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;};\ 3B 3 9 e MRS, ZEHER E UE#% Z 3
;; ;%L%%ﬁé (TEF3I7/0ZANAYF > &L TI0mg/5mg) NEFAMAROT
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: Lk AR ARG L EXOTEF 37, TEF I TRAKROD R
JTREE R P JEEE, HZESE NAYF > OEMHENNTA—YERIOEBYTHY ., KHIER
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\ . e . e T 450 2.50 450
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A XTIE¥F 37 (0.03mg/kg/HBIE) D1 nARESICEX
D, HOSEIFIVATO— VEESK2~3MEHEML- D
WENHBY, Lo L. 300mg/ke/H%EA X120 ARKRS
LTHHEADZWVIIH - BERANOEZBIIA SN P -725,
77 AI2EMEE (5mg/kg/H) LTHHEDOSHETIL R
FUO—LVEEANDEEBIASNEDP 729, [8.7 BE]

AZF v OBBERICKITTEFORBIARF EHEM LTV,

K2 UANRYF U HAISmg & ZERTY RUORKRICHEERORS LBO

SEYERENT X — 5

EMBE T A — 5 IS BREE
[ 14 14
Cmax 5-36 1.79
(ng/mL) (3.89, 7.38) (1.29, 2.49)
AUCoast 51.0 224
(ng - hr/mL) (38.2, 68.0) (16.9, 29.7)

BAEIGHEAFIME (95%FRIXH)

16.2.2 E£Y2HF) AR
(1) OZRNRIFY

EMMERBRABELIOMNICB T 50 ZANAY F > QAW FHRIE
20.1% (90%(EHERRT 1 17.2%~23.4%) TH o7z Fi=. HIRA
BELTEBONLOANAYF YOG VT IV ARVEBE YT
T U ARENFNA8IKRUN3.6L/hrTh D, BANZRYF VIFEIC
FFIgIC K BHEEZIT S EEZ 5N (HEAT—%),



16.3 10
16.3.1 IEF=T

b MR L 2 & 2 0BAKGERIE, S H-TX¥F I 799.5%~
99.8%. SH-TX¥F I 7TH1&1K87.8%~92.0%TH > /2. NFHEAER
EPBRAEREIC XS MFEARBARANOFEIRD 5N TN,

16.3.2 ORNRIFY

b MIERICBIT 50 ANRY F L OBEABERIZEEBTH Y |
FREABRART LTIV THo712 GHEAT—%),

16.4 X3
16.41 ITEF=T

IEFITE FIDBICBT 20 EEEZRIC K > TEEEHE
R#PcHh2TEFITHREGHE (72 /) —VHEKBEICETSS
Lo a rEasE) IcREshs,

A B (8fl) 12UC-T¥F I 75 L )L20mgh) % BiEFE
OG5 L& &, MEFoRKHERICED 2 IEF I T (JHady
%) ROTEF I THasEodls (AUCH) 32hnehnll%ky
82% (A#93%) TH -7 WEAT—%).

16.4.2 ORANRIF Y

TR A BHE6HIC14C-0 2N 2 F > 20mgh) % BEREO#HG L
& A RERUHEPICHEET 2 HERED ERTIARELIEKTH
0. REFOELZRHBWIE. N-BAFIVEKRDSS-F 27 b MET
Holz,

b MASEFIIEN-FE X FIOARROSS-F 7 b AR S Wiz hs,
HMG-CoARTEHHEEEARE IO AN Y F VIRE & Fkk
OB ZR L. MIEHIZB T 2HMG-CoARTTEE R EE M 125t
THREMOFEEDOTIATHHEEZ LN HEAT—%),

16.5 Hittt
1651 TEF=T
(1) BR - Brhiittt

RERAFBME (8f]) ([cHMC-TX¥F I 7H 7 L20mgh % BHERED
BE5 Lz &, BE5%2400 M & TOMSTREFRIRIIFPITT78%.
RAEICI1%TH - 7219 GHEAT—%),

