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TANAYF e LTI0mg/2.5mg) OWERAERET 2 &
73FAELT, TEFITI0MEgR VB ANZAYF > ELT
SmgEMALTVAEHEE. HE2VWIETUANZRYF L ELT
SmgXIETEF I7 /T ANAYF &L TI0mg/2.5mg%
A LRA T3 25BEIC, AFAHD (TE¥F3I7 /02N
A& F &L T10mg/5mg) DA EKE TSI &

7.4 7 V7 F=2 )75 Y AH30mL/min/1.73m* RO BE
ICHANAY F U AN T LE2EETHEEICIE. T ANR
FFreLT2omgk G5 EMAL. 1HEAKSRIZD
ANAZF > E LT MEgET 5, [9.2.1. 9.2.2, 16.6.1 &
i1

75 B 2N A F F & LT 20mgfR ST B LTI EHREIC
HENPHODNEIBENFDH D, RANTTANRY F > %iE
MUZBAS, 0ANZRYF 2 & LT20megk5Mth%12:8
FTOMZFERAL Bic1m, ZhDBEEERN CRFICLE
%) CBHEREZITOARE., BIEE2+HIITYIZ L,
[9.2.1. 9.2.2. 16.6.1 &H&]

8. EERERWER

8.1 KA, TX¥FITI0mMgE T ANAY F > &L T2.5mgdh
2VESmgEDERARITHY . TEFITETANRY F
WA OBWERABRIRT 2B ZNAH 570, BHIAH OFE
AEBHT A&, [11. 2]

82 H52ALOEILATU— VIEREOEKRTH 2 EHEE
2TV, BIOEHEES, BE - BEZO R M MERO
VAT T 775 —DBBEL+HERTH &,

8.3 BEHIIIMPAREMEZ EHIICHRE L. BEICHT 2 KIEH
BOOLNEWEAICIKRS2hIET 52 &,

8.4 T ANAY F » BEIHRS » 6 AKIADY O & 2 B I FFHEERR
BEITOZE, £y UANRYF U OHEERI2EE TOM
EAL BiclE. ZADEREEHN CREICIES) (%
HEMEZITO &, [11.1.6 3]

8.5 /MR H 5bN BT ENHBHD T, MFMEZEDBE
2HSIF5 2, [11.1.7 28]

8.6 HURIFFSAEMK NAE. FAZEMMHO S HEZRE, BESELr 2, B
REOBEBOGH. IVEREICELEL 52 5EFORHEE
OZRMBERICK D ERMEZE L TWAEEIE. BRED
B, BRI OV B2 ELZA LR EHE L7z ETARAITO
HWEEERTH L,

87 IX¥FITET 4 75— bREHOMAICEAL T, AR
BAaRoNTWS, MTHT 285813 BAELRZEOBIEHD
RBPICERTAIE, 74757 — P REFICIIET~ADIL
ATu— LRt EEMS &, BAEKRSAOND I ENDH 5,
IV¥FITRAXTHOSEITHFO IV AT - LVBED I
AEPHESN TS, [15.1.1. 15.2 2]



0. BEDERZEITHEEICHT IR

9.1 BHE - MEREEDH 2 ERE

9.1.1 HERIRESE
IXF I T TIREERIED LRISHRESIN TN S,

9.1.2 EHRERED H S HNP TV EDHREN B D LUTDES
- FRIREREK N ED B3
BEHEOFER (YA b0 71 —%) XIZORERE

DdHHEE
- BAMOFBEEOBEREDH S BRE
. P a— LHhEERE
U ANRAY F 2 TIRERBHRMAE S Sbhed neEd
WEND 5,

9.1.3 EEHENEXFZDEREREDH D EE
EHREMEE (RHE., 258) »PE(IEHERT ST
ENHBH. [11.1.10 2]

9.2 BigseEERE

9.2.1 EENBEEDNHDEE
OANAYF U OMPBEIEL R2BETNMDNDH 5.
[7.4. 7.5, 16.6.1 ZH&]

9.2.2 BEENFZDEEREDH DEE
O ANRY F ¥ OB RRRE O WM EH 0% < PAEHEE
BEZETHEETHD. iz, BEUHRBEICE- T
SHMLBREBLIDODNEZEDNDH B, [7.4. 7.5,
16.6.1 ZI#]

9.2.3 BiEEREBEERDH 2 EE
AEIE T 14 75— b REF 2 HHT BEEICE, BEL
RLEBLVEHENAIEFICOAHATSLIIE, &
W BEREE 2 BHRBBEN S o b T 1,
RPLERETHEATZBEICIZ. EHNICEHRERES %
FEfE L. BEER (HRE. B o, CKLEA.
MR ORPIF 7oy ERECICmEZ L7 F=
FREDBHEDE/ 2RO EAZES ICERE2HIE
T5Z &, [10.2 2]

9.3 frtgselEEERE

9.3.1 BEERHEEREDHZ2BERUFKENMETLTWVS
EEZISNBUTDLSBESE
SERFR. IEMFFROSMIEE, FEZ. . &8
BELEWIE, CRODEBETIX, OANZATF O
MHEENS LRI E2BENNH S, £z OANZAY F
VIREICHBICAOALTERT 20T, FEELZELS
BEBENNDH 5. [2.2. 16.6.2 ]

9.3.2 hEEDIFHEEEREEDH D EE
BELEWIEPEEZ LWL, TE¥FITOMETEED
LRI B2BENDDH 5. [16.6.2 BIR]

9.3.3 FEEN(FZDEHIREDH D EE
IYF I T CIRAEEEREDIZE IS U iRy
EOLEESBEOONT. QANRAY F VIEEICHEICS
HLTERAT 20T, FREXZZOMFEREOH 2 BH
T, FEEZE(LSEEBZFNFH 5. K. Child-
PughZ a7 78 ~9DBEETIX. UANRY F > O M4EH
BESMICHRTE» 2> LEOBRENDH S, (2.2,
16.6.2 Z#]

