202427 8GET (1K)

B - BRRE
BN - 34

BAEEE R =

872189

RS

f7ERdsa

OD#Elmg

22800AMX00564000

20164124

OD#E2mg

22800AMX00565000

2016%F12H

OD#4mg

22800AMX00566000

2016%12H

HMG-CoAZETTERAEH
BEERA EINAIFUAILIDLOEANRESE
EYNZXFF > Ca-0DsE1mg [JG]
ESYNZ5F > Ca-0Dsi2mg [JG]
EYNZYF > Ca-0Dsid4mg [JG)

W EET

Pitavastatin Calcium OD Tablets

E)ER - BSOS ZICIVERTS L

2. ZR(ROEBEICIF RS LBV E)
2.1 RAIOR R UIBBRE D BHFERE D H % BE
2.2 EELFEEIIEERZEDH 5 EE(9.3.1.16.6.22]
2.3 Y7 uzR) yEBREHROEE[0.1. 16.7.12H]
2.4 R AR L C W A RREME D & 2 K ORI [9.5.
9.6%H8]
3. #ARK - MR
3.1 #HA%
Wi i A
TN NHBEINZRYF ALY LK|ID- = b=, hTETOY
&S aT i lmg FUTy, EEREL FOFy T
UZJ MG (s N2 5 FY ALY LE L BEL LT =R, BILF5 >\
71.0mg) TIJ)TVFLAZZ) L=+
TN AR Nz Fo ALY LK R T —E. A TABET LIV
e 2. amg e SRS L AT SR
Ca - ODIE2ME| (op 'S hry v ne U| Z2 YA, A250—R, #
el 2.0mg) SRR AV L
Eyﬂxy?a/ﬁﬁﬁyﬁxy%yﬁwaﬁAm
Ca - OD$t4mg| T 1/4-4mg
el Bl(CynAFFvhLYILEL
74.0mg)
3.2 RFIDOMIR
IR7E 4 & - e SUE - k&S - ER AEFRR
BB D £H = A
° N < IR D =5 WA,
léy.%é;f/ FoziEcy (o o) = |emazsEs
a1 ODIEINE |gn ~ pgn| NC o ODI JG
Gl OHEN BB, | BE BE &
6.0mm 2.8mm 80mg
KH HE B
CHINRRYF Y (N () —— EéngG
Ca - OD$t2mg W - CEART S
el wEEeon EE me HE | OD2JG
EOEBAY| 8 1mm  3.3mm 160mg
FETHER Bl E &
~BEEEOOH -
N T-7A 0 N
Ca - OD$t4me AL I CHNATF
el : OD4 JG
HE E& B
9.6mm 4.7mm 320mg

4. FRE ISR
BEIUVARATFO-)VIME. KNEMES3I DX 70—)VIE

5. ZEENIFIRICERET BER

5.1 MAOHNIC S aBEEZFEML. B3IV AT 00— )VIIE. F
BEMEEI VAT O —)VIETH 5 Z & ZHEZE L ETHRAIOE
HzEETHZ &,

5.2 FEMEE I L AT 0 —)LIIED > b A EHFESIRICOWTIEE
RRREN 2 WO T, IRELRPTZE R WEHE SN AEE DA,
LDL-7 7 = L— Y REOIEREMBEEOHE & U TARA DA
RERTH &,

5.3 /NRICERET 251 NEOFEES I L AT 0 — LIMLE
DBBIC D RMBRORBRZ2HEOEMO S & T, FHOHK
ERBEYEHEN2BEICOVWTORERA*ERT S &,
[9.7.1. 9.7.2%H8]

5.4 ZHTIIEHREROKEIIBEEERNTBEVERESNT
WaAVZEBHEEE 2, LRIOHT A2REARS OBEFICOVTIE,
YRT - RAT 4w bEZEBURFICEEICHIT A2 &, 25,
EWEERRERICB W TR RIS 2 ERREIE 2. [9.7. 15H]