R ABE (F6fl) IcT¥F 3710, 20%, 40mg® % Bi[a[f%
OG5 L&, BERT2REE COTYF I 7 (GHadk) &L
TORFPMRIZ0.05% KM TH D . RAKTEYF I 7 GEadE+
faek) PRlERIZ8.7%~11%Td - 7216,

(2) BEtohEtt (BRRTTEER)

IEF I TRAEEETRICHESh-05, BRHEEZIC LS5
fAazs50. —RRIX¥FI7 GEHaaHk) L LTHRNSNS
(RBRFIEER) 19,

JBEA=2—VEBELMES v MCHUC-ZXF I 72 BEREOR
U, B5%A8KM T TICHRM S N REIX. BT
40%~63%. FRHICIZ3BLTTH Y. RO F FHPITHRt s h
TIEREE21%~32% Tdh - 7o LS NHIZHIZ Y O+
BBANRE Lz & &, BEBEHREDS54% ~ 81 %P HIRIND D 5 H
CHEHICHRES 17,

16.5.2 OZRNZRIFY

TR A BIHEOHNZHC-0 AN A Y F 2 20mgH) & HERO#%E L
oL A, BETRREREICEFICHRES R (F190%) . FRAETRESE
MWRIIFI0%TH o720 Fioy RRCEPADRELAFFRIRI,
ZNTNEREGEDAI%KRVT6.8% TH>715 HHEAT—%).

16.6 REDERZHI BEE

16.6.

BREEERE

(1) TE€F=7

(2

=

IEFIT710mgeEEOREEMERERE 8l FLT7F=>
7772 A10~29mL/min) ICHEREOHRE Lz & &, BRRA
9, 7v7F=>27V 75> A>80mL/min) & #L Tl
I¥F 37 GHagdk) ROLEF I THRABBEOAUCICZLE
W LOERULSED ERAPRD 5171 HEAT—5),
OZANRIFV

HEEORL 2 BHRERTEFICOANRAY F 20mg® 2H%5 L
el BEPOSHEEOBRERERE T, uANAYF D
MEFPREZICNT 2HBIIEEAERD SN Z D > T2, EHEBERK
EEEERE (FL7F=2027Y 7T ZA<30mL/min/1.73m?) T
& BRI AT IR FIRE S R3MEIC EA L1 GHEAT —
¥)e (7.4, 7.5, 9.2.1, 9.2.2 ]

16.6.2 FFEEIRERE

(1

(2

)

=

IEF=T
IEF3I710mgz iR, PEEIEEOBEFRERERE (%
4F1) F L B (8f) ICHERRO#E L&, BE, F
HERVEEOFREREZONETTIYF I T GEadk) o
Cmaxldy BEBRA ST, ThZnl. 15, 345K 04.265.
AUCIEZIhZN1.46E, 5.8 KR 4.95E <. =X F I THad ko
Cmaxld. ZNZN146, 1.8 K U195, AUCIKZNZNL.7HE.
3ARBRVA0EE P o 1o FEEREOEECRECZEFIT
GEagk) RO EF I THashomiEhiEmsEo LR rRo 5
Nn7z20 (SHEAT—4). [9.3.2, 9.3.3 2]

ORNRIFY

Child-Pugh A (237 :5~6) &%\ 3Child-Pugh B (227 :
7~9) DOJFHREREREZOHICT ZNZY F > 10mgH) & 1H1EH
I4HBIRERO®RS L, MFEha 2N 8 5V EEZHEE Lz, iF
HEBERSE B D Crnax e AU Co2and IR A D F M 2N 1.5~ 2.14%
KUL1.05~ 1.2 TH 0. K. Child-PughZA a7 »8~9DHEH
2B B B MAEFEE . ficHRTEY» 27220 EAT—%),
[2.2, 9.3.1. 9.3.3 2]

16.6.3 HEEMUNIEORE
1) TEF=

(2

-

IE¥FI710mgzEmE (126, EiH65~75:%) ([C1HLEI10H
MRS Lz & &, JEmmn iR (1101, F#20~24%)
LTI F I TREFREDAUCICK2.4ED LAPRD 5
hizp, mEEhI¥s 37 (JHadE) REDOAUCICH S » ezt
RO 5N 57222,

OZANRIFV

BdkEnE. BEEHE. KEEEHEROLEERE (&8
Flfs : EEEF18~33M. "WREOS~T3®) ICuANZRYF >
40mg® 2 HOEO#HE L& 25, BHEOCnak AUCoIEZh
TNEHEDE2%KR VI TH o7z /. FEREE D Cmax kN
AUCo-ldZNZNGEIHED112% K% F106%TH D\ MK ERHEE %
HHEPNEBOHBILVWEEZ 5N BIEAT—%).

