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2.2 HELIFEEIIMEREDD 5 BH5[9.3.1. 16.6.251]

2.3 Y7 uARY) yEHGFOEE0.1, 16.7. 1]

2.4 MR SIS HEIR L T B REE 0 & 5 M N 0N 3L R
[9.5. 9.6&/&]

3. #HRL - MK
3.1 #AR%
. Y ¥ INAY T Caie | € ¥ INA Y F »CafiE | €5 /N A% T Cadi
a Img[ 7 1 | 2mgl 7 1 | 4mg[ 7 1 |
HIREZINAZ F 2 5V KKFIY
Ryl %N (B N2AFF NN ILELT)
RE 1.1mg 2.2mg 4.4mg
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wnEl |2 — A, %7 13—)16000
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5.1 #HOFNI T AT FERL., mI VAT H—)VIIE, K
BHEI VAT 0= VIIETH 5 2 & &AL L 72 L TARK O
HzaZET LI L,

5.2 FIEME I L A7 0 — VIED 9 bR EHAHRIC OV TIHE
RO T, HELELLEZELVEHENIHED
H. LDL-7 7 = L — ¥ RSO IEFY L OHi & L TRFI D
HHEZHZET B L,

5.3 /NERICHR G T 2561E. NREOREMES 2 L AT 0 — )VIE
DI T RN R FOEMO b & T KFoHs:
Y E P ENEBREICOVWTOAMBHEEEET L L,
[9.7.1. 9.7.25H]

5.4 WHETIIREBIIREBOFEIIFEEHLRTEEHREINT
WBRYVZ LA E R, WIS 2 AHIFE G- OEEFIZOW TR,
DA - RXAT 4y b BB LUFICEEICHS 52 8o b,
FEIIRREER 2 B\ TRIBISH§ A ARRRIE 2 o [9.7. 12 ]

6. FAiENUHAZE

(&3 L RF0O—)VIMAE)
FHL AR EINZAYF UV A e L Tl~2mg#x1H
1A S-$ %,
B, T, ERICI D BRI L, LDL-2 L A7 10— )b
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dmgF TE T %,
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2mg%x 1H 1A% 59 %,
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WG 2561213, 1HImg# %59 5.(9.3.2, 16.6.2Z:H]

7.2 RHNIH G- (L HBEE) ORI AR R B AE B

WHEHRRDEHTLDOT, dmgl2 =4 5841213, CKL
Fo AT VIR, BRI B O S o0 R AL Rl R T IR
JERIZEE T 5 2 & AIMRRERIZ BV T8mgll E ook
G\ RERUT RAE M OB EFHR OB L ) kS Cwn
5.[11.1.1%0%]
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9. BEDEREEITIEEICAHTIER

9.1 GHIE - IEEEDH D EE

9.1.1 {ERERBREN S SHNPTVEDHREDGIUTDESE
- RIS REIR TEO B 5 B
CBIEEORHEEE VA Ma T 4 —E) NI ZOFREEO D 5

B

- HEHE O EE OB O & 5 B
S TIVA—VHEOD L EE
[11.1.1=8]

9.1.2 EEMHENE IS ZOEEEDSH D ESE
FE T (IR, SR8 BEAEHET LI L0dH
5o[11.1.75M]

9.2 BikEEESEE

9.2.1 BHEEICRT 2 ERRBEICEEDROSNDEE
KENL 74 77— FREREBHT 2561203, HEELROE
B eI SN EICOARBHAT L2 &0 QMR SHIEE
1% PE ) MR RURIE DS S H b T Ve R T F T
DA EMIICE R A 2 L. HEREK (A
. BB 03B, CKER, MR OREIA 7oy LA
WG 7 L7 7= v EREOERIEOEILZ o A1
HHICHEGE2HRIET 52 £,010.2, 11.1.12H]

9.2.2 BEENFZOEHEEDHDEE
TR AURAIE O GBI DL K PERERELZHTLEETDH
0. F70. BESUTREMERE CPE o A B O BEALASEED &
NTWw5.[10.2, 11.1.1&1]

9.3 FTEeEEEEHE

9.3.1 EEEEX IIEEHEDSEE
BGLawZ e, INH0BE TEAR OMBEFEEN A
L. BIVEH OFBUHESINT 2 BZ W H L, /2. ITEE
FELZEDLBEND D H.[2.2, 16.6.25]]