6. FAENRURHE
(&I AR5 0O—IVIfE)
EHE. BHAIEEINRYF AL T LELTI~2mg%1H
1EFEO#ET %,
mH. Fie. ERICKVEEERBL. LDL-2 L 270 —)U{E
DETP AT DLGEIIIERTE 50, mARSEIZ1H4mg
FTET S,
(FRiEM=E I L A5 0O—)VMEE)
R D EE. BRAICIZEINZRYF ALY T LELTI~2mg
Z1HIEREORE T %,
mB. Fi ERICKVDBEEERL, LDL-2 VA7 0—
WEDETHAAR+ALEEICIIERTE 2D, A#RS
BIXIHImgE TET 5,

INREE. JORMEO/NBIZIZEINZYF AL L&
LClmgz 1 HIEREO®RET 2.
sH. ERICKVEEERB L. LDL-2 VAT 0 —)LH
DIETHPATA2HEITERTE LD, RAREREI
1H2mgE T&9 5%,
(&)
B
OD#Elmg OD#$E2mg OD#$E4mg
3L AT 0 —)VIE O o [©)
FEME I L AT 0 — VILEE O O O
INR
OD#Elmg OD#$E2mg OD#E4mg
B3 L AT 0 —)VIE - - -
FEMEB I L AT 0 — VILE O O -
O ZFAY: - ARHD  — 1 EKBAEL

7. FERUREICEET 2E8

7.1 HEEDOH ARG T 558121, FER5E%1Hlmg
EL. RABSEIZIH2MgE TET 5, /o, FFBEEDH 5/
RICEE T 5551013 1HImg %859 5,[9.3.2.16.6.2% 1]

7.2 AANZH 52 (R FBER) OEITAE BT i RE B
BEHEEPFERT HOT, dmglcEBET HHE101E. CKER.
IFTUC VR HE K& OB RS o RS R AR E T BREE AR
ICHEET S & RABIMERAEICE VL C8mgll o513
MR RE R OCEEEERERORBUCL DRI TWV5S,
[11.1.12H]

8. EERLREARNEE

8.1 6P LVEIL AT U —ILIMFEIREDERTH 2 BHEE
2T, BIGESEES. SIE - BUES B NEVEROY
AT T 7 7 —ORBHTHERTH &,

8.2 FFHEEME X EMMIE LV I2ZEE COMICIEDI E. 21
DIF I ERRRY (CREICIEE) IS5 2 &o [9.3.20 11.1.450H8]

8.3 H{EHIIIMPAEEE % EHHICHRE L. BB ICT 2 RKIEH
O OENEWEAICIZRERZRIET ST &,



9. IEDEREZFTIIEEICEHT I EE

9.1 GHIE - BEFEEDH D EE

9.1.1 {ERERIBELN G S OHNPTVNEDHBEN HBUTDESE
- FURIEHEEE NEED & 5 B
CEEMEOREBRBY AN 7 4 %) NIFOFKEROH 5 EE
- BRI OBEEORFRO D 5 BE
T aA— ) hEOH HEE

[11.1.1%M]

9.1.2 SEEMHEIEN FZDEHEEDH S EE
HEEHEDE(RHE, 258 »EEHEHT 208D 5,
[11.1.7%08]

9.2 BiEEEEEE

9.2.1 BiEEICRI T SIRFRIREEICEEN RO ONDES
KENE T 4 75— NRERZHAT ZEEICIE. BELYPOE
Bl EHBSNAG5EICOAFHAT S L, AL BHER
b2 S BRUTRRIED D S b T . PL2EBTHAT S
AT, EHICBHERES 2 EE L. BEER (AR,
BiEE) oFB. CKER. P RORFPI4FToey BT
WKMEZ L7 F = EREOBHECE(ZRDLIGHITEDS
W5 EdIET 5 &, [10.2, 11.1.150]

9.2.2 BEENFZODEEENHDEE
B MBEOREFN D ZL P BRERELETIEETDH
0. F/, BEEETBRE IS > TRMZBHREDELNIDD 5
nTws, [10.2, 11.1.1%M8]

9.3 FFisEERESEE

9.3.1 EEREEXNFIBEREDH D ESE
BELEVWCE, TNEOBETIIARFOMBEHEEN LA L,
BERORBSEESEMNT 2BF N H 5, £/, FEELE
fbEEBBZNDDH B, [2.2. 16.6.25H8]

