*20204F9 HEGET (BB 1R

WHEEER
R — BSOS EITLD
EHT2ZE

Br &
HhEAR ¢

HiIR R
34

HMG-CoA=E Tt % [ E A
ESNREF AV Ak OERRIESE

I:°9I\“Z95‘-“J7Jll:9'7b OD&%-I mg rKOG]
EINAIF VALY DL 0Dz 2m:'KOG)
EINAIF VALY ILO0D:4 ms'KOG)

Pitavastatin calcium OD TABLETS 1mg:2mg-4mg“KOG”

BAEERROEES
872189
OD§E1mg OD##2mg OD##4mg
FEREE | 23000AMX00753 | 23000AMX00754 | 23000AMX00755
HR5EBALA 20194E1 H

et

2. B2 (ROBHICIRSLANWI L)
2.1 RFID R0t UEBE OBERERE D &b % B
22 EERFEEIIMEEHZEDOD 2 EHE [9.3.1. 16.625

23 70X RY D EHEGHOEE [10.1. 16.7.1%0]
2.4 HE OIIER L TW B AIREM: 0 & B ot e iR AL iR

5.3 /NEIZHEGT DA, NEOFRENE I L AT O0—)LifL
SE DRI T I M R ORBRZE R DIEM O H & T, AFID
BEDEYEHMEINDBZICOVWTOAEHEEZET S Z
&, [9.7.1. 9.7.2%H#]

5.4 L TIIEIIREROFIEIT BN S ENTREWERESN
TWBY ZEbIEEZ, LRI BAFRGDELIZ DN
T, URY - R3xT7 4w h2BEUFICEEICHETTS Z
Lo B, ENERRBRICBWTLRICHT 2 AR
W, [9.7.12H]

6. AERUHAE

(&3 L R5F0O— /L)

WBHE. RAITREINZSF AN LEL TI~2mgZkl
H1ERE D59 %,

BB, Fl. ERICKDBEEHEM L. LDL-OL X7 0—)b
BEOE TR THRIBEITIIEETE L), BAR5EIT]
H4mgExTET %,

(REEMES L RF0—)VIE)

RN dEE, RAIIWREINZAYF AN TLELTI~
2mgZ 1 H1EREOKR ST %,

BB, Filn, ERICKOEEHEB L. LDL-aL A7 0—))
O FNATHRBEICIIWETES, BABRSEIT]
H4mgExT& T %,

AN 10 ED/NBIZIREINZAY F > HIL ST A
ELTimgZ 1 HIERAOKET 5,

2B, FERICKXOBEEER L. LDL-O2 L 27 0—)LEDK
THORTHRGEIIHETE S0, BAHES5EIZ1IH2mg
FTET S,

(%)
2PN
OD#E OD#zE OD#E
Img 2mg 4mg
maL 25 O0—)VIE @) O O
KR 3L 257 0—)V E O O O
/N
ODé$E OD#E OD#¢
Img 2mg 4mg
3L A5 0—)LIE - - —
FiEE®ma L 25 0—)VIfiiE @) O -

[9.5. 9.6&M]
3. #ERk - MK
3.1 AR
EINZAYF | EINAYF | EINATF
R4 | A>T L0OD| AT LOD| IV AOD
$Elmg [KOG| |#&2mg KOG] | #4mg KOG
| B EYINZEY F > H1) 2 LKF
R g | BERESASTF AT IAELT
7 " 1.0mg 2.0mg 4.0mg
D-YX>Zh—)b. JORKRE R, A¥TABT
V2 VEEMg, b0 ATO—X, #H{kCakFY., A
I 70—, 1-A>b—=)b, #HEZ#LEk. B
. LF& >, F2U b—)b, @bl o—2z, HK
U E/K#ECa, 7/ T7INVFINALZ YL —1Fa
RUX—E, AT77Y V#Ca. FE
3.2 A DMK
EINZAYF | EINAYF | EINATF
k4% | IV L0D| AT LOD| IV AOD
#¥lmg KOG) | $€2mg [KOG| |#$g4mg KOG
HE~WEH B~ WEAaa. MEoERA
i, MIEOFEE| D RETHREO~RBEOOR A
R | THREA~RE | 2D 5,
OB E DD
%,
(5 k0@ KOG
Cl®8|® 6
n o = ———] I
Ef 7mm E£ Smm E 9.5mm
JEX 3.4mm JEX 3.6mm EX 52mm
HiE 120mg HiE 160mg i 320mg
Bl
T— g KOG1 KOG2 KOG4

