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15. ZOMMDEE

15.1 BRER{ERA ICE D < 158

WIHZ BT, AH % &t HMG-CoA 3 ICHESE [HEH+%
S BE T, BERIRISIED ) A 7 DSEo 72 & O
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16. E4Epse

16.1 MAERE

16.1.1 EE%ES
TR NBYE 6 Bl ANA Y F 2 H IV A% 5mg D
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5T I 5 BRI Cmax 28 Ly T2 2F 00
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M¥EF T ANAY F VEERHE LY, Il AF70—
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2.5mg (n=16) 1.26 (72.7)
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ARMTIHME CLEIRED
PRIMIER © #5572 7~16 ¢

16.1.3 B E5ERDEIE
SRE R A 21 Bl T ZANA 5 F 2 H LS 7 A 10mg
7O AF—N—3ET1HLE 14 HE., 51 78:dH 50
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[ZzVE]
;;;7‘*"”b55 75.31%23.25| 6.87+2.23 |4.4+1.2[18.246.5
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EN72H5 HMG-CoA 3 ICEER B E NG PEAR I L 1 1 2N 2
HFUEE L FENOWER R L, AR IZBT 5 HMG-
CoA BITHZ I EE S ICX 35 REWOHFG b TN T
HreEZLNE BHEANTFT—%) W,
16.5 HEit
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BEME X0 (90.2%) « SR REREMER X 10.4%TH - 720
¥ 720 RO #ESBAORECEEER L, FRENikS5 &
D 4.9% K T76.8% T 7219,
16.6 BHENDERE2ET2EL
16.6.1 MER UMD
MEINO B WA EE. Biais . WEEEE L OER
BaE & 8B T ANA Y T H1 Vv A 40mg  (FKEEAFH
%) %i@ﬁ[ﬁ%%‘ Lf: fl_’_ : 6\ %‘]ﬁ@ Cmax &Zﬁ AUC(J*L
W FNZENLED 82% K U 91%Th - 7219, F 72, £iEH
@ Crmax X AUCo-+ 1 ZFNZNE#E D 112% K U 106%
TH Y. R EREE 2 2RO FE I VW EE 2
57z,
16.6.2 FFEZDFE
Child-Pugh A (X a7 :5~6) & 5%\>I& Child-Pugh B (%
a7 1 7~9) OFEELAETLINEANEESR 6 BT AN
A5 F ANV 10meg % 1 H 1A 14 HERER ¥
L, g ZN2 5 F ViR IE L7210, JEREE R
H D Cmax M AUCo-2an I ZHEEERATED ZNLF L 1.5~
2. 1R U1.06~1.2f5CdH Y., Fi12. Child-Pugh 2 27
WS 8~9 D EE 2 BN BT B MR L, IR TE
otz [2.2, 9.3 2]
16.6.3 BEEOFEE
EIEE DR, 2B EEL AT HHME N EE (4~861) (21
ANAFF o H IV A 20mg % 1 H 1Al 14 HBRER
L5 L, MAE T 2N 28 F VR 2 58 L7217, BREE
MO TEEOBEEDDH L EHTIE, QANAY T Ol
PR I T BRI L A LD LN o7 L
HL., BEE (7L 7F=r21) 79 A<30mL/min/
1.73m?) OBFEED D 5 EE TIL, R AL TmiE
FPEEEASH) 3AFIC EA L7z, [7.10 9.2 B
16.7 E4HEEER
16.7.1 HIEEH|
WA & R OE %G L7256, 9 ANZA Y F 2 D Crax
T O AUCo-2an 1EZF 1210 50% J OF 46% F THET L 729°,
U ZANA Y F 855 2 B IR 2 55 L7281
X, HAINZAY T 2D Cmax M AUCo-24n 13 F NLZENIEBE
D 84% K N 78% T -7 (WHEIAT—%) ¥, [10.2
16.7.2 >70XKY >
IO AEY U EREINTOALIEBIESEIZT AN
AT e R G Lz &, UANZAY T 2O Coax &
O AUCo-24n V&, JEEEERRG A HARCRERG- Lo & &2t
RCFNFNR06BRETIRHBLEA L SEAF—
Z)Y9, O ANA Y F i OATPIBL %4+ L CHEIBIZEL Y