16.7 ZYEEIERA
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 RENGIEERZMHHL L&,
CYP1A2, CYP2C8/9, CYP2D6K&U'CYP3A4WE M. I IIN-7
TFNET VAT 2T —EEEANOHEBIRD Sah o712 (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)
EHALLZEE, MEHIEF I THREKEEDCnax X CAUCIEZ
NZENHLTEROLSE ER LD, BEREEKOD 21O TIER
Molze 71/ 7475 — bOFEYFHBICKITTIEF I TORET
RBHoNER-722 (HEAT—5),

Y IORRY VEE|EDEEER
JUVT7F=r 707 I AM50mL/ming@B2. D, —EHE
(75~150mg 1H2E) 07 axX > 8H ZRAhOEBHEES
(8f) IcZE¥FI710mgEHEFE L& &, BI¥FIT Gk
faak+iasik) OAUCIIERRA & LB L TH3.4ERIEZR L
722, BlORERT, EEOEHREREO-OEBELITVL., /0
AR VEIF S CEBOEAIC K 2EEEZT VLB (14,
ZVUFPF=rZYT I A 13.2mL/min) IZTE¥F I 7 10mg% B
E#E L&, BIX¥FIT (GHashHadk) OAUCIHER
BRA & HE L TR 2MEEEE R L7220, @A (126]) 2i5e
LT, T¥F3I720mg® (1H1E8HR) 0#E#KE7THEICY 70 R
ARV VBFN00mgZE BERO#RG L& &, MKFT7a xR v
D Crax X FAUCIR Y 70 AR Y VB EG & i L TEhEh
10% K% U 15% LR L7220 (BMEAT—%),
AUVAFIZVICLBEE

A (8. LDLaL A5 a—)L{E2130mg/dL) ZxfHE LT,
JLAFT3Iv4Ag (1H2[E) &T¥F3I710mg (1H1E) %08
Liz&&, MEPILFIT GEEEHE) R ETF I TREHE
EDOAUCIZZENZENL/SKHOT/2IET L7228 SEATF—%),
[10.2 8]

Z DO ENEZVIEEER

EYHEERICHT 2 EKRRBRT. T¥F I 710mge 77 7 1) >,
VIAFT Y, FBILEEE (ZTFZLIAMT VA=, LRSS
A ML) ZHALLHER, IhSOENFHEAOZBIROON
BRoTze YAFIVEIEF ITI0mgE A LIER, T¥F3
TONAFTRATE) T4 ICx T 2HEBEERDON G, -7212,
HIEEAl OKEBEL7 VI =T L &KBE TR L 2ER) &1¥
FI710mgZE MR LzE &, MIFEFRTETF I THEEEE D Cnax
EHIB0%MET L7zAs, AUCADEEBIZZRD Sz o722 (SHEA
T—=%)

16.7.2 ORNRIF Y

(1

(2

(3

(@

)

=

=

=

Gl

HIEBAIZ T ANy F > EEIERBE LI2GH. OANRY F
D Cmax X PAUCo-tlEZNZN50% K% V46%F THE T L7zA5, AN
Ay F G %2 RICHIEEA 2 B85 L2 BEICE, OANRY F
D Cmax & CAUCo-lE Z N ZNIEGHBED84% L V'78% T d - 7230
(HHEAT—%). [10.2 2]