4. SEEXIIHR
=23V RTFA—)VIE. REESI LV RXT0O—)VMEE

5. SHEER (IR ICBIHET B EE
51 MHOHIC T mEZERL. &L A7 0—)VIME.
FERMEE IV AT 0 —)VETH 3 I L 2R L - ETAH
D EEETDH &,
52 FEMEmIL 270 —=)VIMIED S BREEAKRIC DN TIX
FEHREBRNIZND T, BELYDEELRWEHBI SN 5E
DFH, LDL-7 7 = L — ZHEDIERYFEOMBI & U TAE

RO ZEET S &,

O KL - HEdHD  — @ K@EAL

7. BERUVHAEZICEET 58

71 HEEOH DRANICHEGT 25511, BHfRSEZ1H
ImgE L, ARG EIIIH2mgETET S, £k, FEE
DOHBNBICHEETZHEITE. 1HImgz& 57 5,
[9.3.2, 16.6.2%H]

7.2 RFNIHEGE (RHBES) OHEIMTHEWN. RSO/ iz
BEAERSENEBTZOT, 4mgll BT 5B 41T,
CKES. 4708 VIR, iR & O 7S O R KU Rl
FRRERTBRE IR ICIE R T 5 2 & AMIMEREBRICB N T
8mglh b D 513 MG Al fRE J OB A ZERROFEHIC &
DHFEENTNS, [11.1.12H8]




8. BEELEANIEE

81 HHMUHEIL AT O—)VIEREDHEATH 5 AIE
FEETW, BIGESRES,. SIME - BRES O R mMt O R R
DUVRY Ty &7 —DEEHTHEET S &

8.2 HEEME# KR GRMBIFL VD 2BEXTORICIEE L, £
LRI EME CEEIZIESE) 2752 &, [9.3.2, 11.1.4
Zd]

8.3 &G IR M 2 E IR E L., BIRICHT 5 K6
MBDSNIBNGEIC3 KRG EFIETSHZ &,

9. BENDEREFTHEEBICHTIER

9.1 A - BIEEEDH I EE

9.1.1 HHFRMBENHSHNPTWEDRENHBLUTDE
=
- FRIMEREIR MED H 5 BE
- BEMEOER GPARNO7 «—%) XIFDOFRERED
HoHEE
- AN DORIEEDB RO D 5 B
- 7 A= HhEDH L EH
[11.1.1ZH]

9.2 BipelEEaE

921 BHEEICHTIHEFREBICEENIRDODONDIES
AEIE T4 T T7— hREXZHTDHEICIE. BEEPD
BEBWEHINDEEICORATSZ &, AT B
HEBEAL 2 PE D BIRUTRVRIE N B S b T\, 2D 2ETH
AT 2561003 SHNICEEERESZ2EMEL. HEER
(Wi, B OB, CKER. mMPRORP I 4T
O Y ERERCMmEZ LY F2r EREDBHEEDE(L 2
ROEGEEESICHRGEPIET S &, [10.2, 11115
He]

922 BEENEIZOHREREOHDIESE
R ARIE DS B D2 < LR EZ T 2EBETH

0., £z, BEBUHRMRIE IC o TRILZBHEE D B LNEED
5 TW5S, [102, 11.1.1ZH]

9.3 fFisEEEESE

931 EEARNEENIIREREDHIEE
BE5LIEWZE, TNS5OBETIIARFOMEHEEN LA
L. BIERORBBEENEINT 2BFN0H 5, /-,
EEBENIBIBITNND D, 22, 16.625H]