AEN, P OARY) VIEFOWPY AAFHET L 12
LoT,uANZ Y F o oEFEEZBINS S5 %2
SbNTWwWb, [2.4, 10.1 ]
16.7.3 L7« 78T
TFAT 4 T7TaDN (RERAGR) LG LzE &, b
AINAH F D Chnax &(f AUCo-+ Li%ﬂ%ﬂ 2.21 1%&0
1.88 Bzt L7z WHEIAT — %) 29, B ANA Y F Ui
OATPIBl 2/ L T D AT h, 2714 7B V)L
EFOH ) AR ZHET AL L oT, QANAY F
DIMAEFEEZBINEEE EEZ SN TV 5,
16.7.4 Z DABDOZEH
O AN Y F o~ OKNEIBEIZ 1T P450 [HEHK] 0 228 %
M4 272012, 7)Va+ v — L2 (CYP2C9 K O
CYP2CI9 ®OIHEH]), 7 ~aF/—L2, 4 F5aFY
— B KNI 2a~< A 2% (DL CYP3A4 J OF P
EHOMEH]) & O HREE £ L 7225 WS »742ME
EREED b ol BHEAT—%),
TVT 7 1) % (CYP2CO 2 OF CYP3A4 D #E) & 5\t
DV aF L O DMRNENREC KA T A AT L 2%
BREFIHELEH 3RO b oz BHEIAT—%),
CYP3A4 58 /E OB A IRET 3 5 72D 12 R LRI 38 &
DOPEHREEZ FEi L7225, TF VT A NTVF — VDI
BB IZA S NS, 0 ANA Y T ik CYP3A4
Kﬂfé%%ﬁ%%%é&wt%i%ﬂt(ﬂEA?—
y) 27 5
16.7.5 in vitro 3XE&
b SEEEEAL % N3 n vitro RERIC B WT NI A T
IVARD ARG L7275, 2 O HE I IEE IRIR CTH - 72,0
F oo NBEAFVALICE S 9 % 3 7% P450 4 T 1
CYP2C9 . UF CYP2C19 T& - 7253, CYP2D6 % CYP3A4
PIBEG-F B A REME b R S 1722929,
O ANZYF > (50ug/mL) 12X 5 P450 (CYPLA2,
CYP2C9. CYP2C19. CYP2D6. CYP2E1 K 0f CYP3A4)
HVEDORHEZRIL 10% LT THh - 722,
16.8 Z Dt
(AXNZXE2F20DE2.5mg [Tzt
OANAYF > OD§E2.5mg [ 7€ ] ik, [EHED
B2 RO BT A O LY F I RSEERBR T A KT 14 7]
IZFHDE, UANZAYF Y OD$ESMg [ 72 VBV ] %I
HEEIFI L L7 & & BIBSEN D S AW SIS L A
7 ENT230,

17. BRERARIE

17.1 BERVOLTLMICET 258k

(&3 L XFO—JLIfE)

17.1.1 BHNENHEEERICHER
HILATUO—)VIIERZEZ R E L TCHEEFREICL
DFERSNREEICBWT, OANAFF AV T L
(5~80mg) Xix7 bW NZAFF > (10~80mg) # 1 H 1
6B LR, OANZRYF ANy L%,
ILDL-2 L AFua—) b, #alL A5Fua—)b, M) 71+t
FIZIZE TR %, HDL-2 L A7 0 — )VIZ X% %
RL720 T2 7AREAB. IEHDL-2 L AT 0 — V&K
TEE, THREH AT RIS ¢/, HIZ, LDL-2 L &
U — )V/HDL-2 LV A5 U0 — )L, #£8al A 51—
JV/HDL-a2 L A7 u— Vi, JEHDL-2 L X 5 10 —
V/HDL-a L A7 u—)vib, 7HR&EHB/7K&EH A-1IL
AT X7,

O ANAZ T2 H IV LD, 5% 1 AR LA
HObI, W 2HEME TITRARED 0% E 725720 B
KRBT EE 4 BE T TIZH S b, ZOBREL 2.
BIVEZBIEEN L, O ANZ Y F 2 AV 7 4 Smg %5
T 10.5% (4/38 B1). 10mg % 5-#E Tl 15.6% (7/45
). KO 20mg BG5BT 17.9% (7/39 6)) Tdholze
FTNoOKGETH, 3B EEHE L ZBEH TR -
f:31)32)0

17.1.2 ERNE TR
THEERBEICIDERSINRBRIIBWT, 9 ANZ S T
ANV L 2.5~20mg % 1 H 1 6B LB
MEREEOTFIERITELIDOEBY TH o 72,



1 MR B OF 2R
(353 L A 7 1 — VIIUE B30 5 5t

pes 2.5mg | bmg 10mg | 20mg

(n=17) | (n=12) | (n=14) | (n=18)

LDL-a L A57u—)b (%) | -44.99 | -52.49 | -49.60 | -58.32

walLAra—i (%) -31.59 | -36.40 | -34.60 | -39.58
My ZYEY R (%) -17.35 | -23.58 | -19.59 | -17.01
HDL-Z L A7 H— (%) 7.64 9.09 | 14.04 | 11.25