9.5 {Tim

IR IR L C W A ATEE DO B A IR E L w2 &,
Z v MftOHMG-CoABRTLE R ERN 2 KBS LI5S
WCHBRIEOBBHESRES N TS, BIZ, B FTIE, fho
HMG-CoARTHEERER T, 1IR3 » AX TORICRAL
TeE RRICAEREREN S SN EDODREFH S,
(2.3 ZHE]

9.6 EFLB
BELZVWIE, TEFIT TR, & NREAHFANOBITOR
EIIARHTH B D, BREYPSBAMETRELEZS Y T
HRANOBITHRDOLNT VD, OANAYF TR, TV
FTHTHAOBITARE SN TS, [2.3 BE]

9.7 INR
INREE R R & U7 BRRRBRIE IR LT LR,

1

0. 1HE{ER

O ZNAY F ik, OATPIBIKUBCRPOEETH %,

10.1 HAE=R

HALBWLZ &)

AR E

MR - 1EETIE

B - falRA T

VIAARY YV
(s 32>,
*F—=F))

[2.4, 16.7.2 Z&]

YIUARY v EE
EaxnTwaDLER
MEFHICTO ZANZY
FUERMFHLZEE,
ruARY Yol
FREICEE TR
Moz h, B ANR
7 F > DAUCo 24’
fEEERR A IC B T )
BERE L&k
NTH7EER L7

rmARY B
OATP1B1}% U'BCRP
SFOWEZHEET 2
HREMEA B B

LOWMEND B,
10.2 HAER (HRISERTS L)
Sk BARER - EA%E | BF - BRETF
T4 75— RE T )T 4T5—MT475—hREAL

Al -
RYF7 4 TF—1

[9.2.3 2]

EUANATF VD
PERICBVLTIE, V
ERUI2E 3-I120 iGN -]
BICLbEEIALON
TWwizlh, L2L—
fzic. HMG-CoAR
TCEERIEEA] & 0 HF
HT. fiNm. Bh
& CKLH. Ik
URHPIATar s
EREZRHEL. 2

O ANZAY F o3I
1 A5 A7 A A RE OO
Wb,

fE R @ BHEEEIC
BH 9 % [ PR A% A 1
BEEIROONIE
=

W B E L & 0k
S T Al RRE A B
5bneTnEDOR
EhH 5,
—aF Vg —fi&i2. HMG-CoA|fER T : B HEEE
7Y - LR EFHBIEREER O E0bLEE
S PR T, AR, B
A4 b aFry— )| & CKLER. Iif
3 EUCRHBIATOr
v ruIA NRHEY LRERBE L,
g AW BREE Lz
Y 2u v A ¥ D BB R E
&3 HoHLNRTNED
WEDPDH S,
*%|F LA O ANZAY F > Oll|F 427 L a)LHBCRP

sErhEE FRICKD
R B E S 3 A
ISF—DY A7 W1

ZHEFTSHEICEK
DO ANZAYF VD
B AHES N, T

MTBBENHBHD|ANAYF O I
FRES LRI D
ﬁlé‘léfﬁ%%)”‘ 2)0
7)) Yy REE N TEFITEONMA|EF  RA

Al -
INT 7

kb Fuorore
> W T B A b
(INR) O ERENHS
Nize £z, g AN
27 F v EDHAIIC
KD FLEE MR A
I BIENDHBE
DH|MENDH 5. KA
EHET S5 E 1.
AH D 5.5 I R I
UCHEAZERICHH
B INRE S % HiE &2
L. REIZELCTY
V77U OHER
T HE FREE
<HEETHZE,




A E

HEAAER - 5B

W - fERRE T

HlEeAl
KB (b~ 72T
VAR | I
=y N

[16.7.2 2]

OANZATF L ED
HRICE DT 2N A
5 F > O I EE A
H50%ICERT A2
EPHEISN TV S,
OANAY F 5
% 2 B [ 4% 38 7% 12 Hil
B2 %5 LIZ5E
I, OANRY F
> o I A B L IE T
R DFIB0%TH -
I EDHRENDH B,

WFF © B

ov¥FvEiL -y bF
<)%
TEYFFELSY b
FEIL
FILFEIL ) F
<)%
JVUHTLENL - ¥
VAN E IV

OANAYFEu
< < 2NN I N S o
LEHHELEZEZD
ANZA%ZF > DAUC
WHI2ME . CraxPKI5
&, 7¥TFFELK
O M FEILHAE &
O ANRAY F > wft
HALiEEaanNR
7 F > ODAUCHK3
1%\ Cmax/ﬁ\7{|::|:\ 9“
LFELROY kT
LAl & T 2N 2
YF AL E
EUANATF D
AUCH»H 1.5,
CraxF92.4% LR L
TEDHREND B,
FOANRAYF
L7V hATLEL .
7Ly A LE
PHALLEE, T
ANAYF > DAUC
WHI2.26%. Crax?H
5.6f% LR L7z &0
ED 5,

£ & #E Al W
OATP1B1 X% U'BCRP
DOHHEEZHEET 20
RENH %,

7055 A
FTAFTLEL
757 AEI - T
2FTLEIL - X7
ST

OANAYF &S
755 AN, TR
FFLEN, XY
75 AN - T A
F+7LEL - RT7 S
T ZHHE LKL
EE, UANRYF
COMPBEN A
L7 EOHEDVDH 5.