9.3.2 FEENIFZDEHETEDNH B ESE
FEEZ2ENSELBINTSD 5. KEIZEICFEICZL 546
LTERT 5. [7.1. 8.2, 11.1.45H8]

9.5 1FiF
EREAIIER L C WA RREE D H AL EICIZRES LT &,
BYER (T v M) TORESRROCEAEESHE (Img/kgL
) IicBO AT 3 IR%E O — R BE OFET AR
5NTWV3, £z, VY FTOREBEEBIAH SR (0.3mg/kg
DE)ICBWTEEMORENREDOONT WS, Ty Mo
HMG-CoARTTBZBER %2 KBRS LB ICRRO BB
EAMESNTWD, BTk bTlE. fiOHMG-CoAR TS
HEHIT. ER3» HE TORICIRA Lz & &, BIBICERE
BELRH DN EOHRENDH D, [2.450]

9.6 1Z7LIF
BELLGZWI &, BMER(S Y M) THITTAOBITHIRE S
nTn3, [2.4208)]

9.7 INR

9.7.1 EFHOHEESPHBE, CKERICEET A&, NETINE
HOHEESLHBENBRAICHENTREL Z2BE0H 0. HEE
BHobNRTVNBENLDH 5. [5.3. 5.4%0]

9.7.2 EWIZBVTIORAM. BBV TOmAHO/NEIE %
WRELEIEROR2EZIEEE U BERRBIZFERL T
Wz, [5.35H]

9.8 SkE
BIERDPHEBE L ZBEICIHET 22 EFEET A &, —f&IC
EBEBESERTLTWS, BMUBMBE S SbNPTnED
WEND 5. [11.1.130]

10. HHE{EA
AAENIHFF b7 0 —LP450(CYP)ICL DIFE A ERF SN2
(CYP2COTHT NIcR#END),

10.1 HAESWHALEBWI L)

\ B R HERAER - B W - fERET
YIAARY ¥ B BRAEEBLEESBR| > 7 AR kD
(FrFr31ay) BRSO EE L AEEBRNVHE AR OMEFEEH £
(R A=) FHLPT 0, £y BIERDOF|F (Crab. 6%, AUCA.6
[2.3.11.1.1,16.7. 18] | BUEE NS 2 BENDH 2. |5) T 5.

10.2 HAES (HAICERE TSI L)

EHAHHOT, ALAFFT I
OHE#R+ Y aEREE H TR
FZH59 52 ENEF L,

HHIAE EERAER - B E BT - fEREET
T4 75— b REH| B B AEEAL & R S RERUT | A & b R A Bl ARE
NPT 4 TI— & |\BBESHSLNPL TV, BEE | PHRESNTVS,
[9.2.1, 11.1.1. 16.7. 1 PR (B, MR oFB. CK|fe MR T @ BHAEICH
2] LR, MFRORFIA O | T 5 ERREEICER
ERECICmME I V7 F= > B\ PROSNDEE
—aF U AEOBHRECELEZRO LG BRET BEEN D
[9.2.2. 11.1.1%88] BRESIIREGEZHETLIE, |24
aALAFFIV AHEO M EE PR TS 2 A 8| F B 510 & 0 ERA O

ML AME TR 9 % AT BE
b,

zyRuUvA T
[11.1.1, 16.7.2%H8]

R B EEE L & D MU
RBErHSDLNEZBENTH
%. BRER(BHAR. B

EERRFANC & O ARFIORF
FEANDELD AAHIHE &
NBlHEEI 6N,

DOFH, CKLEF, MARVRF
IA vy ERECICImE Y
L7 F=r EREOBREDE
tzROHERES ICREE
FiEgHI &,

PERIC & D AR D Croax 2. 085
AUCH1.3fEIC ER L&D
EWH B

V7 rvET Y
[16.7.22:14]

1. ElfERA
WOBWERNHHONAHT ENHAHDT, BEETFITV, BE
RO ENTAGEIIIR S 2HIET 20 @I HMB LTS &

1.1 EXREIEA

11.1.1 1EFERRIRRAE (SEE REH)
MR, B, CKER. MARTRFIA 7oy L7 %
B E T ABEBMBES D 5bh, Thilfk-> (AkERE
FEOEEREBBENHODODNAZENHAHDT. TOLDITIE
Wb osbhi-HEIcddkEsE=FIET 52 &, [7.2, 9.1.1,
9.2.1. 9.2.2, 9.8, 10.1. 10.2=H&]