932 FHEEXEIZOEREREOHIEE
FrEE2TE SR D2BITNND D, FENTEICHFREICEL <
HLUTHERT 5. [7.1. 82, 11.14%H]

9.5 1147
Hig SUIIF IR L TW A EE D & B i35 Lian
L. BWEER (S5v ) TORBEN R OIS 53 5%
(Img/kgbh |) 1B W THBEFT XI55 1% O — Rl I REE)
POWLENEDENT WS, /2. UHFTOWRERRI%
5B (0.3mg/kgbl ) ITBWTREYMOREE AR D 5N T
W3, Jv MIOHMG-CoAIR LR HER 2 KEHR S5 L
EETHRBOBKIFENREINTNS, FIZk b T3,
L OHMG-CoATR LR HZ L EAI T, ITHIR3 » A £ TORMITHK
HALlzEE BRIZAEXKEFEND SDONZEDORENH
%, [2.4%HH]

9.6 RAF
BE5 LW &, BER (v ) TAHTNOBTNH
HBEINTWS, [245HH]

9.7 NRE

9.7.1 EHOHEDWE, CK AITEETSZ &, /NETIR
EEOMHELHMEN RN TRELBIEENDHD.,
BEENDSDNPTVBENNDH D, [53. 5.45H]

9.7.2 EMNIZBWTIOEARM. WEI/THBWToEARD/NGE
Zxtg & LA R O et 2 5 & U 72 B R i BRI 2 i
LTz, [5.35MH]

9.8 ShE
BERANRE LSS CERT 2R EFETIE, —&
IAEFRREEEDMER R L T W5, MRUTHRAMRIE N d B Hh T n
EOMEND D, [11.1.12H]

10. 8 E{EH

AFNIAFF S 70— AP450 (CYP) IT&DIFEAERBEN
B (CYP2COTh TN ns),
101 HHRZE BtRALAEWZ &)

RN EEPRIEIR - &AL | BT - ERET
DUORRY > | RAEEREERLEE o XFRY >
(P> F 1 22| OBMBUBAESOE | ITK D AF O
) EBREEERNFEEL BPBEEN LR
(A=) TV, iz, BIEA| (Cpuxb.6fE.
(2.3, 11.1.1., | OFHHEENEINT S | AUCL.6f%) T
16.7.1% 1] BENDND B, %,

10.2 HAEE BRICEETSHZL)

SEH 4455 EERAELR - HE AL | BT - fARIRT
T4 77— bR AR ERREELE L WA &SRS
FEA D RERU RMRE AT B 5 | Bl AR E AS i o &

NY 7 4 Tibnedn, HEER NWTW3,
7— & (. AR o|GEHRET @ B
[9.2.1, 11.1.1, |FH, CKES. MKk |gEICET % Ik

16.7.1214]

—aF g
[9.2.2, 11.1.1&
1]

CRFIATOE Y |
A ricimiE s L7 F
Z 2 ERHEOBHEED
B EROELARE
LiZg5ERIET S
&

g N
RooNnNsEE

fEBRA T
ENHDHE

JLVAFII>

AR O A AR AT
THAHREND DD
T, AVAFII2D
B5®% MR E H
A ZRGT S
EMEELW,

Rk 5IC&D
23 D W AL AME
T9 % RN
H%,

TYZROTA
>
[11.1.1. 16.7.1,

16.7.22 4]

BT B HEEE L 2
S FERUT RUFE DY b 5
bhrBETNNd 5,
HRER (AR, B
T OFH., CKE
H, M KRB I A
VAR =N RSN el
WrL7yFor hR%
DBEHAE D EALZ D
EHERELICR S
hiEd sz &,

U77>ET>

'f%ﬁﬁ L:’-Ck U $%U®CH}3X

ERFEANITED
A D g~ D
B0 AANHE
ENdrHEE
A5N5%,

[16.7.1. 16.7.2|732.0f%., AUCAH1.3{%
S CERLEEOWmEN
H5,

1. BER

ROBWERMNH 5OND I ENHZHDT. BEE+HITIT
W, BEIGED S NG E IR E R IET 57 Sy

BETD T &,
11.1 EXAZEHER

11.1.1 EERRRE (GEEARD)
A, B, CKER., mbAtRPIA7oE > ER

ZEME T DRURRRIED & 5 b,
MELZDEERBEENS SONDEIENHDDT,
IERDND SNBSS 2R ETEI L,

9.1.1, 9.2.1, 9.22, 9.8, 10.1. 102&#]
11.1.2 SANF— (BEERH)