¥758 A, N
7 5 7 € N,
OATPI1BI1. 1B3X%
U'BCRPDOH#HE % [HE
THHEEEIH S,
g, TAFSLYE
JLAOATP1B1. 1B3
DOHEEZHET % 0]
RN H 5,

75 FLEeL,/T
JLINAE )L

OANRAYF &7
ST LELE FR
IILNAE I %
Liz&E&E, BANR
7 F v DAUCHH
2.3, Crax?$45.5
fEER L,

ZEELEFA P BCRP D%
RE = FHE 9 5 Al BE/
BH %o

VARATEN « X)L

OANRET F 2 ENR

RNV ZAE LW

IS AL )L W Z AL ZHH|OATPIB1. 1B3X&
L7z& &, AN A UOBCRPOKERE 2 [HE
¥ F > OAUCHKHTHAHEESH S,
2765, Coax$92.615
ERLUEEDOWED
%o

A DIZ AR OANAYFEF I a )Ly I KB
o)Ly I REHHELOATPIB1. 1B3M&
7-& %, 0ANRY|UBCRPOMRE % FHE
F > DOAUCH5.2[T5H8EHENH 5,
£59, Crnax?5.0f% £
FALIEOBREND
5o

Va5 7xz=7 OANAYFELVILTS T 2 =T A

I 7 z=T7 % HH
L7z &, B ANR
¥ F > DAUCH3.8
£&. Craxh’4.6f% L7
L7 EDOMENDH S,

BCRPOHHEZ HE T
BHHREENPH .

A E

HEAAER - 1B

W - fEiRE T

h S~ F = TEBE
KA

OQANARYF &R
T F =T HEERIEK
Mz=HE L E X,
OQANRAYF D
AUCH2.11E.
CrnaxPKI3.05 LR L
T2 DHEDNDH B,

h e F = TS
HBCRPO#HEZ [HE
THIEICED, B
ANAZY F oI
WIS 5 Al BE
HDDH 5,

NFTFT2 A5 k

OQANARY F > EN
FFa Ay v bz
HALEEZ, uzxn
A5 F > OAUCHH
2.5f%, Crax2.7
BERLULEOHE
BH 5

N TF1AFy bW
BCRPO#REZ FHE T
B EIZED, B R
NZYF oI E
B AT % ul Re
BH 5o

TITFIAY Y b

OQANRAY F V&
TITFIATY b
EHEALEEZ, O
ANAY F > DAUC
PHILIE. CraxH
Q1B EF LIz D
END 5B

T TFYVAY Y b
HBCRPO#HE % [HE
THIEICED, B
ANAY F > O M
AT % A AE
WAH 5,

S8 N VF: VAC/4

OANARYF &L
AN =N VAT i3
L& E, gan
25 F > DAUCHHK
l.ofEER LD
EH B

| NR w % AR/
OATP1B1 % U'BCRP
OWEEZHET %0
BEMEDH S,

*

KA F=TF b
V7 L KFI

O ANRY F &R
AHFTF=TF Y
7 L KFI & B L
JoE&E, OANRY
FOAUCH1.96
%, Crax?’1.881%
BLIZEOREDP D
5o

KAY<F=TF b
U7 LKA A BCRP
DHREZ HE T 2 A
BEMED B %0

*

O¥J7225 v b

OANARYFéu
FYTFT212AYY b2

EES YR
HOATPIB1 R U

IVAFIIVE
[16.7.1 2]

1M BE DK R AY A
5Nz RENTEEA
F RO H G
HI2KEf B 5 Wi
5% AR DL Eo
fFadbdTHET 2
Z&,

BEH L7- & &, O A |BCRPO#HE# HES
INAZF > DAUCH | HHeEHED H 5,
2.93f%, Cnax’h'4.47
fBERLEEDOWRE
WH5.

* 777 IVA OQANRAYF 7|57 7 IV ANBCRP
T7IVAEMRHLU|OMKEZAES 5T
X, OANRY | BEMENH S,
F > OAUCH1.97
&, Cnax?'1.86%% &
HALEEDOREDT D
=y

Beos A oxctafiifig : | TXFITEOHRAKE 2 EFITH

JLVAF IR WKV IZXFITDEA 4 R BakiE

fEaE Ly IR BT
»H5VIZEAD T %A
MY H %,

%) AZRAENOARICB T SHRBHERICED

11. BIfEF

ROBUWERADPHS5DLNB I ENFDHAHDO T, BEZTFITITV,
REVPRD SNIBEICIIRG2HIET 5 7% SEY) L LE 21T

22 &, [8.1ZH]

1.1 EXGENEA

11.1.1 BEHE BHEARH)
TFT74 5%y — MEFE. BE2ECREERYH
SbNIzEDHRENH %,

11.1.2 ZRAIHE (BEEEAHA)

11.1.3 1SERIERE (SHEEAH)
FANRE. B CKER., MHARUPRFIA 7oy b
FERMET HHMBUBRMBEY S o bh., 2EBRES
DHEELRBRENFNHODLNLZIENHLZDT, ZDLD
EHEBRICIES IS E2HIET S 2 L,




11.1.4 ZA4NNF— (BHEARH)

IR A LA ERLCKO AP H 5D
LWat = R S 2SR e | e R R oy

11.1.5 RENESEFEES 4 /VF— BEEARH)

O ZANRE F RERIGEMFHF . CKElE, RIEZM#
D2 WHRAEDETE, HLHMG-CoAiREE#R (HMGCR)
TUARGIESE 2 R E T 5 BN TEERSENE I 48 F — 2
Hobi, BEHIERLFRT 2HPHRESNTVLD
T, BEOREZTDICBEITHI &, LB, RZMH
Bl GIC K D EEDP A SN EOMEFI N D %o

11.1.6 BER. FHgREREE. BB (WS L HEARY)

796, AST. ALTD LR %2 M5 iR E . BEVH
EhNBIENDH B, (8.4 BH]

11.1.7 MVVRIEA (SEEEANEA)

[8.5 2]

11.1.8 EEMMK BEEAH)

REIESTH->TH. FEB. MM, FFIRRE, HoEXHsR
HEVPROONLHEICEERSEHIEL. BIBRERL
EVAIOBREGEDHEN R NEZITI &,

11.1.9 RitEEE (SHEAH)

MR OBEMR. LONWBREORERE. BE. 50
BB N EORHHEREREFHO5DNEIENDH 5,

11.1.10 EESHRIVE GHEAH)

HIEMEE (R, 25%8) PREXIELT 22
EHHB. [9.1.3 ZE]