11.1.2 SAINF— (BEEARA)
RE AR, HAERSZEHZCKO LE H 65 bNni-5a
W35 EFIET A &,

11.1.3 BENTEMHEEMSES A /VF— BEERH)
WAL, CKEE. RIEZ KD WATEMEDEIL, it
HMG-CoARItEER (HMGCR) ARG EE 2 e # & 3 5 REN
TEEEFEEIANRNF—DPHobNE D5, £z, &5H
B LEET AFPRESNTNADT, BEOREZ+DIC
BEITHIL, 2B, AENHFHRSICLOBEBIAON &
DOREFNI DB %o

11.1.4 FFEREREE. BE (LI N 0. 1%KH)
AST. ALTOZE LWL LRSS A5 FFEERE,. BEFH DN
52 ENBHBHDOT. EHNICHRERESOBZEZ+7I121TD
Z &, [8.2, 9.3.2%H]

11.1.5 MUVRIEA (BEEREA)
MEHRESOBREL2+7IT5 2 &,

11.1.6 RAEEMANR (SHEREH)
EBHfETh-oTh. HE. B, WIRKEE. HXREESE
BROONIBEICIIHREEZPIEL, BIBRE S ILE VHIO®K
5@t NEBZ1TH T .

11.1.7 SEEFREEIIE (BAE RHH)
ERERETE (RFHE, 258) PFIEIIELRT S D5,
[9.1.2%08]

11.2 Z0fthDEHER

0.1~2.0% 0. 1%k SEREREH
IEHE RE, TOHE CARRE ALBE. IME
PRI
Mg TES - B, BEARE |08, HILAR. 8. ERE
WL ER. OWK. B, &
AR, HER. T
JFF ASTES. ALTER. |[EVILEY ER, aY YT AT
v-GTP LR, LDHER|F5—¥ EF. AL-P LR
= #HR. BUN LR, &7 L7 F
=
il ke CKLF. M. B | feg, I+ oy b7
FEMAER | - HER,. LUON, |2ThIXDE RE. RIR
HEL
Jiiiki: 3 H I I/NREA . FERIEREAD . B
A IFEREIE S Mk |
sa7vy kg, 7—LAREK
DA




0.1~2.0% 0. 1% SR

PRl FANZFOUET FILRZFa U ER, 7ILEZ
FuY bR, ACTHER., I
FV—I LR

Z DAt BRE. REAGOE BIF. K5 KEAE. 12T\ HE

Ak 0. BAETE. FE. SR RO
5560&, B, REM. R
BRE LA, MEKLER. MEP L
7. HREREE, FER

VL) SRR (RTINS 3 COMFRBR O ERBAEIC 55 <.

VE2) B RRIE O HTBIER O TR D 5 5 0 . BEZ T HI0F 0, BEISU
B5EFIET 5,

14. BRLOER

14.1 FAIZFFHOER

14.1.1 PTPEEOEAIPTPY — bSO L TRAYT 5 &
SEET2HI L. PTPY— FOBKICKD . BLHARISRE
HEARIA L, BIC3ELEB I L THBRAREOER L &0
FEZHFETHIEN D%,

14.1.2 KANIFO LICOE THERZRBESE 5 EHIET 5720,
K7 UCIRAFRECH B0 F7o. KTIRATAZ LB TE 5,

15. ZOfthDER

15.2 FEERAREHERICE D < 1&%R
1 X DFEOHERER (3mg/kg/HLL E%3% AR 1mg/kg/H L
£%212% AB) CHRROERPRO SN TS, LB, 1D
(5 Y by BVIKBLTERD SN TV,