IRE/S B, HREROEHZRCKDO LEND 5 bz
HFi3kGEHIETH &,
11.1.3 KENTEMHEFEMN S A /NF— EEARH)

TS TAME

ZD&X
(7.2

WEALARE ST, CKEVE. RIEZ DR WAIRHEDEIE, BT
HMG-CoAETTH:#E (HMGCR) HiABEME 25 ET 5%
NI ANF—NHobND I &b D, £/-.
BESHRIERBEHET DHNREINTND DT, BEDIRE
EHOICBRTD I, B, REIHERSIC XL DkEN



HAENT EDHREFND %,

11.1.4 FFEEEREE. BE (WTNH0.1%AKi)
AST. ALTOZFE LW EF%Z 0D FHGERE, 3ENH 5D
N ENHHDT, EHMICHFEERESDBIRE T/

152 &,

[8.2. 9.3.2%:MH]

11.1.5 M/MREED  (BEEEARIH)

MERAE S DL ZE 0

S =

ro 2 &,

11.1.6 FIEMMR GEEAH)
EHETH> T, FBEL k. FRORH#, REEXAREE
LMD NG E I HKEERIEL., BIBERERILE A
D¥GLEDHEYIRNEZTO 2 &,

11.2 ZDDEIER

15. ZEOMODEE

15.2 JEEGPRALER ICE D < 1B
1 XOROKEHAR Gmg/keg/HLA E%E3 5 AR, 1mgke/H
PlEZE127 AR THANEOREBNIRO 5N TVWD, KB,
moE (v b, HIL) IZBNWTIEED 5N TR,

16. EYBNE

16.1 MAEE

16.1.1 EYEMRISEHER
EYINZAZF > HIV 7 AODEEImg KOG i UFEHERIK]
(e, /1gEZE 7 OAF—N—1EIC X DR A BT
MBEBRORESLEZEE, EINZAYF 2 HILY 7 LODEE
Img [KOG] 1. KizL#hE., KOG &6 ITHERERE -
AEMFIICRSE TH 5 2 LRI Y, Rk, EFN
A F AV AODEE2mg KOG 2R W T & FEEAESLE|
(M5m@sE) & oEMFNRSED RS N,

#£ EYNZYF AT L0DEE KOG i EHERIH
(i gE) HEHRROHR SR ORYBIEEINS A —% (5
A B

¥ i 5
KT A—% KT A=
AUC, P Cnax Tonax
(ng * hr/mL) (ng/mL) (hr)
EINRIFI AL ) 6162 | 19224763 | 1014036
2NN S
OD#E1mg| 7k d b
KOG | grty | 41E164 | 20781059 | 0782032
R Yt A
\ 40.0%14.6 | 21.92%10.68 | 0.86%0.40
(@ EE. 1mg)
BYNRSF I KIS L T o 4ia61 | 347241477 | 094034
SHIVYYL| B
OD2m
KOG) 7??; 90.1433.4 | 36361448 | 0.75+021
X
FE TR
‘ 87.4£29.4 | 3937+14.44 | 0.67%0.15
(CE5@%E. 2mg)

0.1~2.0% 0.1%A 1 HEE AR
E B B, T O| CAME FLBE. I
B BOE FE PRI
&5 - B, | 0. HERE. I8
A PRER . MBS, 8
HW ok & . DN, W&,
BHRAE. &K F
I
ASTLER.|EUJNESER, O
e ik ALTER .| UV>TZZA55—FE
7-GTP LS. | %, AL-PL&H
LDH F 5
BEIR. BUNLEH.
B fik mErL7F=>Fr
=
CK L&, fj| ik, 470K
o N AW, B kR
GHYE - BHE| 2HhIFE0 . RA.
R & LU, | RIR
HEWN
E=gii! /R A, BRI ER
B, H i ERE D
FFEEERYE 2L, M Bk
L. W%, yoJy >k
N AINY &Y. 1))
[STER(
FTAMAT|T7IVRZXTO UK
L | OARTF T. ZIVRZFO>
N FH., ACTHER.
INFV—=IVEF
BaEK., BB ER. RE | e
KPR OB | . 1 ZTo, B
PE{b . RE. B IR
2 o m DELOE., HE