15. ZDMDFE
15.1 BRIRERICE D IER
15.1.1 EAMERIMERE 2RI L2BNOZHER _EEMR
75 RAxtiERE (62561751 2R LI, 576H1 A5 1L
HNOEE) I2BWT, MEFNF VAT IF—¥DO LR
(FEEMELRO3ME 2B 265 Lz L7) ORBEER (B
BRI CHE) 3. 7/ 7475 — NEMBET4.5%.
IV¥FITET ) T4 75— MR T27%TH o7z,
FEAEIC, HO S FHMORBERE, 72/ 714751
BB T0.6%. T¥FITET ) T 4T T— MEARE
Tl7%TH->7ze CKER (HREELRBOIOZEBR5)
IZoWnTIE, RHEBOWTNOHETHRDLNED -T2,
T, IXFITET )T 4TS HAICB TS —
RN G EERRIBBTH o7 kB, KRBT, Y
WCHRALZVWEEERZHE TR T 5L 5103 T
YERTWZRWY S, [8.7 ]
15.1.2 BAMCBWT, O ANZRY F V2 ETBHMG-CoABTTEE
HIHEFHESFOBETR., BREREOY A7 5
Mol EDREN D S,
15.2 FEBRIREERICE D < fBEHR
A XTIE¥F I7 (0.03mg/kg/HBIE) D1 x ARSI X
0. BOSEI LV ATFa— VIEESK2~MEHEMLIZED
WENH 5% LA L. 300mg/kg/HZEA XI212» ABERE
LTHIEADZWVIIH - BERANOEZBIA GNP -7,
77 AIC2EMES (5mg/kg/H) LTHHEOSHEITIL R

11.2 ZOtOEIER

FO—VBEANOZEIALNEDP 7Y, [8.7 BIE]

1%L | 1%k SR ~
N I OB AR FERE IS OREA LR 16. EYENRE
HE A\ RS 161mﬁ§§m1%&iﬁ
s EE, BERE. A 16.1.1 EWFHIEISES
e R 155 ARSI, S (1L170) © RORE (120p) (AA15E
fhAESE, SHESE. B PEFITT Y 0 A — A — I & D RO L. RIS RO R
. @hﬁ%ﬁgé“ AR ARG L E0IEF I T TEF I THEHRROR R
i = k [NiE. B INAYF 2 OEMHEIST A =5 ERIOEBYTHYD ., KEIEH
EEEE (E =L, . O, ﬁﬁ%ﬁzit“%i7“&0“\:rxn‘7\57%‘/0)$§1“#)¥]f\ EMFRIFE
ONER. EH, = EHEHIRD SN 10,
;‘; E%E$E‘ﬁ§ #1 AHI10mg/Smgs ZEERE & U Rk BERECI S L 03w e
OB, TR R A—5
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PTPEZEDHAZPTPY — b2 oMV L TIRAT 5 & 518
HJ2HZ&, PTPY— bOREBRICK D . BEWHIA IR RIER,
JEARIA L, EICBEA 2B I L THERIAREDEE L &0
FEZHHET DI ENDH 5.

(IFEfTFEME (CV%)

16.1.2 #5EEOFE
(1) OZRNRIF

fEFRRA21HIc T AN 25 F > 10mgh) 2270 A% —N—ETlH
LEIT4HM, FRI7TES 2 VIR TFROBICROKE Liz& 25, MmiE
RO ZNAY T REHER IR ESRETCRETHD ., OANRY
F U OENBRIRERBOKEEZZ T ZVWEEZ s (SHE
AF—=%),



16.2 IRUN
16.2.1 BEOXE

AR A B ICAR 10mg/5mg % &% T E R (F 571
10K DL Ep D 5% AR & THiR) ICHEREORS (1441)
Liz& &, ZERICHNTERERSTOZEF I T Gradk)
DCmaxld16%-. AUCO-Iast‘ilS%{E—FL\ T ANZAY F 2 DCmaxld
62%+ AUCo1astld52%E R L7212, FUEMFETR ANAY F B
Al (FHREA) SmgzBEREORS (1461) L& &, Cmaxld
67% (ZEfERE5.36ng/mL. &#1.79ng/mL). AUCo-1astlZ56%
(%fgRE51.0ng - hr/mL. &%#22.4ng - hr/mL) EFL, g AN
A5 FrOBBEIIKITTEBEOREIAF LU TV,

K2 UANREF 2 HHISmgZ ZMEY KORRICHEERORS LD

EMFEINT A —5

EYBHEIT X -5 ZERERE RS BRES
il 14 14
Cmax 5.36 1.79
(ng/mL) (3.89, 7.38) (1.29, 2.49)
AUCo-1ast 51.0 22.4
(ng - hr/mL) (38.2, 68.0) (16.9, 29.7)

BAEIHATAIE (95%FHIXH)

16.2.2 SE42FIRE
(1) ORNRIFY

BB ABHELIOFNIC B 20 ANAY F > OEWFHFIFRIX
20.1% (90%fEHEXMH 1 17.2%~23.4%) Th o7z, £7z. #IRA
BELTRONIZOANRY F Y OREIVT IV ARVE I YT
T Y ARFENEFNA8IKI3.6L/hrTHr D, OANRY F UIEFEIC
FFIC L BHEZEZ T2 EZZ 6N BHEAT—%),

16.3 9%
16.3.1 IEF=J

b PSR L 72 & EOEAMKERIX, SH-TEF 3799.5%~
99.8%. *H-TtX 7 I 7H1&{£87.8%~92.0% Tdh > 7=, AFHkAHERE
FEOBMERETIC L2 MFEOBERANOEEIRD SN TN,

16.3.2 OZRNZRIFY

b NAERICBI 20 ANZAY F U OEAESRIIZE%TH .
FREABARTILT IV TH -1 BHEAT—%),

16.4 {3
16.41 IEF=T

IEFITE EINBICHE T S MEREBHRICE > TEEENE
R#chbsts I 7iadlh (7 - VHKBREICBTS S
L a rEgask) TR#Esns,

EERABHE (8F]) 1ICUC-TEF I 7H 7 )L20mgh % H[6HE
A5 Lz &, miEhoRBEEICE» 2 IEF 37 GiHad
%) RUOT¥F I 7REEOESG (AUCK) BthZhll1%kd
82% (&7t93%) Th-7219 GHEAT—%).