JIJORARY Y

7B ARY) VEBESNTWADEBEREICOANZAY F V%
PR#BE L&, OANZAYF 2 DCnax e AUCo-24nrtd s EEFEAR
NI TRIERS L2 & IR TENRZENI0.6/E R U7.1E LR
L7z BHEAT—%). O ANZE F 2 IZOATP1IB1 24+ L CHFIEIC
HOAEN, YI7TARY VIEZOMDAAZHET S EICE-
T UANRYF U OMEFREZEMNSE2EEZX6N TS,
[2.4. 10.1 ]

SLT7470YI

FLT 470V (KFRER) O aANAYF 2 2 ARG Lz &
&, OANZAY F 2 DCnax X TAUCoIEFNZN2.21 15K TU1.881%
WL EAT—%). BANZYF VIZOATPIBLEN LT
FFIEICELDAE N, L7 4 7aVNIEZFORDAAZRET S &
ICE> T, UANRY F L OMEEFREZEMSE2EEZ2 6N TV
%32),

ZDMDFH

T AN AY F > DR ETREIC 1213 9 PASOFHER DB % Bitd 5 7=
Wi, 7NLaF V=33 (CYP2COKU'CYP2CIODHEA]) . # k
aF =3 4 hF5aFV =B KUY 2avA 30 (PE
CYP3A4KUPHEHOHER) & oftMAREREEHKL S HS
PEMAEERIERO SN E» -7 (HEAT—%),