& IR, RERME
B MmEK B
MEP L5, R 5
W, AER

ED FEEBEEILY )N O8O KGREE £ T O R RiR B & OVME
RAEFAEICED <,

12) RSB RLRE O BTEKEEIR O Al HEME A D 5 DT, B E
Ttz RBEIZGUHEERIETS 2 &,

14, BALEOEE

14.1 BERIRMABEOEFE

1411 PTPEEDHEAFNIPTPL — h S BOH LU TIRAT 3 &

HIGEITHT &, PTPY— hOBEMICK D, NS ATNE

SEREEAFIA L, HIZI3ZEALZE B 2 L THEMRAA S DEE R
BOHEZHRT D ENH D,
1412 AFNIFEDO LICOETTHEEEMSES EHET S
W, KLU TIRATETH S, £/2. KTRATSZIEHT

D,

A1) ERERIRRIE TOAUC P + EHERZE  (h=30)

B INAYF > )L 5ODEEImg KOG K UMEHESL
F (E@GE) HEREORGREO M EERES (@R
ABMH)

(ng/mL)
30 r

-0 ERINZZF LAV LODEE 1mg [KOG) kaLikE
<0 EQINZRF LAV LODEE 1mg [KOG] k& x5
—— IRAERLR (LB SE 1mg)

(FHEHZERZE |, n=30)

N
[$)]

n
o

PETT AN N g B =
s o

(5]

o




EYNAYF > H1)V 37 AOD$E2mg KOG K UMEEHES]
Al EEgE) HEHRE ORGSR REHEY (R
AFM)

(ng/mL.
60
-0 BRINZEF LAY LODEE 2mg [KOG) KELIES
m50 - <0 ERINZZF IV LODEE 2mg [KOG) k&1 ks
5% —— IRAERUH (5@ R 2mg)
Fao f (PR | n=30)
F3
230 b
> 20 y
b i
,E 10 L.
0 : —
0 2 4 6 8 10 12

B (hr)

MSEHFEEN NICAUC, CoaBZD/INT A—F 13, #HEREF DR
R, KREOERIUEEL - FrRIZ ORGSR IC & > TRz S e
HWndH 5,

£z, EYNZAIF IV LAODEEdmg TKOG) 13 &
BNER DR ER RS O A MFENREERBR T RS >
CERRI84FE11H24H EAREAFEN11240045) | ITHD =,

EYNALYF > H)L ™7 AODEE2mg KOG ZiE el &
Lz & BHEBFHNZELL, EMFENICEZEE AN
7zo

16.3 9%

16.3.1 EAEKEAE
EYNZAYF o OMmEEAKERITE<. b ME&R 4%
b MiE 7 IV T 2 2 T99.5~99.6%. 0.06%L b o B EHE&
FT94.3~94.9%CdHh > 7=% (n vitro),

16.4 a5

16.4.1 RHHRE
EINZYF i, KNTS 2 b ARNDBRIL, 8D B g
ft. F /U BOKBILKOZ) 7O i@gdidnigy oy >
gtz of#ansz 9 (5 b THFE 1 X),

16.4.2 M RUKRPHEY
EERABHICEINZAY F 25L&, Mk T
REEROCERBHTH D57 b AENEBD SN, T DMt
OREE LTI 70/ > BaFEAR, SA/KBELRD DT
IR LN, RETIEIREME Z7 4K FeEROZ
7 UK, SAIKEBILE R NS OREEN VTN DT
M@ 5N Y,

16.4.3 fHiEEE
EZNZYF F. b MFI 70y — LAz Hn= R85 SR
BOTHTNITRB SN, FEITCYP2CIT & 0 8T /KR LAk
w24 UC7=? (in vitro) .