9.3.2 FFEEEXIFZDEMEEDH 2EHE
s LSS BENDD Lo RANITINTEICE 54
LCERT 5.(7.1. 8.2, 11.1.48]

9.5 1FiF
R AR L CW A e & 2 EIZId G- L e wnwZ &,
B EER (T v N) TOREN R 0PG5 55k (Img/kglL
I IZ BN TH MR L5 M O — RN BEEN Y O FE 25588
LN Twd, F70, X TOREREI S 3 0.3mg/
kgDl I IZBWTHEBY O T HEO SN TWD, Ty Mol
DOHMG-CoAR TR HER ©# KEde 5 L7258 1B o5
W HEEINTWS, FIZk FTld, OHMG-CoAR LR
FIEH T, MRSy A TOMICIRA Lz E &, JFIEICER
MWD S bz OREDDH 5, [2.451K]

9.6 1Z3.Iw
VG LanwZ & BFEE(T v 1) TIHH R A~OBITHHE S
NTW5b[2.421]

9.7 INRE

9.7.1 EEOMHERCHE, CKEFIEET LI L NETIHE
OB RCTRED NI R TREL RLLGEDDH Y . FHikE
W b bR T VBENDH 5H.[5.3, 5.451H]

9.7.2 EIMIZBWCTI0R A 7 BV ToRR O /N E %
ML LB R E R L L BUREBRIEFEM L <
Wi\, [5.35 ]

9.8 SinE
BITERZSSH L 728813 E T 5 5 EEET L 2 b —fEI
AETIBEREAMNT L T\ 20 BRI AFIED S S bR T e D
WG H D D [11.1.1281]

10. #HE{ER
ARFNIHFF b 70— AP450(CYP) 12k D 1L A LRBI S
W(CYP2COTHhTcf# s D),

10.1 HHARRWHALEWI L)

HHE R PREIR - HEETT R Wiy - falrE T
D= I WA HEREELLEZE) | VAR VI X
(Fr7132Y) AT i RE SF o0 T | D) ARHI O e e
(hF—=FW) LHERRDPEIL LT |H L A (Coab . 665,

[2.3. 11.1.1, 16.7.1|\x, F7=. BIEHOIEBIE AUCA.66%)F 5.
ZH] JEDSEEIS B BEND D Do

10.2 HEER(HAICERT ST L)

FA % HRIE - B | R - fBRAT

T4 7T — NRIER B AR EAL & Rk O (WA & D B Rl
NYFT 47T — MNEBRGRURIED D S b N PENHE SN TWw 5,
[9.2.1. 11.1.1. |® 7 v HREIERGH A|EHRET : BiiEIcH
16.7.15H] Fi. W) o 5Bl CK|§ 2 W R B2 i 12
BRI ORI | ES RO SN B
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7VTF =Y FASEOBER D LGE
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IV ARF O i KE AV | A R 51 &) ARA
LSRN D 50T, I | OWINPME TS 2]
LAF 73y o5&t |EEND 2.

DT U TARH 2
B59 22 DT L,
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KOHAR. BIE) 0F|E26N5,
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HIFruvy ERBD
Bz vy F= v BER
HOBBRIEDEAL % RO
A REL IS T
452k,

V77 ¥y PRI &0 KH D Crmaxh®
[16.7.1. 16.7.2208] (2.0f%. AUC'1.3f% 12 1
AL OMRERD S,

1. 8HERA
ROBWERDH S5bND Z LD DDT, BIEE 5127V,
BLE DR S N AT & k9 B 7 &) 7 WL & AT
3Tk,

11.1 EXFEIER

11.1.7 1EREARIARAE (5 A )
AR, B, CKER. MR IRPI4 7y ER%
HE & 3 B RERUBRURE DS D S b, TIUPE- TR RE
EDEELFEERH LDLNLIEDRHLDT, TD LI LiE
Wb o bh a3 5 %y 52 £.[7.20 9.1.1,
9.2.1, 9.2.2, 9.8, 10.1, 10.2&M]

11.1.2 SAF)I\F—HEARR)
IR AR MIAERRLEHLRCKO LAz S S b Ge
WG EPIET A2 b,

11.1.3 RENEMHEFEMESF)CF— GHERH)
WAL, CKE MR, RE % b 2 WM O 58, it
HMG-CoA s TeEE % (HMGCR) $ILiR B 14 55 % Bt & 9 5 S
AN I ANTF—DBHobNE I EDH b, /2. &Fh
1L D E T BB ME SN TV HDT, BEORIER 14312
BSR4 2528, b, RENRFITRGICEYIEELIALN L
DIEFIN D 5 o

