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HAZEEm D EES
872189
HRFERasG
201549 H
201529 H
201529 H

AiRES
22500AMX01607000
22500AMX01608000
22600AMX01043000

#E 1 mg
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Pitavastatin Ca Tablets

2. 22 (ROBEICIFBSLIEVNT L)
2.1 RAIDO IR UBBIEDOBEED » 5 B
2.2 EELHEEIIHENRZDH 2E%E[9.3.1.16.6.2 &HE]
2.3 Y7a AR »EZRSHOEE [10.1, 16.7.1 B3E]
2.4 1R SUIIEIR L C W A ATREE O B 5 ik R O L5 (9.5,
9.6 ZE]
3. #ERE - MR
3.1 #8r%
. AR ;
e ] VR

EHYNATF
Ca$t 1 mglJGJ

HE EINRZFUhLY
7 LK 1.10mg (%
NAZF AN TLELT
1.0mg)

B, e FoF>Faolteil
u—2Z, BltFy . rABAILYY
L, BEBHBEEL Fuods ol
=2, AFT7 VBT T RT T A,
vaxa—2Z, JTVEBN)ZFI,
EKZERIL A F, AL F I Nay

EHYNAYF
Caf# 2mg[]Gl

HE EINRZFUhLY
7 LK 2.20mg (%
NAZF ALY TLELT
2.0mg)

FLEKAIY.  RoF s Fuviltl
u—2A, B{tFy . =@k
ABEANTY L, BEHREE FoFxy
Ju¥ltra—2A, AF7Y VBT
AL, e Fara—, LY
B IFIN. EKRZEILI AR S
VN ay

EHYNATF
Ca$t 4 mgl]GJ

HE E¥NRYFrhILY
Y LKA 4.4lmg (€%
WA F AN TLELT
4.0mg)

FUHEKFIY. © RoF s Fueiltl
u—2., BlbFy . ZZEbik. o
ABEANT Y L, EREREC POy
Tu¥ltirua—R, AF7Y VBT
TRy L, ETHAT—RA, JIY
i3 NV S o PN =/ St - o o = N
JFNary

3.2 EFEIOMRK

WRE% & - B SUE - K& - EHR BAla-F | AERR
FH R
CINRSF Y fi’%‘ff?f)j; ) ) =2 | _ |ewszy
Caft 1 mglJGl| /2 7 721G
X Es =2
6.lmm 2.7mm 85mg
3] HE fRlTE
ANl
EINRYF |, Mikods ey | |Evars
Cast 2mglIGI A b 7 £ 1 2| &/ 722G
A-TAYTREE  Es &R
7.lmm 2.8mm 127mg
£H HE R
Yemta, FRO o
EYNZEF V| EFRAD 7 1V [ 7] 1G N45 B
Ca$E4mgl]Gl|La—T+1 27
it HE  Es @&
8.6mm 3.8mm  25lmg

4. MEEXR MR
BIVAFO-)VIE. REESEIVATO—)VME

5. FWEEXIIFIRICEBHET iR

5.1 MAOENC 2B EL2ERL. &3 L AT U —)VIIE. &
BEHEEIVATH—)VIETH 5 I & 2R L ETRA D@
fxERTH &,

5.2 FEMEE IV AT U — VIMED S 5 R EHEEEIC OV TIHE
REES 2 WO T, IRELRPT 2B R WEHI SN A5G DA,
LDL-7 7 = L — ¥ REOIERYPEEOHB) & LU TARA O #EH
AERTH &,

5.3 NRICEET 2581, NROREERS I L AT 10— LIE
DIRB IR B AR Z R OEMO b & T KFlOBS
HETEHMENEEZEIIOVWTOAREREERT S &,
[9.7.1. 9.7.2 &M]

5.4 T TCRTEHREEOREIIBEMEHRTEVWERESNT
WA ZEHEEFE R LRICHT H2ARFNIEEDOESFITOVTIL,
YA - RAT 4y baZBBUSICEEICHETTA2Z L. 5.
ENERRABRICB W TR 2 HARERIEZ V. [9.7.1%
H&]

6. FAERUHE
(83U AF0O—)VIfE)

BE, BACEEINZAYF ALY T LELT] ~2mgs
181 ERO#%ET %,

B, Fi. ERICKDEEHEREL. LDL-2 L X570 —)L{#E
DETRPRTDEIGEICEIEETE 2D, RAKRESEIR1H
dmgEkTET B,
(RiEEE I LR T 0O—IVIE)