16. FMEE
16.1 MoPiREE
16.1.1 EMFHIEFEHER
(E9IN\R9F>Ca - ODFIMg[IG])
(1)7K7%& U CHRA
BRI ABEICE Y NS 5 Ca - OD§E4mgJGl &)/ u OD§E4mg D £ 2l
SE(EYNRY F )y LELTang) %, EEREERORS L TR ey N
Ay FVEEEREL, BoNFEMFE/ ST A —4% (AUC, Cmax)IiZ D\ TI0%E
FEXFEEIC CHEEHBIT 24T - 724558 10g(0.80) ~1og(1.25) 0#ENTH D | WAl
EWPENRSEEATER S NIz (F a2 =N =),
(ng/mL)
90

80
70

—o— E¥NRFFCa - OD§Edmg [1G)J

@ 60 —— UNBOD$E4mg
¥ 50 Mean=£S.D., n=22
o
40
E
30
20
10
0 | i o S —" o
0 5 10 12 24 48 72
it (hr)
HERTA—H BERTA—H
AUC Cmax Tmax tie
(ng + hr/mL) (ng/mL) (hr) (hr)
¥y NZA%FCa -
OD##4mgIC) 200.9+60.1 66.1+27.0 1.0+0.5 11.6£3.7
U N uOD$#E4mg 207.2+68.7 68.6+30.1 1.0+0.4 13.3+3.9

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

MAEFEELNICAUC, CmaxZED/ 8T A —4 13, #HEEORIR, (KRORMEL -
EESORBEMICE > TRESTREN D 5.
(2)7k35+) THRA

RS ABEICE Y NZA Y F > Ca - OD§E4mgl]Gl & )/ aOD§E4mg D £ 2 il
FE(EYNRY F NIy LELTAng) %, EEREERORS L TRy N
AYFVBERZRIE L, 85N EYEE/ T A —% (AUC, Cmax) 2D TI0%(E
FEXFENEIC CREHRRIT 24T - 724558 10g(0.80) ~log(1.25) 0#HENTH D MWAID
EMENESEDS RSN (F 0 24 =N =),

(ng/mL)
1204

100

—o— EHN\2&F>Ca - OD§E4mg [JG
201 —— U\EOD#E4mg
Mean#S.D., n=22

R E

0 5 10 12 24 48 72
R (hr)
HEITA—F BENTA—Y
AUC Cmax Tmax ti2
(ng - hr/mL) (ng/mL) (hr) (hr)

Y NZAYFvCa-

OD3$i4mgl]G) 270.8+106.5 | 86.8%34.9 0.8+£0.3 | 13.2+4.5

Y3 a OD$#4mg 264.7+100.0 86.9+34.7 0.8+£0.5 | 14.1+£3.5

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

MBI ICAUC, CmaxED/85 A — 1%, HEE ORI, (AEOFRIEE -
BESORBEFICE > TER B AREENH 5.

16.3 16

16.3.1 ERBEER
EINREFOMPEAMBEREIEL, & MIFR 4% FMET7 LT I VT
99.5~99.6%. 0.06%k b o EEHEREE R TI4.3~94.9% TH > 72 (in vitro).

16.4 (X

16.4.1 {XEEHREE
VY NAYF L E BNTT Y b AEANORIL, BISEO BEEL. F /) Y BROKBILK
V7L raribHr0iEsy ) e tEIC X VRBENLY (T b IHF A R),

16.4.2 MpRUFRPLENH)
BERABHEICEINZY F o285 Lz L&, MET TIEREBROEREY T
HBTT N EDPROSN, TOMORBYE LTI T8 U EEFEE. 3MKERL
FEEbTPICRD SNz RAETIEREE, T2 Mok TeRaIs o bk 8
FIKEBLER O Z N6 DIEERP VTR DT LIRS 5h 7207,

16.4.3 {{EER
EINAYF iz e MFI 70y —axALRERBICBVW O PIcRBsh,
FEICCYP2CIIC & O SHIKEE(LIA 2 &£ L7z (in vitro) .