11.1.4 FFSBEIEE. |E (3130, 1%H00)
AST. ALTOZF L\ EAEZ L) FFRREREE, ®E7H O b
N3 ENHLOT, B IFEERES OBIZE 2 + 51217
) Zk.[8.2, 9.3.22MH]

11.1.5 MUIVIRIREA CHEEEANHA)
MRS OBIE % +5121T79) 2 &,

11.1.6 FEEEMERHA CHEEAA)
Bz G-Th o T, FEE, Bk, MR, M XA A
MRS LNZGAE 3G AL L, BB RE R VE H O
B0y g1 2 &,



11.1.7 EAEREEIIAE HIZA])
AR WA (R, a8 2358 UEAL S 2 2 &b
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11.2 ZOHfDEIER

0.1~2.0% 0. 1% A
WEGE  |FEE. X U ARG KLPE, IV

FzOEINRAYF AN T MmgRAER IR GO EY BENT A -5
(e AT 1)

Tmax Comax Coin AUC Tz

(hr) (ng/mL) (ng/mL) (ng-hr/mL) (hr)
TZE?‘EI 1.7£0.5 55.6+8.8 1.4=0.1 174 =25 10.5%1.1
ixﬂ%‘ﬁ 1.1+0.2 59.5+9.1 2.2%0.4 221+32 11.6%0.6
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DA S TV 5 25T e el | e SN
14. ERALDFE
14.1 ZERIZZMHBOER
PTPRZEDHFNIPTPY — b2 ML TIRAT 5 L5 4
Y5 L, PTPY — bPORAAKIC L D . B S AT Al R
AL, BRIl B 2 LTt K5O EE 2 &G 0HE %
BERTHZ DD 5,

15. ZODMhDFEE

15.2 FEERAREIERICE D < 15ER
4 X OO G 5B (3me/kg/H UL E%3% AR, 1lmg/kg/H
Dibka12s M) CANBEORIPRO 5N TW5E, 2B, i
DEW(F v~ F)IZBWTIIED STV R,

16. EYENRE

16.1 MAEE

16.1.1 BEigsS

BB ABEOBICE ¥ NAF F oYy Ak L Comghk 22 O
BRICHEER S L7z S ORBAUEOEYTEE/ ST 2 — & 13 kE
DEBYTHo7:7,116.2.15H]

£ OEINAYF YAV 22mgH NEE G B OSEYERE ST X -5
(fERE A3 14)

Sl + B HERRE (n=6)
16.1.3 EMEHEIF MR
(EYINRZFCafglmeglt D11
Y7 N % F v CafElmgl V7 A J& ) N §Elmg % EER NS 127
NENLE(E Y NA Y F o )V ok L Clmg) 22 H AR 1% 5
(Z7aAF—=N—=3) L, MFERFE TN F EEZIEL. 55
N7 EhEE /X5 2 — & (AUC. Cmax) (22 W CHEHENT 2 17 - 724
Beo WHIO LY R SEVE D R S Y
F FBH | G G R OSEYBIRE N T A — 5

Cmax Tmax T2 AUCo-24nr
(ng/mL) (hr) (hr) (ng-hr/mL)
¥ 53 A5 > Cab
1mal 71 20.23+8.39 0.7%0.2 5.0£3.6 40.70+20.35
)N gE 1 mg 20.13+8.10 0.7%0.2 5.0£3.8 38.13+15.59
(Mean£8S.D.)
30+ —e— EHNAHF > Cafit LnglHT1
% -0 -- U)NOEE 1 ng
th i Mean=S. D. (n=20)
= '
5 201 4l
N Al

FERE LN
S
T

(ng/mL) A
LIt 1 1 1 ik
0 RN 8 12 #
0. 2% 3 & 2 5.4 O (hr)

(EYINR&FCafemglb D1 1)
Y HNZAZ F v Cagi2mgl 7 A 1 &) N0 $E2mew BEHER AN E 12 %
NENE(EZNAFF A1)V Ak LT 2mg) 288 I A 13 5
(7B AF—N—iE) L, MBERE TN F U iEpELNE L, 55
NBEYBIRE /S5 X — & (AUC. Cmax) |22\ TREEHEMT 2 1T - 7245
Feo WA B [ SRR S Y
F LA 1 Sei GO EE N T A — 5