A BE. RAICRBREINZYF ALY ILELT] ~
2mg# 1 H 1 [mEOEET 5,

B, Fi. ERICKDEEHEREL, LDL-2 L X570 —)L{#E
DODETRPRTDEIBEICEIEETE 2D, RAKRESEIR1H
dmgEkTET B,

ANECEREL L0 ED/NRICIEEINZ Y F LTI L E
LT lmg# 1 H1EROHRST %,

ZB. ERICEDEEER L, LDL-2 L A5 0 — )LEOET
BATDHGEICIHEBETESH, BREESRBIE 1 H2mgE
TET B,

(&)
B

$ 1 mg $E 2 mg #E 4mg
&3 L AT 0 —)VIE O ©) ©)
FHEHE I L AT 00— )VIE ©) ©) O
JNE

$E 1 mg $E 2 mg $E 4mg
B L AT U —)VIE - — -
FHEWEE I L AT 0 — )VIE O O -

O &ZAE - ABHD — &@LU




7. BENURECEET 2R

7.1 FBREOHSHMAICERET 2HEICE, AR5 E% 1 H
Imge L, JAKEEIZIH2mgETET 5, /o, FFEE
DOHBHNRICHEEST 2541213 1 B 1 mga 573 5, [9.3.2.
16.6.2 28]

2 AR HREE (25BRER) OB\, BERUERARER
BHEEERPHEATL20OT. 4mgltBET 254IC1E. CKLE
Fo IFAT OV VIR HPURE KOS O R R AR E A K
IERICERT 5 2 &o HABIERHBEICE VT 8mgll Lo
HBEIBERFRARE N OCBEAEEERORBRICLIOHIEINT
W3, [11.1.1 %]

~N

8. EELEAER
8.1 57 LHEIL AT U —IVIMEIREDERTH 2 BHEE

2TV, BIGEFEES, BT - BUEEOBMENEERED Y
AT T 70 —DERH+IEERT S L,
8.2 FFEMEZKRSHRBIKFELIVIZEE ToMIC I EME, 211
DIREIZ BRI (CEEIC 1 [E%) 12752 &, [9.3.2, 11.1.4%
Hg]
S EERIMTAREEE ERNICEE L. BT 2 RIEHN
ROSNEWIEEICIZRSZHRIET S &,

9. BENDEREFI2EBICATIER

.1 BHIE - BIEEEDH S EE

A1 ERERERED B S HONP TV EDHRENH B UTDESE
- FRIREREE ED H 5 BE
CBEMOHESR (YA a7+ —%) VIFORERDH
5B
- HHIEOHBEORERD H 5 BE
TV VHEBEOH B EE
[11.1.1 B8]

9.1.2 EEMHEIENGZDEHEEDS S EE
HEMENE (RHE, 258) »PELNIHERIT S E05H
%, [11.1.7 3]

9.2 BikieEEEE

2.1 BHEEICEET AIRFAREBEICERENIRHSNIEE

KEIE 7 1+ 7T — NREREZHAT 2HEICIE. BELP D%

BrrnwEHEShB5EICOART S L. 28k SHER

(L% P BEUFRBIEDS H 5 bR T L, P23 THAT S

BAEICIE. EHMICBREERES A ER L. BEER (HRE.

) oI, CKER, MAKRPRFAIF 7oy BRI
CICMEZ LT F = EREOBHEDE(LZROBEITE
BICHEEEFRIET S &, [10.2, 11.1.1 3]

9.2.2 BEENIGZODEHEEDHZES
R BBEOREFH DS NIBIKERELET 2EETH
0. F7-, EEHRERE IO TEBZEREDELNTD 5
nTws, [10.2, 11.1.1 2ME]

9.3 FHigEEEEEE

9.3.1 EERFEENIBEHENHDEE
BELAZVWI E, ThESDBETIAAOMEFBEN LR L.
BIEFORBSEESEINT 28T NP d 5, /-, FEELZE
(LEEBBENDDH B, (2.2, 16.6.2 5]