16.4.2 OZRNZRIFY

R A BHE6HIC4C-0 AN F > 20mgh) 2 BHEREO#S L
&l A, REOEFRICTEET HMETEEDO ERFIERENAETH
D, REFOELRBEWIZ. N-BEAFIVEKZR)S5S-F 7 KT
Holze

b b MHEFITIEN-E X FIOUE R O'5S-F 7 b RS HRH S L7z h5,
HMG-CoARTTEERAEEEARE O AN RS F VIRE & [Fk
OB ZR L. MEEHICE T 5 HMG-CoARTTRE SR E R M 10t
THRHMOFSEDThTHBEEZ LN HEAT—Y).

16.5 HFittt
16.5.1 IEF=J
(1) FR - Erhiittt

ERASBME (8f) 1ICHC-TX¥F I 7HTEN20mgh) % H[ERE
BE UL &, BE5%2400 0 X TOMSTREPRMRIZFEDICT78%.
FRHICLII%TH 7210 GHEAT—%).

BEBRABE (&6fl) IcT¥F I 710, 208, 40mg® % H[ElfE
O%G L&, RERT2ZRME COTYF I T (GHadk) &L
TORPPMRIZ0.05% KM TH D\ JRPBTYF I 7 GEaéF+
aAEE) HRlRIZ8.7%~11%Tdh > 7218,

(2) REtohEtt (BRRT1BER)

IXF I TREEEETFICHEtShz0b, IBRREHEIC X S5
fagx50,. —HIETEF I 7 GElagk) L LTHBRNSAS
(BBAFIEER) 10,

HEN=2—LZ2iELZMES v McUC-Z¥F 3 7 2 BEEO#%
B Lt &, #5%480ME TICHblt S - fEtaE . Eitdic
40%~63%. FRHIZIZ3BLINTH D RILND £ £H#PICHRES 1
ToRETRENE 21 % ~32% TH > 7o RS NHIT 25T Y b+
BBAANEES Lz &, BEREHED54%~ 81 % HRIRO D 5 H
ORI RS 219,

16.5.2 ORNRIFV

TR A BIEOHNC4C-u AN Y F > 20mg® & HEREO’E L
eEZ A, EtRREICEPICHRES R (]990%) . RIS RESE
HRIFHII0%TH > 7co Tl RECEHRADRE AR T,
INTNEEGREDAIBKVT6.8% TH>7217 GHEAT—%).

16.6 KEDERZHI EHE
16.6.1 BRREREERE
(1) T€F=7

I¥FI710mgrEEOBEHBHERERYE 8. 7LT7F=
2717 5> A10~29mL/min) ICEEFREOHRS Lz & &, @BERA
9, 7L 7F=>279U 75> ZA>80mL/min) & B L Tl

—5—

(2

=

IXF3I7 FHEEE) RUOZEF I THAKEEDAUCIZZENE
NHLOEROLED EAFRD 517220 JEAT—5).
ORANRIFY

BIEE DR 5 BHEREREICO AN Y F 2 20mgh 25 L
ol BEIOSHFEEOBRERERE TR, OANRTYF D
MAEREEICNT 2HBIRIFIEAEROONG P S 127, HETH
BEEERE (YL 7F=27Y) 7T ZA<30mL/min/1.73m?) T
13 BRI AT I EE ARG I ER L22) BHEAT—
#)e [7.4. 7.5, 9.2.1. 9.2.2 BHH]

16.6.2 FFH¥REEEERE

(1

(2

)

=

IELF=T

I¥F I 710mgziRE, PEEIEEOBEFHBERERYE (%
4B1) # U IR (8fI) ICHERRORSES Lz &, BE, f
EERVEEOFHERELZOMEHIYF I T GEHadk) o
Cmaxld. BEERAEHERT, 2ZN1.165. 345K 04.245.
AUCIRZNZN]1.4M%, 5.8E/RV4AMEEL . TE¥F I THasko
Cmaxld. ZNZN1465. 1.8 KU L.9M%. AUCIKZNZNL.7HE.
B UERTA.0EF P o 7z, HHEREOREICRLLZIEYFIT
FEfasig) ROIEF I THREGEOMEEFENRED LRPRD 5
nrz22 (AEAT—%). [9.3.2, 9.3.3 2&]

ORANRIFY

Child-Pugh A (227 :5~6) %5\:3Child-Pugh B (237 :
7~9) OIFRERERESOFIICT ANZAY F > 10mgE) Z1H1[H
4HBIREROKRS L, [FFHa 2NRY F VEBELHIE L. F
HEREFRE B O Cnax 2 AU Co2anr TR A O TN 2N 1.5~2.14%
RKU1.05~1.25TH Y. #iZ. Child-Pughz a7 #8~90 @&
2B BT BIMFERREEIL. iR TE» 7223 HEAT—%).
[2.2. 9.3.1, 9.3.3 ZJ#]

16.6.3 EEMUIIEOE
1) TEF=7

(2

-

IE¥F I710mgzEmE (126, F#H65~75:%) IC1HLEI10H
MRS Lz & &, JEmimn iR (1101, FE20~24%)
LTl EF I TRAEFREDAUCICK2.4ED LAPRD 5
hizp, mEEhI¥s 37 (Hadk) BEDOAUCICH S » it
(EEHEIRoY (R4 R A

OZANRIFV

Bk E. BEEHE. KEEEHEROLEERE (&8l
Flfs : EEEF18~33M. WREOS~T3®) ICuANZRYF >
40mg® 2 HOEO#HE L& 25, BHEOCnak AUCoIE Zh
TNEHEDE2%KRVINBTH o7z E/zy FEREE D Cmax kN
AUCo-ldZNZNGEIHED112% K% F106%TH O . MK ERHEE %
HHEEPNEBOHBILVWEEZ SN BIEAT—%).