16.5 HEittt

16.5.1 PR
Y INAY F 2 DFET HHRMERER I EFR M TH 5727 (59 by A R),

16.5.2 ittt
BRFERABEROFNCEITNZATF ALY L LT2mg, dmgZ BEREO#RS L
e &, RPPRIRIGEL . RE(LETO.6%KTE, T2 b U ETL.3%RKME,. &5tT
H2%RMHTH 5720
F7o. BERABMOGICEYNZY F ALYy L E LTmg# | HIETHBERER
O#%5 LcBa, REMGERDT 7 b RO RBHHEZIZYE S 57EEO#RE £ T
2RSS T, #EKT L EHITHEDDITED LY,

16.6 HEDEHRZHIHEE

16.6.1 BHHEREESE
BHpEREE (g 7 L7 F =V HMEE FRO 1 SEBL EMENT) 263 5Ea L AT
O — VIIFERE 6N & BHENEF L& L X7 0 — VIERZHICE Y N2y F >
ANy LELCOmgElBIETHRMRERO®RS Lz & &, BREREEEORST
H E o M I3 B MAETERE ICH LCmaxTL. 7%, AUCTL.9fE%2R L%,

16.6.2 FFHHEIEEEE

() FEZEEE
SEE A FFIEZ B 1260 & SV EANBRIAGBICE Y NAY F 2 ALy & LT2mg
ARERORS Uiz & &, MR ISR A ICH LChild-Pugh grade ADBE
Tl3CmaxTl.3f%, AUCTIL.6f%, Child-Pugh grade BOE#H TldCmaxT2.75.
AUCT3.9f5%R L7127, [2.2, 7.1, 9.3.1%&]

(2) FrigaeraEEE (IBRLAT)
JFH e S R (ARIAAT) 6] & FHEBEIE R E6BIICI B Y NS F o Ly I L e
LC2mga 7THBREROHRSE Ul & & EMERAORE DL 720, [7.158]

16.6.3 R
NERRBEEE I L AT 0 — VINERE (BR)ETHICEINZY F AN TLEL
TlmgXi32mg# | H 1A AHICS2EMREROEE Lz, SHEEUX 1B/ BT
BEE1RRIB O MEPREEOBEIZREDO L BD TH o717,
£ NEFEEEIL AT O - VIEERE (BR)ICBFHEYNRYF ALY T L

Img X3 2mgf& 5 1 B O MEEHRE LA

w58 BE1RERIE O MEE PR ZA LR (ng/mL)
Img 22.79%11.34
2mg 32.17+£17.65

FAfE + R (n=7)
TE1) #5830 S 1 238 B 12 HIE

16.6.4 EiE
EEOH S IEERESHICIHIEE S NRY F U ALY L E L TC2mgRSHERE
BOKE L&, MEORMBE (T A —FIC23BDSNEP 70,

16.7 EYMEEERA

16.7.1 BRAREER

MyoORKRKUY
EFERABHEFICIHIEE S N2 S F 2 HL Ty L e LT2mg%6HMRERZO#HS
L. 6HEO#ZRSIKBANCY 70 AR Yomg/kgx BEHREOHEG Lz e &, O
A% F ¥ OMEEHEEZCmaxT6.6f%. AUCT4.6fF1C EF L7z, [2.3. 10.12H]



(2) 74 75— NREH
SAENERBEAAFNCIBIEE Y NAY F AL L& L T4mg%x6H B KERO
BEL, BHE»®S 72/ 74 75— UET L7« 7u VL ETHEHARS Lz &
X, CINZRYF U OMmEHEE(AUC)IE 7 /) 74 75— FTL.2AUE o747
O VLTLAREIC ER LY, [10.288]

16.7.2 In vitrosE&
EYNAYF  IZCYPHFREDETVEEICHT HERB I, CYP2CI0EH
DRLTH IR, CYPIAAODEBEDT A N AT Y ORBICHE L 2r 570, £
fov EINRYF Y ORFBAOBD AHCERET =4 > 5 v AK—%—0OATPIBI
(OATP-C/OATP) HEELTHY, Y7 uxAY >, TY 203 A YV ROY T 7
VEV VI o TR AN HES N, [10.250]

16.8 ZDfth

(E9 N9 F>Ca - ODEEImg - 2mg[IGl)
EZ W25 FCa - ODSEImg[IGIR UV EZ N2y F > Ca - OD#2mgIGlIE. [&
B RLZROBRMAOENELNESERET A P71V ICEDE, EYNRY
F > Ca - OD§E4mg[ ]Gl 2 fZHEBIE| & Uiz & & VEHIZEEICE D S AW ZNIC RS
LHENDE,