9.3.2 FFEEXIZZDEHEEDH S EE
FREEZFENSEEBZNTH 5. AFIEICTFBICZL 5
L CIERT %, [7.1. 8.2, 11.1.4 &H8]

9.5 1¥iF
HEIIER L TV ATAEERO D 2 4 HICIIRE LW &,
BYER (v ) TCORERERCEALSKSHE (1 mgkg
BIE) 2BV THBET XIS B0 —RRICREMDOIETHER
HOENTND, Fiow VY X TORBERBIAKSHE (0.3mg/kg
DE) ICBWTHEEYMOFETIREDONT NS, Ty Mo
HMG-CoABTTEARRER 2 KBHE LI5S ICRIEOERE
ENRRESNTWVS, BiCk FTld. MOHMG-CoABRTTEESR
FEERIT, FR3 7 AE TCORICRA L&, RIBICERE
FEBDSbNIZEDRETH 5, [2.450]

9.6 1%ZLIR
BELEWCZ L, BMER (S5 ) THITFRANOBITIRE
SINTW5, [2.4%08]

(o]

O O

(Y]

9.7 INE

9.7.1 EFOHELHBE, CKEFICTERT S & /NETILE
BOHEPLBEPRAIERTREL L2555 0. HESE
BHODLNRTNBENDH S, [5.3. 5.451]

9.7.2 EAIZB WV TIORARN. BI/HIBWT 6 mARmD/NEEZE
WMRE LA ER R 2R S U ERREBIIER L T
Wil [5.3 5]

9.8 HinE
BEWERPHR LG EICIHET 52 EFERT S &, —RIC
AHBEEPERNL TV S, BEFRBEYHS5DNPTNED
WwEN DB, [11.1.1 ZH]

10. BE{EA

AHNIFF b 70 —24P450 (CYP) IC&kDIZEAERB SN
W (CYP2COTHE R ICR#END),
10.1 HAZZ (HALBWLWI L)

S

HAIEE BRREER - B IE W - falRE T
YruARY v B BERAEEL A M BRI 2 7 m AR Y T KR
(Fr7432Y) FREESOEELAEERIRBL (FlomFEhEEs» L7
(A —=7)) 9V 7o, BWEFORIEE | (Crasd. 665 AUCA.6fH)
[2.30 11.1.1, 16.7.1| P #8IN9 2B Z NN H %, ER-H

10.2 HEESR HRAISEET BRI L)

EhBE

BRRAER - BT IE

P - falEET

74 75— b REA

NYFT 4 T &
[9.2.1, 11.1.1\ 16.7.1
S

B BB L 2 £ S B AL
FREN D b d Ve BRIER
(BFARE. BJIER) oFB. CKLE
A M RORG I A 7oer b
FAAFICME Y LT F = A%

TR & & R A ARIE A5
WESNTWVAS,
e« BAEICRE S
%R R EEIC RE DR
HoNDEE

—aF Uk OBREOEL 2RO B ITE|GRRT  ERENSH S

[9.2.2, 11.1.138\] |52 HIETRHIE. Ha

IVRAFITIV A MR EAME N 9% ] e | R 51 & 0 ARH O}
WH2HDT, AVAF T I VOB |INPMETT 2 RENH
Sg+nnEEEH AR ZE| 5.

595 ENEF LV

IYAATA TV
[11.1.1, 16.7.2 8]

B B L & £ S B AL
FREPHODNEZBETND D S,
BREER (AR, B o3

TERCEEANC K 0 ARFI O FF
JEADHELD JA A PHE &
hal-veEZ6N%,

B CKER. MpRORP I
rsuaey EFARICIMES LT F
=Y ERFOBEREOBLZRED
B RIIES RS2 RIET ST
Eo
BERIT & O A A D Crax 2. 0f
AUCHL.3MEIC LR L- oS
BHBo

V7 rvETy
[16.7.2 2]

1. 8HEA
WOBMWERDH5bNBZ ENDHBHDT, BEEZTDITITV,
BEDPRDSNHBEIIIEEE2HIET 5% S@EY) R LE % 1T
35T &,

1.1 EXGEIER

11.1.1 EEARIERAE (SHEERNER)

WA, BiEG CKLER. MHPRRFPIAFITaey ERZ2R
e T HMBFRREDS S H5b, ThIE-> TREBRELZD
FELBEEENHSDNLIENHHDT, TD LD ERERD
HobhnlgaIcidgksE2HiEd s &, [7.2, 9.1.1. 9.2.1.
9.2.2. 9.8, 10.1. 10.2 %]