TLT7 71 23 (CYP2CORUCYPIAADIE) 5250 IEYTHY 18. EgyEEIE

2 DUNBBIRIETERLRE LA ROBELOREAR 181 VeFgHES
BRDEN LR BHEAF—5). g - .
CYP3AAFHIER OB E M S 572010, FEITBIES & DO T e E L
BeEELLZY, TFILITA T IF—I)LoMmigEFEEICHE DI Y OREHITH B,
J"’Bhf\ DX/\‘Z?-}“‘/liCYPBA4L:§(~T3’%§’Ei§1’Eﬁ3%ﬁ<é g 18.2 I.E“a—_ij‘
EEZ 6N HEAT—%), 18.2.1 1R
(5) in vitros&& I¥F3I7 1 N - 70— =95,
E MEAFRILE A1V 5 in vitroBBIC BV TNBEX 7 LA LR T T
L7 ZORBEERIIFRISERTH o7 Fow N-REAF VL REEICBLT, METOI L ZT 0 — VORI Z EIRAGICHEE L.
ICB5 9 % E 2 PA504 FHIZCYP2COK U'CYP2C19TH 5 720 T POKE. Ol AT O LERA RS, ML 2s
ANAZF > (50 M) I2&BP450 (CYPIA2. CYP2CO. O— LA ERS 79 4, TXF I 7 1/NEEEMIaIc T 5
CYP2C19. CYP2D6. CYP2E1RKU'CYP3A4) EHDHERIE EE (Niemann-Pick Cl Like 1) /LT3 L 25 0— LT
10%ELF T - 740 BIAT O — LORRERET 297 49, ZOZEhE, TEF 3
2 f=NiS] TN _ o gz
) KFOAESNzHEROCHBIXIHLIEIE (ZT¥F3I7 /02Ny é?ﬁﬂjﬁzgﬁg@@Hjﬁgﬁgiﬁﬁégﬁlﬁdaﬁcﬁiéﬁ%%ﬁEftji
F > &L T10mg/2.5mgXix10mg/5mg) % BHIEOBEGTH 5, R s, 18FOBEIL AT 0 — LIRS 2R E Lo
- - REHEFHBRICBWT, T¥F I 7E2EBO®RSIC LV /METO T
17. BRPRRIR L AT 0 — LIRIE 75 AR H USA%MIE L 7250,
17.1 BMMERUREMICEE T 255 IE¥FITIWNETOILV AT O— VIRNEEIC LY oI L
17.1.1 EREIHE_S5RHERR A2TU—VERBEETSESH,. FETOILATa—LOES
HARAEILVZATF U — VIERE321H6 2RI, T¥FIT BAREWICTTET 5. ILVATO—LOEARZNE T 2
10mg, ©ANZYF>25mg, TANRAYF>5mg, TXFIT HMG-CoARTEBREER & OHHICED, MhaL2Fa—)
10mg& u AN A F 2 2.5mgHAHES, XidT¥F I 710mge PHEBIIETT 22 &M, 4 XZ2RAVEZRERS ROCENOED
O ANAY F Vosmghtf#EGDO W a2 1 11 2:EM %S Lk L 250 — VIERE 2R E LZRES) 53 [cBLW RSN,
BRI TOEBY TH o7, iz, Iy FHIIBLWT, TEFI TR AV AT O— L RCHEY
N=2A54PEDOLDLI VAT —VE{LRIZBWT, TEF AT U — VORI A RBIRICEET 505, e, Bit#. 7o
I710mgE a ANAY F 22 5mghf i 51E ¥ F I 710mgk FATHAY, TFZNVIAMTTF—VAECIREELE Y I VAR
VHANRAY F 2 2.5mgDERAE LR, TXF I 710mge UDORIUIIFEEE L 7 dp - 724,
O ANRY F 2 5mgARSIRIEF I 710mgkUa AN RS F 18.2.2 ML R FO—IUE TEMA
V5mgDFHAIRG EOMIC, BRENRO 5N, RIREFARIER A X5 ROTHFINLO ZHVT, T¥FITDI
% ETLAT U LMERE TR E LB IS EERRREORR o T e, RS
(LDLI V278 —)L) O 18.2.3 WRBIIREE( L2 VSR
mg mg ERERIAR Y U F9) 2 & O&MEWREBIRE(LET LY ICBWT,
i E210mg RS2.5me | RSSME |4ks).5mg| +RS5mg TEFITRRERERSIC & KB EIIROBRBR
(e 35 72 71 71 72 REALIRA DR %2 I U 7o
R=A5{ v 162.6 | 1645 | 1633 | 160.6 | 166.6 18.3 ORNRIFY
(mg/dL) +233 | £22.4 | 230 | +22.7 | +22.3 18.3.1 {EFAHRE
AT 1 23 1347 | 1015 | 88.2 76.9 69.7 OZNAYF 213, FHAICEBRICED AT A, FiEToaL
(mg/dL) +212 | #2266 | #19.2 | +21.1 | +25.9 270 — VEBRBOEERSE TH 2HMG-CoABTEESE %8I
-18.7 -39.8 472 _54.6 -60.5 D OBMAEIICHEL, 2L AT 0= VESRZBRCIHT 5.
(-21.9, | (-42.0, | (-49.4, | (-56.9, | (-62.8, ZOMRER, FEANOILZAFu—LEBAPETRL., ChEHD /-
-15.5) | -37.5) | -44.9) | -52.3) | -58.2) OLDLEARORBSTHE SIS, COLDLZEEA/A LT, I
350% | -41.8% VAT U - VEREROFEW) AEH TH 2 LDLOFEA DR A