16.7 EYHEE(ER
16.7.1 ITEF=T
(1) F T OLPASOBERRNDHE

(2

(3

4

(5

)

=

=

=

A (1261) 2x%E LT, T¥F I 720mgh) E&@EF b
U APASOBRROEE L 22 RENGIEERLZHHL L&,
CYP1A2, CYP2C8/9, CYP2D6K&U'CYP3A4E M. I ICN-7
TFNET VAT 2T —EEEANOHEBIRD SN h o719 (4
EAT—%),

J1/)7475—NEDIEEER

BRA (8. LDLI L A5 a0 —)L{f2130mg/dL) ZxHR&E LT,
7x)7475—1h200mg (1H1[E) &x¥F3710mg (1H1[E)
EHALZEE, MBEHPIEF I TIREREEDCnaxk CAUCIEZ
NZENHLTEROLSE ER LD, BEREEKOD 21O TIER
Molze 717475 — bOFEYFHBICRKITTIEF I TORET
RBHONLEN-7220 (HEAT—5),

Y IORRY VEE|EDEEER

JUVT7F=2 70T I AMP50mL/ming@Bx. D, —ERHE
(75~150mg 1H2E) 07 axX > 8H 2 RAhOEBHEES
(8f) IcZE¥FI710mgZHEFE L&, BI¥FIT Gk
faak+asik) OAUCIIERRA & LB L T34 RIEZTR L
7220, BlORERT, EEOEHREREDO-OEBELITVL., /0
AR VEIF S CEBOEAIC K 2EEEZZT VLR (14,
ZVUFPF=rZYT I YA 13.2ml/min) IZTE¥F I 7 10mg% H
E#E L&, BIX¥FIT (GHashHadk) OAUCIHER
BRA & HE L TR 2MEEEEZ R L7228, @A (126]) 2i5e
LT, T¥F3I720mg® (1H1E8HR) 0#E#KE7THEICY 70 R
ARV VBFN00mgZE BERO#RG L& &, MKFT7axR) v
D Cmax X FAUCIR Y 70 AR Y B E & i LT EhEh
10% K% U 15% LR L7229 (BMEAT—%),
AUVAFIZVICELBEE

A (8. LDLaL A5 a— L {fi2130mg/dL) ZxfHE LT,
JLAFT3Iv4Ag (1H2[E) &T¥F3I710mg (1H1E) %08
Liz&&, MEPIELFIT GEEEHE) RPTETF I TREHE
EDOAUCIEZENZENL/SKHOL/2IET L7230 SEATF—%),
[10.2 8]

Z DO ENEZIEEER

HYHEERICHT 2 ERRBRT. T¥F I 710mge 77 7 1) >,
VIAFT Y, FBILEEE (ZTFZLIAMNT VA=, LRSS
A ML) ZHALLHER, SN 0ENFHEAOZBIRZOON
BRoIze YAFIVEIEF ITI0mgEMALIER, T¥F3
TONAFTRATEY) T 41T 2HEBEERD NG/,
Al OKEBEL7 VI =T L LKBEw TR L 2ER) &1X
FIT710mgZE MR LzE &, MIFEFRTETF I THEEEE D Cnax
EHIB0%MET L7225, AUCADEEIZED Sz 7230 (SHEA
T—=%)



16.7.2 ORANZRIFY
(1) HIELA

(

(

(4

(5

2)

3)

=z

N3

WA %20 ANRY F 2 ERBHARG LG8, BANAYF
DCnax X CAUCE T NZN50% K V46%F THET LAt 1 AN
AHF AR GH 2RI HIEER 2% 5 L5813, O ANRY F
D CmaxX CAUCo-tlE ZNZNIENF R D84% K V' 78% T d - 7232
MEAT—%). [10.2 2]

YoIORRY Y

SIUUARY VEBEENTVLALEBEEZICOANZAYF %
HHABE L&, OANZAY F 2 DO Cnax X AUCo-2anrld . BEFER
NCBMTRERSG L & EITHRTENZNL0.665 KR V7. 115 EF
L7 BHEATF—%) B ANZFF IZOATPIB1 24 L THFIEIC
HOAEN, YO 2AR) VIZZFOMDAAZHET A EICE>
Ty UANRY F U OMERBEZENSE2LEZ5NTNSD),
[2.4. 10.1 ]

SLT7470V)

FLT 4 7aVN (RERER) O 2ANAYF 2 2HARG LzE
E. OANAYF ¥ DCrnaxc X VPAUCo I ZFNZFN2. 215 K% '1.881%
1ML WHEAT—%). BANAYF VIZOATPIBIZ /LT
FFIEICEL D AZE N, LT 4 7OV NIEZFORDAAZRET 52 &
IC&-> T UANRY F Uy OMEFREZENSE2EEZEZ 6N TW
%)34)0

ZDHDZH

T ANAY F > OIENEIREIC K% IF T PASOFHER D E L a5 72
Iz, 7N aFV =)L (CYP2COKRUCYP2CI9DEA]) . 7
aFV =3, £ FF5aFV =D RUOTY Zuv A 38 (DL
CYP3A4KUPHEHADHER) & oftHRE2EK LS. HS
I EERERO SNghr o7z HEANT—%),

TIVT 7Y 3 (CYP2COKRUCYP3A4DRE) HoHVIEYITF
A0 DIENBNRBICRIT T B ZME LAY, EYERZOEEER
ERHeNEhroT: HEAT—%),

CYP3A4FHEEROEEZ BT 272012, BOMEEE OHHR
BAEEMBLLZDS. TFLVIANT VI — L omEEREEICED X
HENT, OANAYF VIZCYP3A4ICH T 2 FEEAZRS 2V
EEZLSNI NEAT—%),

in vitros{E&

b MEREFRL 2 W Din vitroiBRIZ B W TN-E X FOLIEDERK
L7zh, ZORMEEIZIEFITRIRTH o720 £ N-FEAF L
ICB59 % £ %2 P4505 FREIZCYP2COKR U'CYP2CI9TH » 7=. O
ANZZF ¥ (50uM) 12&%5P450 (CYP1A2., CYP2CO.
CYP2C19, CYP2D6. CYP2E1RU'CYP3A4) iGN HERIE
10%LL R Td - 7242,