11.1.2 SFNF— FEETH)

RE AR, HAERCEHRHLZCKO EZ2H 6 bNniigs
IZIIREEHRIET A&,

11.1.3 RENEEEFEES 4 /5F— GEEREH)

WAL, CKEfE. KEE% b 7% WARHEDEESE, HTHMG-
CoA®ItEES: (HMGCR) HiARBMHEE#E#E I 2 0BNTEH
B IANF—DhbobNs T Db, £z, &E5EHIEE
LR T ABIPRESNTVREDOT, BEOREEZTHICEZE
T5TL, B, REMHAKRSICEIDEBIASNIEOH
EHDH 5,

11.1.4 FREEREE. 8E (WINH0.1%kKH)

AST. ALTOFE LW EFEE2M4ES FFRERSE. BEFSHS5bN
5ZENHBOT, EMNICHEERESOBEE 2 +912/TD
Z &, (8.2, 9.3.2%H]

11.1.5 M/VRRSS (BEEAHA)

MEHREZEOBE 2 +7I/TH 2 &,



11.1.6 EEMmR (SEEARH)
BH#REGTH->TH, FE. . FFREE, WEXHRERE
RO ONIFHICEREZHIEL, BIBRERLT VAORK
GEOBEYLNEZITH L,

DV TI0%EFEXEEIC TRETRNT 21T - 7245 R, log (0.80)
~log (1.25) O#ENTH V. WA OENFEHREEEIER
ahizd,

(ng/mL)
11.1.7 SEHEIE BHEAH) 30 ¢
EEHENE (BHE, 258) PRENIEBELTLHIENH
%o [9.1.2 Z}:‘ﬁﬁ] it —o— ¥¥N\2%F CatElmg [JG)
11.2 ZOHOBIER z oy smsE
0.1~2.0% 0.1%k% SEEAR v 20 ¢ -
a5 COF |LARE Egﬁmﬁ % Mean+S.D., n=15
diem A ED. H[O8. WA, . EERES. ER. ;}
AP O, B, BfAR. S8 TH F
ASTER. ALT|EULEY ER.TU ST AFT—¥ L5, <
g k5. »GTPL|AL-PLER b3
5. LDHER 2
B /%, BUNER. &/ L7 F=> E5
U %Kﬁﬂiﬁa%m R, 1A0Cs bR T .
TR 0 2 4 6 8 12 24
s BN - MEE.[ZDIZVE, R, TR
TR Loh, wEun 5% OrER (hr)
&Il M/MRED . BRIERED . JIMBRED . 17
ik 3 IS, AmIMEE. y07Y > B, A ST A—¥
s — L ARBO B HE ST A5 BENTA—F
wam TR NATEY|TARAF A ET. T LR O ER AUCo Cunax Toar Tuz
BT ACTHER., aLFV—)LER (ng-hr/mL) (ng/mL) (hr) (hr)
BRI, FULH | B, 7R, MR, 130 . BEETE. |[HE Y'Y INAY F >~ Cafi
cop OB | SR Bosoo. M. RS 1 mg G 3.81=11.85 | 20.68£6.11 | 0.7x0.2 ) 10.4%4.8
. FREME LR, MEK LR, mEP L5, y 304k 1 mg 38.81510.43 | 20.51%6.05 | 0.8+0.2 8.943.4
HRERE, BER (Mean+S.D., n=15)

ED) RV IR E COMRABK O ERAREREICE S,
X2) BRHMAEORIBUEROMEEENH 20T, BIEEZTFITH. BEITEL
BEERIET S &,

14. BRALDER

14.1 FRIRMBOER
PTPRZEDEFIPTPY — b 6BV H L TIRAT 2 L H5EE
T5Z L. PTPY— FORKICE D, FEOHALT S REREA
FAL, BICRELZ B I L THERIAREDEE & & HHEZ i
HILHIEDP DB,

15. ZOfthdER

15.2 FFERAREERICE D <1B%R
A XOFOFSRE (3mg/kg/HLL L% 3 » AR, 1 mg/kg/H
Plbz12» AM) CHRNBORRPROONT WD, &b, i
DY (Tv . FIL) KBLTERDEN TV,

16. FEMENRE

16.1 MHRE

16.1.1 BEEigS
BRERABEOFICEINZAYF ALY T LELT2mgk
ZERER R O ERICHEEREORE L7 & & ORBLEDOEY ERE
NIA=FFIREOEBY TH-727, [16.2.1 ]

EYNRYF AN L2 mgBiERECR SR OZMBIE ST X — 5 (RERASE)

Tmax Chrax AUC

(hr) (ng/mL) (ng-hr/mL)
ZERERE 0.8+0.1 26.11+2.82 58.8+6.3
' & 1.8+0.3 16.79£2.29 54.3+4.6