Tmax Conax AUC

(hr) (ng/mL) (ng-hr/mL)
ZEJE I 0.8%0.1 26.11+2.82 58.8+6.3
£ % 1.8%£0.3 16.79+2.29 54.3+4.6

Cmax Tmax Tz AUCo-24nr
(ng/mL) (hr) (hr) (ng-hr/mL)
Y ¥ INA % F v CadiE
2mgl 74 48.35+46.44 0.8%0.3 9.2%5.1 96.66+97.78
) NE§E 2 mg 48.62+46.67 0.8+0.4 9.8+3.6 90.01+79.45
(Mean=S. D.)
100 —e— L5 NAYF > Cabit 2ngl T A |
% g --o0-- U/)NO%E 2 mg
o 80 | Mean+S. D. (n=20)
=4 L
4 o
N 60
A )
5 L
F a0 KA
= I
i !
20 H
(ng/mL) ~
TN O T "t eSS
0 Wm_l,az 3 4 8 12 24
Sk P ORI (hr)

(EYINRZFCafidmglb D1 )
Y ¥ NAZ F v Caftdmgl 7 4 | &) N0 Sedme & EHE AT T12%
NZENISE(EFNA Y F 2 AV A& L Chmg) ZElE L Al 1455
(7O AF—=N—3E) L, MIFREZTNZAYF UV EELZE L2, B
N3 EFE/$ T A — & (AUC, Cmax) 1D\ CTHEFHRNT 217 - 724
By WHI O LR RS S 2,
F2 HEA 1 GEi GO BIIE X T A — ¥

FIY i = BHERGE (n=6)
16.1.2 RiE#RS
A EE6BICIH LA AR E Y NA Y F o BV 7 Ak L CTdmg
ETHBPAERIRG- Lo &, EWHRE T X =5 ZREOL B,
FAEH 512 £ BTN E < TR ©d - 722,

Cmax Tmax T2 AUCo-24nr
(ng/mL) (hr) (hr) (ng-hr/mL)
Y5 NA 5 F v Cafi )
Amgl 71 69.03+38.78 0.8%0.2 8.8+5.7 140.92+71.84
) NE§E 4 mg 73.57%39.49 0.7%0.2 8.4%5.4 139.96 +65.44

(Mean=S. D.)
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MAEREE 7 & NZAUC, Cmax& /87 A — 4 13, HERE 0=IR, (§
WOBRTUAEL - RS ORBREMIC L > TR DT RS D 50

16.2 MRUX

16.2.1 BREORE
REALR O BRE X 2 AR OB L, ERE NG TIlLEEER
B 512 N T D IR IE & Conax DL T A3 S L7258, %5 & 2218
S TAUCIC K& =IO SN h o 722 [16.1. 12 ]

16.3 £

16.3.1 BEEESE
EFNAE T OIMFERABARITE <, & MIAER 4% b I
TNVT 32 T99.5~99.6%. 0.06%Y b aifEiENEE 1 T94.3~94.9%T
& 72Y (n vitro) o

16.4 {34

16.4.1 (IR
Y NAYF iE, KNTT 7 b A E~OBRL, IS0 pmIL, Y
CERORBALR OV a vl A VIE Y ) ARSI X ) R E
ENDO(Ty b, THF, A X),

16.4.2 MR U R
R ABMEICE S NA S F o e feG Lz e & i CldRZ1LE
ROFERMMTHL T 7 b EFROSN, ZomoREY & LTk
TSy AR, SEKIRILIED D $ IO STz, SR TIERE
ik, 27 ok, e Fag 2 b R, SRKERLE R O Z s o
HEEPDFPIBD SN Y,

16.4.3 (XHEER
EZ N2 F 0k, e MFI 7 ay — a2 HuiREEEICBYTH
FHIAH S, FIZCYP2CIUZ X V) SAKRFR LA % 4 L 72Y (i vitro) o