vs.EZ10mg _ _ _ (-39.9, | (-45.8, AWML, MPILVATa—=UPERT S, BANZAYF UL,
s -32.0) | -37.9) R CIIEE U CREBIENARZ /T LTI A E N5 RRE B
| B T148% DHBEC 20, REBHRR 2R/ ORI 3 A&
% | [ |vs.RS2.5mg - - - (-18.0, _ Qg <<\ HFRENZHMG-CoABTBREERNTHIEEZ S
; N .
)% e L (1) HMIG-CoASTRs IR
vsRSSmg | — B B B 166 OANAYF 2, Iy PEROE MEIZ By —AHROHMG-
101) CoABTLRER K Uk FHMG-CoARTEREFE DORE ¥ X A > 1Tk LT
I N : FEER%ER LR (in vitro) 55,
BZ:THF 7, RS:OANAT T~ ‘ (2) L7 O—)L ARSI
R=RA T4 ¥ ERHFH 1 2B 2DV TP E £ ¥ RZE, ZhRIOn OANZAZF ik, Ty MFFIRO 3 L AT 0 — L &R % RARIKE
TIda/)N & MElRic & AM-Estimates (95%{E4EXRE) 2R L7z HZPRE L. 7. Z2OEEERIE. OHMG-CoAXRTTREE
TRANMEZ ZEMTEIC K DT LIRS, BEH. VAV EEKY (BR ER AT E R U725,
Eﬁﬁﬁfﬁ%?l‘ﬁﬁ’f KA VZOIZEWE{@?J?‘If'J —5 ) RUOR—2ZF (3) LDLBEAEE/ER
A Y EFPLRET HUNA P ENRGETILICE DRD T UANAYF Vi, b MR OLDLE A AmRNADFH
$p<0.001. Hochbergific & D #E DL Hk % HH% ZFEL (in vitro) 50, T v M THBTOLDLZ AT 21N
TEFIT10mgE T ANRY F ¥ 2. 5mght ST A7 ERTE
(9.9%), £7T¥FI710mgea ANRAY F > 5megHks " _
720130 (4.2%) \ERBREEORE % SCHIERARD 5 19. BRI CRT SE{LFHIAIR
fzo ERBWERIZALTHENT. WFROBICBWTS 2] (2.8%) —f%% 1 T¥F 37 (Ezetimibe)
TH-o74, {E%% : (3R,4S)-1-(4-Fluorophenyl)-3-[(3S)-3-(4-fluorophenyl)-3-
17.1.2 BRE I ERERSHER hydroxypropyl]-4-(4-hydroxyphenyl)azetidin-2-one
IEF 37 10mgBA S Xidu 2N RS F > 2.5mg# L < 1E5mg HFR : CoaH21F2NO3
BEESICTLDLI L A7 0 — VO EE M B EEY 1ZL T SFE 4094
ZOWHAAABE IV AT 0 —)VIERE 13561 (AT aEa AR MR HEOHERT, AF¥ =, I =)L (99.5) XIIN,N-I %
HEI VAT O — VIERE36H = &) ZRRIC, RElZ1H FLUTER7IRIKBIRLTL. 7T IS MY LR REITR
1ES2EM B S Lz (TE€F I 710mgXida A/NA Y F > 2.5mg T, KIZIEEA LTV,
THEZZTTVABEICRIEF I TI0mgeEa ANAY F > A s :#163T
2.5mgx PSS, O ANRAY FomgTIHBEEZIT TV EE #sER
ICIRIEF I 710mgE U ANRY F > 5mg& HARE L7),. OH
N=2F4 v 5OLDLI L AT u—LVE(LR (523H8) 0¥ M H@/
fl + #2513, EZ10mg+RS2.5mg#k 58 <-33.8+15.9% s ~J
(108fl). EZ10mg+RS5mgit55C-23.9£10.2% (17f) T /@N /FN
Hol,
EZ10mg+RS2.5mgh 5B 1 14MH3H] (2.6%) IRIfERH F ° @\
Ao, FHEERERE2H (1.8%) KO+ CKHEmLHF F
(09%) TbH OZ:IO % 7/-EZ LOmg+RSSmg?Q’€%E¥TLi21WU¢1WJ _M% CHANAYF AT (Rosuvastatin Calcium)
(4.8%) ZRRERERROBIFRTBL 5N, £ : Monocalcium bis[(3R,55,6E)-7-(4-(4-fluoropheny)-6-(1-
) BIREELEBE T 7714 K54 > 20124 5Ic &5 < LDLa L ;}f?ﬁlfflﬁyy@é){[%ﬁg{ gﬁifgtfflfo“yl)ammolpy“mldm >
o - o ,
AT U=V ORRHE R RE SFR : (C22H27FN306S)2Ca



SFE :1001.14
M R HBOMERT, TEFZMYLICEFLTL, A¥ ) —Lic®
RVEIFRTL, KIZTY 2 —)L (99.5) IZHBIFIC W, TS
HTH 5,

ca?*

20. BRI EDEFR
T = ABHERIE. BAERYCRET S8, $, KRR
%72, PTPY— bOFERFEL. IRAERNICPTPY — bSO HY
ze.

21. EEREM
I 2 2 EEAE A HEO b EYICEET 52 LS

22. 9
(OZ2—tv hEE§LD)
1008 [108E (PTP) Xx10]
(OZ2—tv hEE§HHD)
1008 [108E (PTP) x10]
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