H) AROERBRSNI-AEROCHARIIHLIEIE (TEFIT7/ DANRY
F > & L T10mg/2.5mgXix10mg/5mg) % BHIEORETH S,

17. BRPRALAE
17.1 BHMRURSIECET ZHR
17.1.1 BN IE_SEREEHR

HAASIVZT 0 — VIERE321H 2051, 2¥F3I7
10mg. TANZAYF>2.5mg, QANAYF5mg, TEFIT
10mg&a A2 ¥ F 2. 5mgHAikS. XdT¥F I 710mge
O ANAY F »EmghtABEO WS %1 HLE N 2E-#S L7
BRIEILTOEBYTH -7z,
R=AFAVHPSHOLDLAL AT U —VELKIIBEWT, TE¥F
I710mgE T AN RS F 2 2. 5meft 5 IE T F I 7 10mghk
VHANRAY F 2 2.5mgDERAME O/, TXF I 710mge
T ZANAY F v 5mghtiR S IE T F I 710mgR U a AN Y F
V5mg DB HAIRG EOMIC, BRENRO 5N,

£ BIALVATO—VIMEREZNRE LB IH-EEREERBOSR
(LDLaLzsFua—))

R EZ10mg|RS2.5mg| RS5mg félf;?ngg Elesgglé
BER 35 72 71 71 72
N—254 1626 | 1645 | 1633 | 1606 | 1666
(mg/dL) +233 | £224 | 230 | 227 | £22.3
G128 | 1347 | 1015 | 882 | 769 | 69.7
(mg/dL) 4212 | £226 | £192 | +21.1 | 259
1187 | 39.8 | 472 | 546 | 605
(21,9, | (-42.0, | (-49.4, | (-56.9, | (-62.8,
-155) | -37.5) | -44.9) | -523) | -582)
3507 | -41.8%
vsEZ10mg| - - — | (399, | (-45.8,
- -32.0) | -37.9)
| B 1487
% | M |[vsRS2.5mg| - - - |80, | -
(%) | 2= -11.6)
' BERE
vs.RS5mg - - - - (-16.6,
-10.1)

EZ: T¥F3I7. RS: UANZRYF
N—=2 T A v &G 1 2B 12D W T IR TP R, ZERIOn
TIZaNZ MEYRIZ & HM-Estimates (95%fE#HX[HE) #R L7

TREMEE ZEMIFTEIC K DT LRIC, BEH. VAV EEXS (BR
WLHRB TR A A BT A L 2012EMDOH T T —3H) ROR—RF
AV RHFHERE TSN MERETILICK DR 72

$p<0.001. Hochbergi#ic & D #i7E DL B 4

IX¥FITI0mgEa ANAY F > 2.5mgft S 7 1676
(9.9%). £7TE¥FI710mgeu ANRY F > 5mghtHEKS
7219361 (4.2%) ICHEEREEORYE 2ECRIERA RO 6N
7zo ELEWERIZALTHEMT. WIThoOBICBLTH 206 (2.8%)
TH-74,

17.1.2 ERSE I ERBIRSHER

IEF I 710mglAIS idTa AN 2% F > 2.5mg# L < 1&5mg
HEHESICTLDLa L 25 0 — Lo EEEHBEEY 1ELTW»
ZVWHAANBI VAT 0 —)VIERH 13561 (AT oEEARERE
HEI VAT U - VINERE36H % &) 2HRIC. REI%Z1H
1ES2E/MBE S Lz (TEF 2 710mgida ANA Y F > 2.5mg
THEZZTTVBEICRIEF I TI0mgEa ANAY F >
2.5mgZ RS, O ANRAY Fomg TiERZ T Tz BE
ICRIE¥FI71I0mgea AN RS F > 5mg 2 HRAKEG L),
R=2A54YP5OLDLA VAT u— VAR (52EKE) DFH
£ EHEF2EIZ. EZ10mg+RS2.5mgf 58 T-33.8+15.9%
(108#1) . EZ10mg+RS5mg# 5 #-23.9+10.2% (17fl) T
Holz.
EZ10mg+RS2.5mg# 5 TIX 114515361 (2.6%) ICBIVERH A
RBOSN., FHRERERE2H (1.8%) KOMmCKHEMLHA
(0.9%) TH»7zo £7EZ10mg+RS5Smgik5HETIE21F 141
(4.8%) \CHFHEERERE ORBIWERANRID 5 iz,

) BIREEHIRE T A K54 2201 24FRICE I LDLa L
270 —)LOREEE H HAZE

18. ERPEEIE
18.1 {EFER
AENZ/NETOIL AT 0 — VR OHEY 25 0 — )L ORI 2 EIR IS
[HETHIXFITE, ALATU—LVOEARZHEET 20 AN
YFOEARITH 5.
182 IEF=D
18.2.1 KR

IXFITRAHEEROETEIL 270 - LOIRRZHET 5.
IEF I TOERIBMMIIMETH D NARY —F2HANW7z8Y
REICBWT, METOIL 2T 00— LOIRINZERAICHE L,
ZOMER, FEO0 IV 2T u—LEBZETSE, MHbaL 257
O—VEER SR 48, T¥F I 71 NGEEMIICFEET 55,
B8 (Niemann-Pick Cl Like 1) 2L Ta L AFa—ILED
AT B — VORI EHET 249 5D, coZers, TEFI
7 O 3 th o SRR AR AR (HMG-CoARTTRERIEEA.
Bt O RWE. 7« 75— MREH EMATO—L) L
B b, 18floma L AT — I VIEERE 20 RE LN
FREHERBFICBWT, T¥F I 7T 2BROKRSIC LD/ MNETHa
VAT — )V % 752 REEICH US4%HE L7252,
IPFITRNETOIL AT — VIREEIC X Y FFiEoa L
ATU—LERBEERSESD, FERTOIVATE—LO%E
B REEICTUET 5. IV AT O —LOEARZIET S
HMG-CoABTBABEAN EOfHICKD, MFILZATE—)L
PHFAIERT 2205, 4 XzHWZRBRYT ROENoEa
L A5 0 —)VIMAERE 2 05R & LB 55 ITBW RSN,
2. T FHIIBLWT, TEFI TR AL AT a— L EOHEY
AT 0 — VORI EZREICPEET 24, BB, Bit#,. Fo
FATFAY, TFZLVIA T VF =LA ITEBEELY I VAR
UDOWIU IZE Lo 729,