16.5 HEitt

16.5.1 HEMHEE
Yy N2y F v OFE ARSI ETHEETH 5 729(5 v by A4 X),

16.5.2 HEfttER
fEHER A BB Z NA Y F o AV Lk L T2mg. dmgh H
RS L7z e &, JRPEEISII . REIUETO. 6%, 52
b ATL. 3% A0 . ARFT 2% K TH - 720
F72, BHERABUBINCE ¥ NAFF oAV Y A8 L Tdmgx 1H1ET
HM AR G- L7856 . REAUER YT 7 b RO BRI & (9
POTEHOPS-F THME RS T, 58T L L ITER IR LY,

16.6 {SEDERZFIDESE

16.6.1 BikacE=EEE
ER R E (g 2 L7 T = 38 RO 5L E3RELLT) 2 A3
AL AT 00— )VIIEBFE6F & BEREEA IE R 2@ 2 L A7 u— )Vl
SERFZOHICE Y NZA Y F Ay Ak LT2mgr 1 H1ET7H B E
REOPEG Lz &, BHkGeRE & B E 0% 57H B O M4E i LBk
EFHHIZIE L Cuax L. 7. AUCTL.Of5Z 7R L 72Ys

16.6.2 FFikaeE=EE

FFEZEE
ARE S B E 12060 & AL E AERER GBI E ¥ NA 5 F U h vy
YAk L C2mex B G- L7z & &, s s A c
L Child-Pugh grade A® ## TIZCmax T1.3. AUCTL.6f%. Child-
Pugh grade B® %% T 13Cuax T2.7H5. AUCT3.9f % 78 L 7219,
[2.2, 7.1, 9.3.1=2&]

() FFisaerE=E 2= (BERLRT)
FERE RERE 5 B (BRI IT) 6651 & B REE & 661 IHIRE ¥ )N A 7 5
YAHNTY T AL L C2mgk TH B RERIHES Lzt &, EYEE~O
BBV h o 720, [T, 18]

16.6.3 /R
NBRBEWRS IV AT E— VIEEE (BIR) KON E Y NA s F o7
Ny ok L Clmg X id2mg % 1 H 1§ £ R 125228 f AR T4 5 L
7o ST X121 35 1) 2 4% 5 105 ] £2 o0 M4 v RS LAR O B 1
REDEBY TH-722,

F ONERBEMEEI VAT - VIGERE (BI)ICBIF 2 K8 NASF UL
v Amg XA 2mg G- 1R 1 O iU i AR A AR 1E

Beam PG 1RE R 2 o0 e R 2RI E™ (ng/mL)
lmg 22.79+11.34
2mg 32.17+£17.65
V) $55- 8RS S E 1238 R5 |2 52 I E + R (n=7)

16.6.4 =HE
EEEen & IS ESBICIHIBIE Y NZA Y F o AN AL LT
2mg % 5H MRS Lz b &, WEOEMBAE YT 2 — 5 1221
BOSNLHo 727,

16.7 EYHEEIER

16.7.1 BREREIER

MyoaxARUY
fRHE R AN E6BIICIHIRIE ¥ NA S F o A7)V Ak L C2mgx6H
MRS L, 60 BOHRGIRMEIZY 7 0 AR ¥ 2mg/kgk
ARG Lz X, €9 N8 F 2 O EE X Crnax T6. 645
AUCT4.6f512 LA L729,[2.3, 10.1=]]

@IvzrOvIvY
AL e A 18FIIC THARI ) A1~ 4 3 »500mg % 6 H B AR
5 L. AHHOEIZE I N F 2 & L Chmgw xS L7z & &,
A5 Ll L E ¥ N2 7 F ¥ O M 13 Cnax T3.6f5. AUCT
2. 8fFIZ EH L7210, [10.221]

@RuUIzrvEYY
ARE R AL8BIICIHLEY 7 7 » ¥ Y »600mg# 15H R SAER
B5 L, 11~15HHICIHIEE ¥ N2 ¥ F > & L Tdmg® PG L
7ol E, ARG L L E Y NS F 2 O 1Z Cra T2, 05
AUCTL.3f5I2 EA L 721, [10.22#]

@) 74 75— M NRER
HE RS 4B IHIEIE ¥ N2 7 F > AV Ak L T4mg%6
R ERE#%S- L, SHE»S 72/ 74 75— Md7rs 7470
DN ETHMGHES Lz &, ¥ NAY F v OIS P (AUC)
372/ 74 75=FTL2E A7 4 70P )V CLAMUEIZERL
7219, [10. 2]