SHIELRERE (n=06)

16.1.2 RiEHES
BEBEABEHICIH I EHEBREINZYF AT T L
ELT4Amg# 7 HERERORS Lz L &, BYEEIST A —
FRIERFEOEBD, REBSICEAZHIZ/NE L, Tinldill
BT dH - 722,

EYNRYF AN L AmgRERORSROEMERE ST X —5 (BERAEHE)

Tmax Chax Crin AUC T

(hr) (ng/mL) (ng/mL) | (ng-hr/mL) (hr)
%51 HE 1.7£0.5 55.6+8.8 1.4%0.1 174425 10.5%1.1
#57HH 1.1+0.2 59.5+9.1 2.210.4 221432 11.6+0.6

FfEHIRERE (n=6)

16.1.3 &EAFHIESF SR

(EINZIFCaft 1 mg [JG])
Y NAYF v CafE 1 mg[JGl £V NO§E I mgz. 70 AF —
N=EIZKDZENZNLEE (EINZRYF AT TLELT
1 mg) MEERMASBEICHERERERZORE L CmEhRZ(LE
BEZEEL. BoNEYEHENT X —% (AUC. Cuax) I

MEEFEEN FICAUC, CaadBED/ST A — 513, HiEEE OZER,
AR ORINOE - BFEORBEFICL > TRZ 2 ARENH
o
(EFNRIFCadiE 2 mg [JG])

EHYNAYF o CadE 2mg [JGl LV NTEE 2 mgk ./ 0 AF —
N—=FEILEDZENEFN18E (CINRTF ALY ILELT
2mg) EERERABEICEEREREORS L CIMHEFRRELEE
EZREL., Bon/-EMEnE/ 52— (AUC. Cma) 12D
TIWFEHEXEE I THREHEIT 21T - 72 /&%, log (0.80) ~log
(1.25) O&EFEANTH D . WHIOEY RS EAPTER S NP,

(ng/mL)
60 1 .
% —o— ¥HNZ%F »Cadi2mg ]G]
@40 —— J)NO§E2mg
g Mean#=S.D., n=15
VA
A
5
T
i
B
0 2 4 6 8 12 24
BE5HORRE (hr)
HBAEINT A — 5
HEISTA—F BEINT A — Y
AUcEFZ-’l szlx Tmz\x TI/Z
(ng-hr/mL) (ng/mL) (hr) (hr)
EYNAY T Caft| oy soeap12 | 40.06+15.78 | 0.840.3 | 10.042.0
2mg [JGJ
1 NEE 2 mg 86.42+37.49 | 43.56+18.55 | 0.7+0.2 9.3+1.8

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

MEFFREIL FIZAUC, CroadFED /ST X — 513, 1ERE DREIR,
AR ORI AL - FeEF OB IC L > TR AW REMED H
%o

16.2 DRIY

16.2.1 REDFE
REAEOENBRRICN T 2 BBOLEIL, ARBEEHRE T
ZERER B 5 T AN Tna DB IE & CraxDE N2 A 5 N7z 75,
BREE EZEERR S TAUCICRELRZIRD oL r 722,
[16.1.1 Z:H]



16.3 &fa

16.3.1 EBFEE
EHNZYF L OMBEAESRIIEL. & MOIFER O 4%E
MIETZ LT 22 T99.5~99.6%. 0.06%k b a BEtEEEAT
94.3~94.9%T®H - 729 (in vitro).

16.4 {3

16.4.1 {XEHRER
EINZEF 3, (ENTT 7 b RO, RIS BRI,
FOUVEOKBILEROT TV Ia  EH 0wy oy viasgit
HIZEORBSNLOD (T by THF £X),

16.4.2 MR U RPIEN
BEBRABEICCINZY F o2 HE5 L&, MEFTIERE
{LEROERBMTH ST 2 b AEDRD SN, FDMDOREY
E LTI T a/ S U EEREAR, 8 (KB (LA H T D IR 5Nz,
RAPTIEIRENMAE T2 bk T Ras o bR, 8Kk
BALER O I NS DIEEEP VT NH DI LIEED SN 9,

16.4.3 {{BEER
VIYNZZF I, b MFIZ7ay—LsZ2HA0nRERBICS
WThTPICRE SN, FICCYP2CoT & 1 8 fi/kEe ik % 4
U7=% (in vitro) »