16.5 HEft

16.5.1 BEMREE
EINZAYF L DOEEDHMERIZEDEM TS > 729

(T b, 14X,

16.5.2 HEER
fRERR A B E Y NAY F IV A EL T2mg,
AmgZ HERE LR G Lz & &, RPJEIRIIEL<. REAK
TO0.6%KiE. 7 M ARTL3%KiE. S TH2%KRMT
Holz. T, BEBRABEHICEINZYF VT
LELUTamgZ2 I HI1RITHBER O E Lizga. K21k
LT 7~ AR PR A e ISR e 5 7 H D% 5 £ T
BNz RS, BE5KT EEDITHPNITHED LY,

16.6 BHENDEREETHEE

16.6.1 BILEEEEERE
EHEREREE (B L7 F = EYEME LR O 15650 E3ELL
T) 2H3 553 A5 0—)VIMERE6H & BHEREATIEH
BEILATO—)VIIERZHICEYNZAYF LT
LHELT2mgZ I HIRTHBERO#E Lz & &, BikE
R B O 5 7H B O i bR BT B L F I L
Cmax CL.7M%. AUCTLOfEZRL O,

16.6.2 FHgpefEEEE

(1) FFEZEE

SEE IR ZS 3 12401 & AV E N ERE R AN 61T E S N2 & F
AN T LEL CO2mga O E Lz & &, mfEH R
BV e AL AT EE U Child-Pugh grade A Tl Crax T1.3
f%. AUCTI.6f%. Child-Pugh grade B® H# TIECpax T2.7
. AUCT39f 2R, 22, 7.1. 93.18H]

(2) FFHgEEESE (BSRAAT)

IFHRERR R (BT offl SIFEERE IE R EofIC1 H1E E
HINNATF AN AEL TOmgZzT7HEKEROES L
mEE BYBBEAOEEI N2, [1181H-]

16.6.3 /MR

INEFBEEE I L A7 O0—)VIERE (B #76ICES
INZAZF IV AEL TlmgXid2mgZ 1 H 1EIH & FIC
SO RERE DS Uiz, STEFESUI12ERFT BT 5% 51K
M#OMERREARDREIIREDEBD TH Y,

FONEFEEE DL AT O0—)VILESRE (BE) BT
EHNZYF 2 AL Amg i 2mgik 5 1HE % 0
BErp R AR IR E

%
ilA

BHE | RGIRHZO M P ARZCREET (ng/mL)

Img 22.79+11.34

2mg 32.17£17.65

7E2) G SUI12ARFCHIE M EERE (=7)

16.6.4 SEhE

B EIEEEE SHICIHIEE Y NZAYF > HIL S A
L 2megaESAMKEROZRS Lz &, WEEOEYBRE
INT A—FITEZRD 5NN,

16.7 EMHEER

16.7.1 ERPREER

1) >»oaRKRY >

EER AN BB IHIBEYNZSYF > IV LELT
2mgZ6HMIKER OIS L. 6HHDZES IR 70
AR 2mg/kgZEHEREOKGLZEE, EINZXTTF
DI 4 T Crrax T6.60%. AUCTA.6M5IC LR L,
2.3, 10.1Z#]

2 TuzxARA> >

SVE NEBERE A 181 Hala| Y 2 0% -1 > 500mg% 6 H
MIEROKEL., AHHOBMICESNZSY F 2 &L Tdmg
EOFRBEG L& & BB LU EY NS F > O miE
B IE Cra C3.6f5. AUCT2.8f%1C R L 7=, [10.250]
@) vVrzrreE>

SLEIA R ALRBIIZIHLENY 7 7 > E 2 > 600mg % 15 H
FEROKS L, II~I5HEIRIBIEEYNZAYF > ELT
AmgZ R G L& B LLLEINZYF O
M3 BT Crax C2.00%. AUCTI3MEIC ER L=, [1025
1]

@) 747 5—FREH
AENEERN24FNCIHIBEYNZAYF A ohEL
TamgzEoHEKEROKES L, SHEANS 7z ) T4 T 55—
NET LT« 02N ETAREREG LEZEE, EYN
25 F > OmiEREE (AUC) 7/ 714 75—KTl12
& FL74 7OV TILMETERLEY, [102808]