16.7.2 In vitrosE&
¥ 5 NS F VIZCYPHFREO T FIVIEE A § 5 HE KBTI,
CYP2CODHED bV 7% I K, CYPSAADIE DT A M A5 1 » D
BB L o200, F720 EINRY T~ OJFHEANDILY R A
WEBT =4~ 5 v AK—% —0ATPIB1(OATP-C/OATP2) A3 5-
LTBY, Y7axRK)», ) 204y R) 77 EY VI
& o THLY AADHIE S N7, [10.25108]

17. ERRREE

17.1 BMERURZLMEICET 5558

(GhgEtE)

17.1.1 ERFEEERRRE(REA)
VAT O VIIERER (REEE I VAT 0 — VIEES % &)
e LKA (CEERILERBRZ &) T, ¥y NS T
Fvy Ak LTIHLEY &1 ~4mg% 8~ 10438 [ #% 5- L 7286261
EEHETE I B W, MIERESCER RATRD 57z, 58RO
IV A5 0 — )UK TFEIF28%, LDL-2 L A5 0 — VKT E1340%, b
) 7)) &) FE T RIS 01150me/dL L. EOFEBI T26% TdH - 720 1
EE BT AMETIZ, BV AT 0 — VR FRIIIESEE & OB
IO SN Do 720 BIEHIZ197/886%1(22.2%) 12386 54, £
BRI Zy-GTP L 74761 (5.3%) . CK_E541%1(4.6%). ALT L 53261
(3.6%) . AST 152861 (3.2%) % CTH » 72192,

17.1.2 ENREARSHER(FEA)
BV AT O VIESRE (REEE I LV A7 0 — VIERE % &)
ERRIS, EINASTF AN AL LTIHIAY A#H2mg% 8
5%, GABOBIL AT 0 — U lE%%E L. 3H&E (lmg. 2mg.
dmg/H) I HEZHE L, 528 F THRBE S L7z AR £ %310
BHZBWT, IV AT =V KULDL-2 L A7 0= )VIZ4GEH» 5 H
BT ER L, Z0%I1E-27.2~-29.1% )% 1°-38.8~-40.9% D #i i T
5218 F TG D% 58 L 72 HERS ATRE0 & 7z (— AR 52 (03 &
) p<0.001) o BIEA 1264/31061(20.6%) (278 & 1 7z, HAMEAER
DEIMERNZ2261(7.19%) 1238 S, FE 4R RERIZEE (%) 361(1.0%)
BEERITCHE. 5 (W) IE. ALBEMESSS . R 4260 (0.6%) % TH -
720 WRPRMUAREIC B 2 BIVEH 1354651 (17.4%) 12380 S, CKL515
B(4.8%), y-GTP.E5-, IMIHEAST L& (2.9%) % TH - 722,

(RigE 3 L A7 0O—)VIEE)

17.1.3 ENREARSHER(BRA)
FEMEE IV AT O VIEBRZIZ, EINATF oAV IhE L
TIH1 S A #%2meg% 8 M4 5 L. & O Hdmgl2 H# L T 1043
BG L 7zo B0 EFNRIHIZBNT, I L ATT— LR
LDL-Z L A7 0= VIZ4l» 5 FELRILT 2R L, £D1%13-30.6~
-37.0%J% 1°-39.9~-49 . 5% D §i Bl THFE (1 2> D 2258 L 72 HERB HS 300 &
N7 (— R E (03 & D i) p<0.001) o BIVEH 124/3661 (11.1%) 12
D 5Tz, EABEREROBIVER 12260 (5.6%) 12388 S AL, FERIZEIE



TRAE (FHEO LU (%)) . 8 (FEALE) 4161 (2.8%) TH - 72,
R BT 2 BIERE260(5.6%) IZFBD 5L, Wb 7 A AT
0 v AT H - 712,

17.1.4 EINSEMREER (VR
10~15M DRGNS 2 L AF a0 — VIIESRE (B 2%, €4
ALY FrHhNy Ak L CLHLAE £ lmg X £2mg % 52:8 3% 5- L
720 HRNEDMRNR RETTHNCBWT, LDL-T L AT T — )L DN —
AT A v R AR L 7P -8 L U128 IR 0 #8 1) 5 U358 B 3 43k
SR OFEE, LDL-2 L A 7 0 — )V ZE{LER O g/~ Fe -3 [95%1E 1 X
M 71E, ImghE Tid-27.258[-34.003, -20.5131%. 2mghf T1x-34.273
[-41.018, -27.5281% & A &E ZLDL-2 L A 570 — VL a2 7R L
(p<0.001). ZD%hFIL52H F THEFF S N7z0 BEHIZ. WFhoikh
HThRFOLNL o722,

