F o AN Ak LTdmg%6H
FIREREITR G L, SHEM»S 72/ 74 75— XIra 7470 vN
ZTAHMOEHESG L&, ¥y NRFF otz (AUC)IZ 7 =
)74 75— TL2E 27470V VTLMECERLEYW, [10.2
Z ]

16.7.2 In vitroitE
¥y NASF VIECYPH TR DT 7V IEEICH ¥ 5 MR TIE.
CYP2CODILE D bV 7% I F, CYP3A4DILEDF A M A5 1 ¥ D
WIWB L h oz B, £/, I NZ Y F ¥ OFH~OHY FAHIZ
A7 =4 Y bF Y AFR—% —0ATPIBIZHEG LTHY., Y7 axE
Yy, )AL YR 77 Y EY IS K o T ARDHE X
n7z10, [10.2 ]

16.8 Z Dt
Y N5 F vCagtlmg 7 AWV IR & NA & F »Cae2mg 7 AV ]
DWW, ENZEN G 7 2 6k 8L 0 A W 2 1 ) 54k 5k B A7
A4 8T 4 2 CER24FE2H29H  SEAFERI022956510%) [IC3ED %, €%
INAE F v Cagtdmgl 7 ANV & BEREREF L Lz & & BB E L
IS, EWRERIC RS L 2k SR,

17. EREREXHE

171 B3RV REMICET 2 HER

(RhRELLIE)

17.1.1 BN BRI (RA)
FaALVATu— VIERE (REEE IV AT u— VIERE 2 &) %
MR E LR (CEERILERABREZ GH) T, ¥ NRSYF U h L
Yk LCLHLEY 1 ~4mg% 8~ 1043 B # 5 L 7286261 47k
FIZBWT, MG ESGER RS b, HG8EEOKa L AT
T — VAL T #1328%, LDL-2 L A5 0 — UK TFHI1340%, Y 7Y+
AT 3134 5-11150mg/dLEL_ EOSEFIT26%TdH - 720 HlEEICBT 5
WETIk, #a L A7 — VKTRIIERRS L OMICETRD N L
Mo 7z BIEHIEZ197/886%1(22.2%) 1278 H v, EAREIEMIE y -GTP
FR47H1(5.3%) . CKESH4160(4.6%). ALT F5-3261(3.6%). ASTE
728190 (3.2%) % Tdh - 7219,

17.1.2 ERAREIZS HER (RA)
ALV AT = VIE RS (REES I VA7 0 — VIl 8% % &) %
WRIZ, EINRTTF U H Ty Ak LTIHLNY A#2mg % SRS
%, 4O aL Ao — iz #E L, 3HE (Img. 2mg. 4mg/H)

WA L, 5208 F TREBERE S L7zo ARIME0 ST R31061IC BV T,

MaLA7a— )V ROLDL-2 L 2570 — VIiZ4E» 5 E R FE2R L.
ZDHIF-27.2~-29.1% . UF-38.8~-40.9% D i PH T5218 T THiHE 72>
DRE LR DR Oz (— AR E (038 & 0 LK) p<0.001) . &l
PEM1364/31061(20.6%) (2788 Bz HALESE R o RV 1% 2261
(7.1%) 1238 B, EfERIEBR (B) 361 (1.0%) . BRIt # (W)
i, KLBEVETSE . RAVERIES 261 (0.6%) % TH - 720 HAFRMAM I
95 EENE5461 (17.4%) 12320 S, CK EF1561(4.8%). y -GTP.k
S MEAST 5961 (2.9%) 5T - 7219,

(FiEME 3 L 25 0—)VIEE)

17.1.3 ERREARSHER (BRA)
REMEE AV AT a0 — VIIERHZIS, EFNAYFrANVT e LTl
H1Wml4 f#42mgx 8 MH 5 L. £ D HAmglZiim L TR 1046 1 5
U720 HATEDEFHRL36HI2H VT, aL AFa— )V EULDL-2 L
ATU—VIZAAP SHEE R TER L, Z0#13-30.6~-37.0% K% O
-39.9~-49.5% D i P THEHL I 2D % i L 72 HEREATTRD S 7z (— A
Mo (038 & D k) p<0.001) o EIFER1E4/3651 (11.1%) 12380 iz, H

4

b EREIR D BEIEHNZ260 (5.6%) 127860 S, FERIFHERE (o LU
%)), B (AR 161 (2.8%) Tdh > 720 FREMAMEIZE T %
FIENE260 (5.6%) IZfED S, Wb T A M AT H VD TH - 7220,