16.7.2 In vitro #ER

EZINAY F ICYPH TRDETIVEEITH T 2 HEAR
TIZ. CYP2CODIEED ML T4 I R, CYP3A4DFEE DT
ZMZ2FO ORBICEEL hoY, £/m. EINZSY
F 2 DRFENDOER O AHICHEET =4 T AR—5 —
OATPIB1 (OATP-C/OATP2) Z2BH5 L THD., > 7 OAR
U, TUZARA I OER) 77 BT UICE> THDIA
AHFAEX N0, [10.22:H]

17. ERPRAIE
171 BIRRUVRESMICEET 5HER
1711 ERRSEBRREE (BRA)
wmaL AT O—)VIERF (FiEES 3 L 27 0—)V IS



FraD) 2L LzBEKRR CEERERAREZS
) T, EINZXIF AN LELTIHIEY BF1~
dmg % 8~ 104;H M 5 U 72862B D HEFH AT B W T, ik
IRESERPRD SNz, HESHEFOKRIL X7 O0—)L
K TF21328%, LDL-OL X5 0O — )L TFZI340%,. <Y 7Y
T U R R R ERT150me/dLEL L DIERFIT26% TH o 7=,
EEEICBITAMHTIE, BRI L ATFO0— UK FRIZIEE
FLoMIZERRD NN -, BIEMAIX197/886%
(22.2%) IC@ED BN, ERBEMEMIE v -GTP L F 474
(5.3%). CKEH416] (4.6%). ALT LH32%1 (3.6%). AST
ER28KI 32%) HTH-o7'" 2,

17.1.2 BREIREHR (RA)
EaL 20— )VIERE FEiEtEEa L 2 50— )VIifER
ZEHEED) B2XRIC, EINRYF IO AELTIHI
B4 B%2mg 2 MR 5%, 4EKFOKR L XFO0—) iz
ZEL. 3H&E (Img. 2mg. 4mg/H) ICHEZLHEL, 52
T TR G Uiz, AMEOEFMR31I06ICBNT, 3
L A58 —)V K ULDL-O L A 50— W34l 0 5 A E KT
ZRU. FOHIE-27.2~-29.1% % (f-38.8~-40.9% D &i[H T52
HE TRENNDREE LB PR 5Nk (—ERBRE
(0i & D LHR) p<0.001). RIMEHIX64/31061 (20.6%) 1T
5Nz, BMEEROBEMZI226] (7.1%) IZED SN,
FAERIZBE () 36 (1.0%). BEETTE. 1 (W) .
ALBEMEFE . RAEMETRES 26 (0.6%) ETh-o iz, HEM
TMEICEET 2 EIEMILS4B (17.4%) 128D 5. CKER1S
Bl (4.8%). 7-GTPLF. MIEASTLEFH & (2.9%) %T
Ho=2,

1713 REMESIVRAFO-)VIEEFHRE LEEARLE
58 (BRA)
FlEtkma L 270 —)VIEREZIC. EINZRYF LY
T LAELTIANEY &% 2mg a2 8RS L. £ DO%4mgll
BMEL TREI04ERMEE Uz, BMEOEE I R3661I2H
WT, 3L A5 0—)VROLDL-O L A5 0 —)LIiZ4E 7 5
BEBETZRL., ZOHIE-30.6~-37.0% % (f-39.9~-49.5%
DO TRGEMIMNDLE LB NED 5N (AR
E (0 & DHHR) p<0.001), EIWEMAIX4/3661 (11.1%) T8
»oNiz, BMEEROBIERIZ2H (5.6%) 12589 51,
FERIZHERGE (FHEOLUN &), HE (BERHED
HZ16 (2.8%) THo/=. HEEMEMICE T S EI1ERIZ24]
(5.6%) WCEDHBN, WINDHBTAMATOVFEPSTH-
7—:23)0

1714 REESIVATFO-)VIEEFMMKRE LAEZEANEINE
HEE (MR
10~15EDE S I L AT 0 —)VIERF (BIR) @5
2. EZNZRYF AN LEL TIHIEF AR Img Xid
2mg% 52 G- Uiz, BRI OMTH RERETHIZB N T,
LDL-IAL AT O—=)LDR—A 1 > 2 s L% E8H
Wi e M2 RF D f& 0 3R UIE B 3L 5 800 BT O fE S, LDL-O
L Z 70— )L RO R/N_FEY [95%FFXHE] 13,
ImgH TI2-27.258 [-34.003, -20.513] %. 2mgHETIiE-34.273
[-41.018, -27.528] %A E/SLDL-IL A5 0— LK F%)
RERL (p<0.001). ZOFFII52HE F THFFS Nz, BIE
Ald. WIhoBsHETHROsNEMh-> =Y,