17.2 BHERRSERATRSE

(RigMEI L A5 0O—)VIEE)

17.2.1 $¥EEARERECVNE
10~ ORERE I L A 70— VIIAESEE % MR, RE3FERRS
Y2 I BRI A (AR AD) 2 T L 720 2o lR4500 % & EeRtoamlic
BWT, HG5HID O REBIE T TOLDL-2 L A 710 — VELRDF
)+ R #E13-23.2+21 6% & HE 2 LDL-2 L A7 0 — VKT AR
2R L (—EARE p<0.001). ZORHEICHEIIRD LN 72,
BERNE7/9960(7.19%) 1238 H v, E2RWER IR, BFREE, CKL
F4200(2.0%) % Td > 7229,

18. ERHEIF

18.1 {EFREER
Y'Y NZAYFid, T L AT 00— VESKOREEEE THh 5 HMG-CoA
BIEEE 2 EPMICHET L2 L12L ), HETOa L ATa— g
W EHET 5, ZFokE, WEOLDLZ A A0 FSB M L, M d
2 S FFEANOLDLOM ) SAARAEIZ X ) 4RI L A7 0 — VAMET
T, o, W TORFFMZ I L A7 0 — VERHEIC XY Mg
ANOVLDLGWDSHA L, M4E Y 7)) RBETT 5,

18.1.1 LDLEZEHRIRBEER
Yy NS F id, b bR R (HepG2HiHL) 12 B v TLDLAZ %
AmRNADOZEH 2R L, LDLOM &=, Y Adkm, 7 HRB D
HINL 7220 2 (n vitro) o F 72 #5112 X ) HEKAFIZLDLZ %
DI ZMAE L 722 (FIVE Y B,

18.1.2 VLDLZWME TER
VY NAYFrOfROH%FGICE ), VLDL-FY 7)) &) FO5WitE
BIETLA®(EVEY M),

18.2 HMG-CoAETTEERIEZEA
EI WA FE, Iy MFIzav—2az2fuviz#fRicBn .,
HMG-CoA JCEE R # FEPLAYICILE L. FEEM OICHit126.8nM T
72 (n vitro) »

18.3 L AFO—ILEREEIEA
¥ NA % T 21id, HepG2ilfaz Awv7-RERICBWC, I L A70—
VAR & I EEARTEIC B L 722 (n vitro) o F 72, RS L7234
DAV AT 0 — VAEBERERIEIRIC RN TH - 729 (5 v Mo

18.4 MIRREESIETIER
EZNAYF U OFIOHFEGIZE Y, MR L A7u—)b, 14~
)L FIREEIET LA O (FELVEY by £ X),

18.5 HEEBEN UWIRIEESI(ER
EZNASF vid, BALLDLZAM L7z~v o707 7 — Y (w7 AHIK
HRBRM) I2BVWT I L AT 0 =)L T AT VO ERZHH L 72% (o
vitro) o E 7z, RS L) HEREEE T VB A NEBE %A
EACHIRIL 7232 (v %)

19. BMRSICRAT HIB{EEHNAER

—RB C EY AL F AV AR
(Pitavastatin Calcium Hydrate)

{E%42 : Monocalcium bis{(3%, 55, 6£)-7-[2-cyclopropyl-4-(4-
fluorophenyl)quinolin-3-yl]-3, 5-dihydroxyhept-6-enoate}
pentahydrate

SFI : CsoHusCaF2N20s - 5H20

DFE 1 971.06

‘el

H OH H OH
, , CO2”
Ca’* - 5H20

F 2
M R AB~MECOMETH D, A5 = VIZHETIZL L KT
I & =)V (99.5) 1Mk THEITIZ v AIRERICTET o

20. RV EDER
T IO —@ERERIGELL CRET L2 L.

22. @
(EYINRAZFCaigIimglbD 1)

PTP : 100%% (10%% x 10) . 500%E (105 x 50)

NT 50058
(EYINNRZFCafgemeglY o1 1)

PTP : 100%% (10%% x 10) . 500%E (105 x 50)

NT 50058
(EYINRA&FCafitdmgb D1 1)

PTP : 1008 (1082 x 10)
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