16.5 HEtt

16.5.1 HEitHREE
Y NS F v OFE HPMREIEEFFHTCH -0 (T
b 4 X))o

16.5.2 HEitt==
EEMABES 6 FIICEYNAYF ALY LE LT 2mg,
Amga BEEORE Lz & &, [RPFRiERITE . REMAET
0.6%Kif 727 b MK TL.3%K. AFHTH 2%RFETH o7,
F7o, BERABEOHIICEINZAYF ALY TLELT
4dmgZ 1 B 1 E7 AMRERORS LGEE. KRELERY
7 N RO RPEEHE IZFE 2 S 7 B HO®RS F THENER
P, BEKTELEBHITERLICHD LY,

16.6 $FENEREHI 2 EE

16.6.1 BiSHEEEEE
EHREIEE (MEY L7 I = VESE EROL.5E0 3D
T) 269553 L AT 0 — )VIMERE 6§l & BHEEEASIER &
EBIVATU—)VIERE 6 fIICEYNZAYF U AT I LE
LT2mgz 1 H1E7HHRERO®RS L&, BikgER
EREOHRETHEOMBEHBE I IBEHEEFE ICHLChuT
1.71%. AUCTL. 9% %R L7210,

16.6.2 FFHEEERESEE

(1) HEZEE
SEAFFREZE BE 1260 & SAEABERERA 6 fllIc I NS F >
AT LELT2mgEBEFEOKE L& &, MiEFRE
X R BT e LChild-Pugh grade A® B # TldCrnaxC1.3
%, AUCTI.6f%. Child-Pugh grade BO#E#E TldCnaxT2.7
. AUCT3.9EZ /R L7, [2.2, 7.1, 9.3.1 2]

(2) FFiseErE=EE (BBRRAT)

FriaemERE (BB o6flE FFEREEFEZ6FIC1H 1 H
EIYNZRYF ALY LELT2mge 7T HERERORS
Uiz &, BYFEADOEE I VLo, [7.1 SHE]

16.6.3 \R
NEFEEEI VAT — VIERE (BR) £76ICEIN
AFZFUANYTLELT Imgid2mg#z 1 B 1 EERRIC
SLHEMRERO®RSEG Uiz, SHEBXIZIZERICES T 25 1 K
B O MBFERREMEOBEIIRED LB D TH o729,

NRREEE I VAT o — VIERE (BR) KB EY N5 F ALY L 1 mg
i3 2 mgik5 | BB o msgErRZ LAl

w58 #5 1 B O MR RELFREY (ng/mL)
1 mg 22.79+11.34
2mg 32.17£17.65
F) %5 8 ERE X1 23R HIE FELREEARZE (n=7)
16.6.4 SEE

g o Bl EHEFRESHICIHIBEYNZRYF ALY
LELT2mgz S HEREROKREG Lz &, MHOENH
RERT A —FICEZIERD 5N o729,

16.7 E4EEIER

16.7.1 BREREAER

1) ¥0RKRUY
BERABE6FICIHIBEYYNZRYF ALY ILELT
2mg# 6 HERERO®RSE L. 6 HEO®SE 1 BMaNicy 7
O 2ZRY v 2mg/kgEBEREOREG Lz &, EINRYF
DIMNAFEFEE L Crnax T6.6f%. AUCT4.6fEIC_ LR L2, [2.3,
10.1 2]

Q) 7475— NREEH|
NEANEERA2GIC I H1IEBEINAYF AL TLEL
T4mg# 6 HERERORS L, 8HENPS 72/ 7147 5—
MIETF LT o 7a YL E T HEMHEBES L& EYNR
7 FrolEEREE (AUC) 37/ 7+ 75— bTLl.2E,
FLT 4 7aPNTLMEICER LY, [10.2 2]

16.7.2 In vitro5&

VY NAYF UIZCYPATEDETVEE IS EERE T
2. CYP2CODEE D bV T4 I K, CYP3A4OEZHDF X b
250y OREBNCEE LD -7 10, /o, EINATF D
FFEANDE O AAIIEKT =F >+ 5 > AR—%—0OATPIBI
(OATP-C/OATP2) #BS5LTHBD, Y Z7uixKRKYy>r, T
209A TV RP) T 7 T VICE > TR AADHEESN
7217, [10.2 M1

16.8 ZDfth
Y NZAYFCagEdmg [1G] & [EEFRZ 2 FOE R
RlOEMZNERSERBR T A R4 > (PR24E 2 H29H %
BEEFH0229FE105 FlE2) | ICEDE, Y NZAY F CalE
2mg 1G] #IEHSHF & Lz BEHABOMERE, BWHEHIXRE
HLHFEIN. EMENICRAZE AR SNIZY,