18. ZESHEIE

18.1 1L
EYNAYFE, IV ATO—IVEAROBERETDH D
HMG-CoAE LB HR 2 HEPINICHET 5 2 &2k D, P& T
DAV ATO—=)VEREHET S, ZO#EE, HiEDOLDLZ
FARDOFIDMERE L. I 7 S ITFi~ OLDLO B 0 A A2
HEIZE DRI AT —)LAMK T %, £/, FiETo
Frfehy72a L 2 50— )V E Rk EIC L O MR+ N DVLDLS
WHREAL, MR 77Ut RAYEFT %,

18.1.1 LDLERARIEEER
EZNZAZF 3. & MHEHRME HepG2iifi) 12H W0
TLDLZZMAmRNADFH ZEt L. LDLOK AR, DA
HE., TRBORESEINUL 722 29 (n vitro)., £77. %%
O 512X 0 HEKENICLDLS B RO T % (2 L 7220

(BEILEY M),

18.1.2 VLDLYWMETER
EYNAYF > ORKO#KEICED, VLDL-MU ZUtYU RO
SUIEBITERTLEY (BILEY M),

18.2 HMG-CoAR TR R EER
EINZZF L v M 7oy —LAzf0nzidiRricd
WT, HMG-CoARBILEZZHEHIMICIHEL., HEEHD
ICsofE1%6.8nM T d > 722" (in vitro).

18.3 AL RFO—I/LESHBEEER
ESNZAL F id. HepGififdz W izidbicsnw<, oL
257 0—)VERZE EERFERICHEEL 2 Un vitro)., £
7o BOES LUEGE0 3L 27 0= L& R EER TR
IERITH 727 (5w ).

18.4 MIEREEETIER
EYNZASF o ORO%EICED, mEkalL 2570-)),
ME LY Z Uy RIZEZRIEFLEZ 2 (BILEY b,
1 X)s

18.5 lREEERUVNIEIRELHIER
EYNZZF L. BILLDLZAW L 707 7y —2 (X
™ A BERHSREGHIIE) ICBVWTIL AT 0=V ATIL O
FEZMHEIL 722 Gn vitro). £/, HOFEIT X 0 HBRE
BWEFINTBT D NRIEEZEZICMH L2 (78F),

19. B ICET 2 E{LEMHMA
— R C EYNZY T IV Lok
(Pitavastatin Calcium Hydrate)

{b244 : Monocalcium bis{(3R ,5S ,6 E )-7-[2-cyclopropyl-
4-(4-fluorophenyl)quinolin-3-yl]-3,5-dihydroxyhept-6-
enoate} pentahydrate

ﬁ?iﬁ . C50H46C3F2N208 M 5H20

4y FE 1 971.06

TR ARIBA~BEAOH K TS 5,

NI A Y ) —VIZEETIZL <, K3y 7 —))
(99.5) 1D TEFIZ < W,
mnl ST VAT B
AEBIIHERZ RO 5N D,
fezERE

20. BEWV EDERE
20.1 FRBITRKZ#IT TREFT S T &
202 VLI EO—EEMERITEEL ThET S L,

21, EFREM
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211 [EEEY X 7 EMEIHEZRED L, EYICEET 2 Z &,
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P EEAECD T &,

22, A%

(EFNREF > HI ™ AODEEIMg TKOG])
PTP : 1008% (108£X10). 5008% (108EX50)
INT 150088 (T AF v IRBML)
(EFZNRGF > HIV o AODEE2mg TKOGI)
PTP : 1008% (10%€X10). 5008 (10%E X 50)
INT 150088 (TS5 AF v 7R BY)
(EZNRZF > hIVS D AODEE4Mg TKOGL)
PTP : 100§ (108X 10)
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