18.2.2 ML R O—IUIETMER

BIEFERATH A X4 ROT AFFL® 2HVWT, T¥FIT0a
LZFa— UETMERZ2 85 Lz, T¥F I 7 IRIRERERSIC
EDIMERILZTFa—LD EF2IE L7,

18.2.3 SIRENAREE L2 NI E AR

EAREIRIA R ¥ 4 2 SO RBRBIRELE T )L 1BV T,
IEFITRREREREICED . KBRS EBIRO KRB IR
TEALIRZE e 2 1 L 7z,

18.3 ORNRIFY
18.3.1 {FAEF

O ANZAY F &k, FENICEENICIRVAEHh, HFiEcoaL
2T 10— )VEAERROEHEEER TH HHMG-CoARTTREE % BIR
BIPOBARICIHE L, IV ATFu—)VESRZBRIICIE T 5,
ZOMRR, FEHRNOIL AT —LEBPETL., ChE2HS 7
OLDLZAEROFKBENFEIND, ZOLDLEAEAEENLT, 2
LATU—LVEEROBVWY REHTH SLDLOFEAOE D A
HHPEML, MBIV ZATa—UPE RS 5, BANZAY F I,
i TIEEE U CREBEXERZ /T LTIV AZ NSO, IeEBME
PHERNEV D, EEEERZ R/ 2 WO REEICIZE DA E
N < RN ZHMG-CoARTRERER THHEEXH
N5,

(1) HMG-CoAETTEERIEZEER

O2ANZAZFUiE. I MEROE MFI 70V — A HEKROHMG-
COoABRTTEER K ' FHMG-CoABRTTEEZR DRIE K X A4 I LT
FHEERZR L (in vitro) 57,



(2) FOURFO—-ILERBEEER

OANAYF %, Ty MNFfIO 2V 250 — )L &K%z FERE
FICPAE Lz, £72. ZOMEEEMIZ. thOHMG-CoARTEEFR I
FRNC AT EIRRGE L7257,

LDLZSAFE/ER

TANRY FiE, b MFEERFAROLDLZ A EmRNAD S
ZFHEL (in vitro) 58, v N THIETOLDLZ AT = M
759,

19. B (CRAT 2E(LZNHR

—f&% : T¥F 37 (Ezetimibe)

{24 : (3R,4S)-1-(4-Fluorophenyl)-3-[(35)-3-(4-fluorophenyl)-3-
hydroxypropyl]-4-(4-hydroxyphenyl)azetidin-2-one

DFI : C2aH21F2NO3

DFE 4094

MR ABOKHERT. A¥ ) —). TF =)L (99.5) XIEN,N-P %
FLT7ER7IRIZBETPRTL, TEFZ MY ILIZPRBEITP
T, KIZIFEAEE T2V,

A = :f163T

BER :

(3

=

—f&2 : O ANZYF ALY (Rosuvastatin Calcium)

{E%4 : Monocalcium bis[(3R,5S,6E)-7-{4-(4-fluorophenyl)-6-(1-
methylethyl)-2-[methyl(methylsulfonyl)amino] pyrimidin-5-
yl}-3,5-dihydroxyhept-6-enoate]

DFI ¢ (C22H27FN306S)2Ca

SFE :1001.14

% K HBEOBKRT, TEFZ PUMOEFRTL AF ) — LI

REHEFRTL, KRETH ) =)L (99.5) IKBEFIC W, TRE
HTH5,

ca?*

20. BRWV EDFER
TN =T LNEAERIE, BREBITRET S L. £, Sz
%7:%. PTPY— O £RE L. RABERNICPTPY — M2 SW D HIY
Z&o

22. S
(OZ—€v hEESHLD)
100§t [108 (PTP) X10]
(OZ—€v ~EESEHD)
1008t [10§ (PTP) X10]

23. FEEk
%% 1) Lehtisalo M, et al. Br J Clin Pharmacol. 2023 ; 89 : 2309-15.
%% 2) Lehtisalo M, et al. Clin Pharmacol Ther. 2024 ; 115 : 71-9.
3) Zurth C, et al. Eur J Drug Metab Pharmacokinet. 2019 ; 44 : 747~
59.
4) Farnier M, et al. Eur Heart J. 2005 ; 26 : 897-905.
5) McKenney JM, et al. ] Am Coll Cardiol. 2006 ; 47 : 1584-7.
6) HNERL : I - Bt ~0E (2007F4H18HKE, ¥F— 7 8¢
CTD 2.6.6.8)
7) HNER : B (2007F4A 18H&R. ¥F— 7 #ECTD 2.6.6.3)
8) HHNER : Hita VAT a— L AOFE (2007F4H18HARE, £F—
7®ECTD 2.6.6.8)
9) HMN¥HK : EMFIFEFERA-1 (2019F3H26H&KE, uxA—ty
MELASECTD 2.7.1.2)
10) #ENERE  EENFEEERAE-2 (201943A26HKE, uA—tvy
MELASECTD 2.7.1.2)
11) Martin PD, et al. Br J Clin Pharmacol. 2002 ; 54 : 472-7.
12) #NER : BEOFERKR (2019F3A26HKR. o A—¥ v FNEA
$ECTD 2.7.1.2)
13) Martin PD, et al. Clin Ther. 2003 ; 25 : 2553-63.
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