17. BRPRRREE

17.1 BZERUTREMICEAT 68

(BhgELt@E)

17.1.1 ERESERKREE (RA)
BILVATU—)VIMERE (REESI VAT 0—IVIIESRE
REl) aRRE LCERRE (CEEREEHBEZET) <.
CINZAZFU ALY ILELTIHIEYEK] ~4mgk
8 ~ 104 E MG L7z8626| DEEEIEIC B W T, MIBREENE
BIRDPRD NIz, 5 §BEREDOKR I L AT 1 — K REIL28%,
LDL-2 L 270 — UETXRIZ4A0%. bY 27U+ MERRIZH
55i150mg/dLLL EDREFIT26%TdH > 720 ElhEICB T 255
TliE, BaL 270 —VETRIZESHE EOBICEZIZIRED S
Nz o7z, BIfERIL197/886%1 (22.2%) 1Z@® 5. E2E
{EF 1 y-GTP_E 4761 (5.3%). CKLEF414] (4.6%). ALT
E&F324 (3.6%). AST_EF2861 (3.2%) &TH o719,

17.1.2 ERREARSHER (RA)
BILVATU—)VIMERE (REESI VAT 0—IVIIESRE
Et) ENRIC, EINZYF ALY I LELTIHILE
S B 2mgk 8 EMESK. 4 EBORILVATO—)LEERE
BL. 3AE (Img. 2mg. 4mg/H) ICHEZFE L. 558
ORI G Lz, ARIMEOREERIFICBNT, IV A
FUO— L EUVLDL-I L AFu0—VIZ4BL6EBELKR T2,
L. FD#%13-27.2~-29.1%K% U*-38.8~-40.9% & [ 5238
FTHRBNDPORE LR PR 5 (—EAUEE (08
EDHEER) p<0.001). EIfERIZ64/31061 (20.6%) ICERH 61
7oo BMEEROBICERIZ26] (7.1%) (RO 5. EfER
R () 341 (1.0%). BRTE. 5 (R) 7. 3EEFRE.
FAYMEIRIES 26 (0.6%) ZHTH o7z, BHREEEICET 58
PERNZSAGT (17.4%) 12D 5N, CKERISH (4.8%). y-GTP
LH. MBEASTEREIF (2.9%) HTH -7,

(FiFMES I L A7 0O—)VINGE)

17.1.3 ERNRERSHER (RA)

FEEESI VAT O — VIMERFIC, EYNZRYF ALY
LELTIHIEY AR 2mgZ $AMBZRS L. ZD% 4mgic
HBE L TREIGARKRE Uz, BRMHE0EEHRRI6FICB VT,
MOV ATO—LEUCLDL-aLATFu—)Lid4 Lo E6E R
ETRZRL. FD%I13-30.6~-37.0%% F-39.9~-49.5% 7 &
F TR DRE LR ARD Sz (—IEARRE (038
L OHE) p<0.001) . EIFEAIE 4 /3661 (11.1%) 125880 5Nz,
EMEREROBWERIZ 26 (5.6%) 1CER®D 5N, TERIZEIRE R



B (FEoLUN (F). R (BEAHRE) & 16 (2.8%)
Tholz. BWHRBEEICET 2BIERIE 246 (5.6%) IKRRDH S
. WIFNETF A MZATFaVEDTH- 7125,

17.1.4 EASEIAERER (VR)
10~ I5EBOREES I L AT 0 — VINERE (BR) 2xt5RIc,
CIYNZZF ALY LELTIH]EHEARE I mgX it
2mgaS2ERES Uze BOMEOBITRRER T FlIcB VT,
LDL-ILVAFO—)LOR—A5A( V2 HEEE L-R5 8 HR
RO 0 R URIERIF S BT O R, LDL-2 VAT
O — VELROB/N_F P [95%EEXM] X, 1 mghTld
-27.258 [-34.003, -20.513]1%. 2 mgBtTI1%-34.273 [-41.018,
-27.5281% & A7 LDL-aL 27 0 —)UE T8 %R L (p<0.001).
ZOREIISHAE CHEF Sz, BIEAIZ. WThoBRERT
LEOSNZ o7,

17.2 BHERFERAES

(RiFMF LR 0O—IVIE)