17. BRERRRHE

17.1 BHMRURLEICET 25

(GhEESLE)

17.1.1 EREESERARRE (BA)
EalLZAFu— VIERE (REESI L AT — VIMEEELZ &) 2 0fRE L
BB (CEEREERBE2ET) T, EINRYF ALY LELTIHIEY
Bkl ~4mg#8~ 104AME S L 728620l D HEEHUEIC B WL T MIEAEE S E R
BHOONT. BESGAKORI L A5 0 — IETRIZ28%, LDL-I L AF0—ULET
£1340% MU ZVU R MEFRIZZSHTIS0mg/dLE EOERIT26% TH > 7. &
BEICBIABE TR, BRIV AT 0 LETRIFESBEEOBICEIRED SN
otz BIMEFIE197/886%1(22.2%) ICiB® 5., E&EIHER I y -GTP LF47H
(5.3%). CK_EF41%1(4.6%). ALT E5321(3.6%). AST EF2861(3.2%)% Td -
f:19)20)21)22}23)24)25)267o

17.1.2 ERRBRSHER (BA)
BILVATO— VIERE (RESEE IV AT 0 - VIMEREZ &) 20RiC, ©
INAYF v HNT T LE LTIHIES £#2mgx SR 5%, 4EROMBI L AT
O —)UE% %R L. 3F & (Img. 2mg. 4mg/H) ICHBRZE L., 52 F Tk 5 L7z,
BHEDOERHRIIFICBNT, AL AT O —LKUOLDL-2 L A5 0—)LIid4i#
POEEBETZRL. Z0%IE-27.2~-29.1%% 1V-38.8~-40.9%D fi [ T52i %
TRHGEHI D DRE L 7 BT & Nz (—1EARUEE (038 & 0 Hift) p<0.001) o &IfE
FI364/310f1 (20.6%) 138 57z, BREFEROEIERIZ2261(7.1%) 12580 51,
FAERIIER (B) 301 (1.0%) « BIRTTHE. # (W) Fe. ABEERZ. KEERES2
B1(0.6%) % TH o7z, BERBEEICRET 2BIER X540 (17.4%) 1IcB® 5h, CKE
F1561(4.8%). v-GTPLER. MIEAST EFEFI(2.9%) % Tdh - 727,

(RS I L A 70—V

17.1.3 ERRBRSHER (BA)
FEEE I VAT 0 — VIMERE I, EINZRYF ALY T4 ELTIHIESY B
2mg %8RG L. ZDk4mgl i E L CREIVGERIRS Uiz, AE0HEnR
36FlIBVT, BIALAFOT—LRULDL-2 L AT a0 —VId4EL» 6 BBLZE T2
RU ZD#%13-30.6~-37.0% % 1V-39.9~-49. 5% D i TRGEI A DLE L 7R
WD BNz (—IEARUEE (038 & 0 Hel) p<0.001) . BIEAIZ4/36%1(11.1%) 1278
SNz, BMFEEROBIERIZ26](5.6%) 18R 5 h, FERIZHFERE (FEO LY
NOR)) . T (B EARE) & 160(2.8%) Tdh - 7o BEFRREEICET 2 BIPER 26
(5.6%)ICEBOEN, WTNHTAMZATOVBDTH -7,

17.1.4 ERSEMAEHER (VR
10~ ISROFHEER I L 27 10— VIMERE (BR) 2WRIC, EIYNRYF U HL
L E LTIHIEHARTImg I3 2mg 2 5LBME 5 Uiz AR BRIT o R &R
BlcBWVWT, LDL-ILATH—LOR—RAT A v E{EERE L5 L2
JARF OV R LRIERSESE AT OMRE, LDL-2 L 25 0 — VELROF/N_RF
Y9 [95%MEREX AL, 1mghET1d2-27.258(-34.003, -20.5131%. 2mghf TI3-34.273
[-41.018, -27.528]% & & &EALDL-2 L A5 0 — )UK FRIR %R L (p<0.001). #
ORIISBEE THFS Nz, BIERIE. WTNOBRSETLRD SN2,