17.1.4 ERSE MHERER (IR)
10~ 15 DFE MR I L A7 0 — VIILFERE (BIE) 25512, ¥R
FF ANy AL LTLHLRE AR Img X 132mg % 52 M5 L 720
HRVE DN R R EHETHNC B VT, LDL-2 L AT — VDR —Z 5 4
R R L L 728 L OV 208 K e 1) 3 U SR S BT O
J. LDL-3 L A7 1 — VEALEO i/ 1 [95%E X B, 1mg
TET13-27.258[-34.003, -20.5131%. 2mghf Tld-34.273[-41.018,
-27.528]1% L A LDL-2 L A7 0 — VK FRIE 25 L (p<0.001). #
OREIEE2H F THEFE S Nz, BIEIE, wIFhokbGiEchRosh
o 7z12,

17.2 BLERGEHAES

(FiEMS L X5 0—JVIE)

17.2.1 HEFERARERE (MR
10~ 14 OFIEMER 2 L AT 0 — VIIE B S 2 0402, i EME MRG0
AT BRI A (B A) 2 FE M L 720 oJB4501 % & & ato4mlic B v
T GRS IR BER TOLDL-a L X 7 10 — VLR O P +
e 25 13-23.2 221 6% L AEARLDL-2 L A7 a— VK TR %2R L
(—HEEAHE p<0.001). ZORFICHUAITRD SN a5 72, BIERIE
7/9961(7.1%) (2B B, FREWEIEER. RS, CK LA%26)
(2.0%) 4T - 722,

18. EEHIKIE

18.1 1EA#F
EX N2y FUid, TV AT O — VESKOHEREES THh 5 HMG-CoA
I ZRERMICHEST 2212, FEToaL 27 a—VEK
ZET 5. TOME THOLDLZ AR OSHAMEE L, ik f 2 5
IR~ DOLDLOK Y AAMHME L D MR T VAT B — VMR T T 5%,
7o, W CTOERENZI L ZA70 — VEARHEEIC X Y MEh~®
VLDLGWAASIEA L. Mg~ Y 70 1) F2MKF 3 %,

18.1.1 LDLZ A A (TEER
¥y Ny 5 id, & MIFE R (HepG2Miig) 12 B CLDLAZ 24k
mRNADFEH Z e L. LDLOK AR, WY AKE, 7 KB H
U722 2 (in vitro)o F 720 RIS & ) HRAKSFOICLDLZ 2K
DFEBLERAEL 7220 (EVEY M),

18.1.2 VLDLSE T1ERA
¥ ¥ N2FF ORI S5I12E ). VLDL-+Y 27V &) KOS A &
T L2 (ELVEY M),

18.2 HMG-CoAR TR RIE(ER
Ey N2 FiE, Iy biFIzay—azfluizilRicsw .,
HMG-CoA R TCHER 2 5PN BLE Uy BRI OICofiti 1£6.8nMTdH -
722 (in vitro) o

18.3 AL AFO—ILARKBEEER
Y Z N2 & F ik, HepG2lliez v 7ziBxlcBWwT, aLAFu—)L
B PRI B L7222 (in vitro) o E 72, OGS Lg&0a
L AT 0 — VA BRLEE NSRBI TH - 725 (5 v b)o

18.4 MIFRSEEKTIER
ESNZAEYF oG E ) mEERI L ATFa—v, miEry o
Vb)) FIZAEZICETFLZ D (ELVEY by £ X),

18.5 FREERE XU RIEIREME{ER
EZ N2y F ik, BLLDLZEM Lz~ s 07 7 — P (<7 ZHERHIK
B 2BV TI LA F O — VL A7 VOER & L7220 (i vitro) o
F 7o RIEREC X ) SEBIREEE T VIS B T 2 W 2 45 3512 B
L7220 (7 4%%),

19. BT 2 BLFEMAR
—HREIREE : E YN AT F U H vy A KHI (Pitavastatin Calcium
Hydrate)

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

 CsoH6Cal'2N20s + 5H20

1 971.06

X A~ OB R TH 5.

A Y= WITHEFIZ K KET 8 2 =)V (99.5) 1M TH
iz v,
HIRMIHET %0
WSRO 5N D,
LEBER :

20. BIRV EDEE
T I U —WHEHEHEELL TR A2 &,



2. A%
k% (EX/NZXAF 2 Cadgimg[ 7 X IL])
1008108 (PTP) x 10]
*k (EZ/NZX 2 F o Cageamg[ 7 AL ])
1008 [10%¢ (PTP) x 10]
(EZINZZF > Caggdmg[T7 A IV ])
100%¢ [10%¢ (PTP) x 10]
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