17.2.1 WSEEARERAE (MR
0~ 4BOREEEIL AT 0 — LIMEEE 2 HRIC, BE3IE
MEEOREERABERE (2FFE) 25EH Lz, /2454
EEUEHMFICB VT, BE5HI» O RKREBIE”E COLDL-aL
AT 0 — VELRO P ELREREE-23.2421.6% L BB L
LDL-Z VAT H— UK TR EZR L (—IEAHE p<0.001).
FOFBICHEEIIZRO SNZP 57z BWERIZ 7 /9961 (7.1%)
2R 5. I&m'ﬁ’ﬁﬁﬁl IEENE. FFPEE, CKERE 260 (2.0%)
HEThHhol?,

18. EERpEIE
18.1 {ERER
VIYNZAZFiE, VAT UO— VEEROBEERZETH S
HMG-CoABTtBEZZERNICHET 22 &I1ck D, HiETto
ILVATU—)LVAERZEET 5, TOFER. ﬁﬁ@ﬁnm*¢
OFREPEE L. MEF D 5 FEANDOLDLOE D A A2 I
DMERILZATFO—LAETRT 5, it\ﬁWT@ﬁ%%&
IV AT A= VEREEICK D MEHFANDOVLDLZ WP EA U
MmigEry 7Vt RPMETT 5%,
18.1.1 LDLZBHRFEIRIBEER
Y N2 Fid. b MPESRRME (HepG2flifa) icB0nT
LDLZZAmRNADFIE % {2# L, LDLOMEESE. ;LD AHE.
7 RBORENSEML 7220 (n vitro)., F7-. EO®EIZX
D HEERFENICLDLSBRORBE 2 ERE LY (TILVEY M.
18.1.2 VLDLSWMET{ER
YYNZAYF o OFOH%S5ICED. VLDL-M) 77Uty o5
WMIEBIET LAY (ELEY M),
18.2 HMG-CoAETTEsRE=/EMR
EINZAZF i, Sy MFIZaV—azA0nzREBicBn
T+ HMG-CoARITEER # HEHMICIHE L. FHE/ER OICsE
136.8nMTH - 722 (in vitro) -
18.3 AL RAFO—IL&REEER
Y5 N2 % F 1d. HepGiiiaz L7238/ ICB W T, a LR
T U= ILEREBERENICHE LY (n vitro). £, #&
DS L7BE0 3L AT 0 — L& IEEER IXAFEIORIRK
TH-722 (Fv Mo
18.4 MIRAEEETIER
CHYNZRYF o OBOKEICED, MFEHKILATO—)L, I
FRYZUEY) RIEBIETLA 2 (ELEY by A X),
18.5 BEEEZEENUMIRILEINFI/ER
EINZYF i, BIELLDLZER L 7077 —Y (77
ZBIRESEARARE) ICBW IV ATU—LIATLOER%:

W L7 (in vitro)o E7c. BOKEICE D HBIRIE®EET

IBUSHEREZ R L (75F),

19. B ICEY EBERHIER
—fB  EINAY F 2 H I T LKA
(Pitavastatin Calcium Hydrate)
{b24 : Monocalcium bis{(3R,55,6E)-7-[2-cyclopropyl-4-
(4-fluorophenyl)quinolin-3-yl]-3, 5~
dihydroxyhept-6-enoate} pentahydrate
: CsoH#CaF2N2Os + SH:O
1 971.06

R
I B

3

% R EE~MEBDOHERTH 5.
X% ) —=)iciBFic<
IZHRD THEIFIZ< Ve
FEBITIBET 5,
ERBENTDON 5,

<V KXIZTH =)L (99.5)

CO2~
Ca*" « 5H.0

20. BRV EDER
T IO —EEFERIGELL TRET S &

22. @&
(EINRIFCafe 1 mg [IG])
1008 [1088 (PTP) x10]
5008 [108 (PTP) x50]
50088 [ AF v IR, NT]
(E9NRIFCafE 2mg [JG])
1008E [108% (PTP) x10]
5008 [108E (PTP) x50]
50088 [ AF v 7B, NT]
(EINRIFCatk 4mg [IG])
100%E [108% (PTP) x10]
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HEERE )

27) RYTBR th - HA/NERIEZAMEEE 2020 5 124 1499-1508

28) TEFRERF (U NOSE - 2003E7HI7E7¥<M\ BRI E
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29) Morikawa, S. et al. : J. Atheroscler. Thromb. 2000 ; 7 :
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