17.2 SLERRGESAES

(RiEHZ I U R 7 O—)VIIEE)

17.2.1 FEERAMHETE (VR)
10~ 4B OFENEE I L AT 0 — VIMFERE % WHRIC, REIEMRS OREMHE K
ERE (2PIE) 2 £ L., ZIRASHIZ2ETEMAFICB VLT, BERHI» 6 RILE
R E TOLDL-I L AT 0 — VELROFHE + EHER2E1E-23.2£2] 6% & HE
ZLDL-3 VAT 0 — U ERRZTR L (—FEAUEE p<0.001). ZOxhRICHERE
ROSNED o120 BIERIZT/9961(7.1%) 12388 5., EBIVER ZHER. FFkEE,
CKERZ261(2.0%) % TH - 77,

18. EEZHFIR

18.1 {EFRHERE
EINAYF U iE, IVATO—VESROREEEER THHHMG-CoARTER %
EHAICHET 22 810&0, FETOILATO—LERAHET 5, Z0OMEE,
FFEOLDLZ BAORBAEE L. [WEF D 5 FEAOLDLOE D AAKfEH#IC K D 1Ml
BRIV ZATO—UPERY 5. T/, FETORRNZI VAT O — VEREEFIC
X0 MEAFANOVLDLAWAEA Ly MEE N 7)) RPERT 5%,

18.1.1 LDLZBHRRIBEER
YO NZYFE, b MEEHRMA (HepG2ififa) 12 3 CLDLZ AAmMRNAD
BHAMEE L. LDLOMEAE. B0 AHE. 7 RBAREIEIM L 722 (in vitro) . 72+
EOREICE Y ARKRFOICLDLZBAOFRR 2 EE L 72 (ELEY M),

18.1.2 VLDLSHE TER
Y NAYF > ORFOHSICED, VLDL-F) 7Yt ) ROFWIERIET LY
(ELEY ),

18.2 HMG-CoARTEREZIER
CINAZFd. Ty MFI 70V —La2A0RBICE LT, HMG-CoABRT
BHELZEFMNICEEL. HEFEHROICHEIX6.8NMTH - 7% (in vitro).

18.3 AL RAFO—ILEMEEIER
EYNZEF1d, HepGiifaz WV 728 BRICB VW T, VAT 0— LEamz RE
RIFANEE L2 (n vitro)e F72. BOREG LGE0I L AT 00— LARKEE
PEREAFIIBIRTH - 722 (T v 1),

18.4 MIRBEESIE TER
EYNZRYF o OROHFGICED, MEERILATE—)L, MELY 7V R) Fi3F
BIETLA? (BLEY by 4 X),

18.5 FEEERRUMARILEINHIER
Y NAYFd. BILLDLEZ &R Li-v s 07 7 — Y (77 A HEREStkli) 125
WTCILATH—VIATVOEBZMEI LY (n vitro). 7z, EO/EICLD
FEBIRIGEE T B 5 WEARE 2 B BIIH L7z (79 %),

19. B ICRET IBEFHAR
—fE NG F VY LK
(Pitavastatin Calcium Hydrate)
{b%#4 : Monocalcium bis{(3R,55,6£)-7-[2-cyclopropyl-4-(4-fluorophenyl)
quinolin-3-yl1-3,5-dihydroxyhept-6-enoate} pentahydrate
R BE~HEBDOHRTH S,
2B )= WEFIT L KRIETH =)V (99.5) 1CH88 THEIFIT W,
FHEBRICET 5,
RSP RDONS,
g

H OH H OH

Ca®" « 5H20

373 1 CoHaeCaF2N20s + 5SH.0
T8 1 971.06

20. EURL EDEER
20.1 FRZRIZEK[EBI CRET S &,
20.2 7V IO —HEMERIGELL TRET S L.

22. G

(EFINZ9F>Ca - ODERImgIG])
1008 [108% (PTP) x 10, RHEERAIAD]

(E9INR9F>Ca - ODEE2mg[IG])
1008E[108E (PTP) x 10, iEEEHIA D]

(E9N2R9F>Ca - ODER4mMglIG])
1008£[108% (PTP) X 10, FREEZHIA D]
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