7HRETB (%) -38.56 | -45.93 | -43.97 | -50.38
7 REH A-T (%) 5.42 6.25 | 10.61 | 9.72
7AREHA-T (%) 0.38 4.27 7.78 7.73

EIERIZEBIMREE X, O ANZAY F 2 H IV A 2 5mg #%
H#C 38.9% (7/18 $1) . bmg % 5-#£T 20.0% (3/15 1) .
10mg #%5-#C 13.3% (2/1561). KU 20mg &% 5-#: T
47 4% (9/19 ) THo7z. FH67 BB T 3HILLEFE
o5 NEITEHIL, B, CK EA XU y-GTP L& (%
361 THo73,

17.1.3 BHENBHE
CTEERBEICIDERINIHBOER T -2 T &
D7z WANAYF ANV A 5mg Xid 10mg % 1 H
1A 12 8 $ 5 L 72 B o imiERE o2 /LEIZER 2 O
EBUTHY . BaALATFO— VIEREZEOREL )L %
EICIET S 2 LA b3,

%% 2 MM B O FIgZE L
BHEIAE 3 L A 7 1 — VIE B 5 5 3 ER)

e G5 5mg (n=390) | 10mg (n=389)
LDL-2 L A57u—)b (%) -41.9 -46.7
waLara—i (%) -29.6 -33.0
FUZYEDEF (%) -16.4 -19.2
HDL-a2 L Z57u—)b (%) 8.2 8.9
JEHDL-2 L 27— (%) -38.2 -42.6
7REHB (%) -32.7 -36.5
7 AREH A-T (%) 6.0 7.3

17.1.4 BNENBARIRSHER

HaLVATFa— VIMEREZ R E L CHEEREICE
DFERENTZRERICBWT, OANAYF ANV T L
5mg X1& 10mg 765 % BfG L. LDL-2 L A7 a0 —)u
fEARNCEPTI H A Fo4 v BEHEICEST S F TR L
720 52 B IZ B W TR S-= O bmg X1E 10mg Dk
G % Z T T ERNOEE X, FNE76% (92/121
) K U¥82% (88/107 f8)) TH -7,
BIEH OSBRI T ANAYF 2 H )V A bmg BT
29.4% (40/136 Bl). T AINA S F > H1 )V 4 10mg B
T26.5% (35/132 %) THhHhotzo WTFNDPOGEET 3
BILLESSER L -BIEIE T, LR R, 3685, i, R
IRAE. F895. IR M O SHE T - 723930,

(FiEME D L X 70— JVIEE)

17.1.5 ERE I HREAKRSHER
FEHEES I L A 70— VIIEANT DA REE 12T 2N
ALY FrHNY T A 10mg oG 2 L. 6 AT
BREIEE L 72, 20k O MIEIREMEOFHZELERITFE 3
DEBYTHo7237,

3 MiFE B D392 L
(NS 2 L A7 0 — VIIE R E R R ER)

5 10mg (n=37) 20mg (n=37)
LDL-2 L Z27a—) (%) -49.2 -53.9
warzra—i (%) -39.4 -43.3
FUZYED R (%) -18.2 -23.6
HDL-2 L Z257a—)b (%) 9.6 13.8

3BILL LIRS SN 2EIEMIE CK L5 (3/37 %1, 8.1%)

VC?) D 7:38>o

18. FEXHIEIP

18.1 EF#EE
T 2ZNAEF Vw7 ML, AN IZREEIIZEL Y A F
. i coa L AFu— VEASKRZROEEEETH D
HMG-CoA EICE 5 % IR OB A ICHE L, I L
T O — VAR Z RG] 5, F o, RN O 2
LAFH—VEEDMET L, ShEHi> 7290 LDL &K
DEENFEEINE, ZOLDL ZH/EKE2 M LT, I A
TU—VEREOEW) REHTH S LDL OIFE~DHL
VABRBHEEIML, ML AFa— VMK P45, 0 AN
AFF AN AE FFETIE T E U CREENR LR A A
L TR A, JREBAMEDS AR 720, REBhG %
REFE 2 ORI IEE D A F A < L BRI 2
HMG-CoA B#ILHZEIEHRTH L L E 2 55390,

18.1.1 HMG-CoA Z %= E1EH
OANAZF AN IAE, Ty PR MFI 70y
— 4 13D HMG-CoA #=ItEEHE K '~ HMG-CoA &
JERER ORI R X 4 IR L CHEER 2R L7 (in
vitro) 4V,

18.1.2 FaL XFO0—-I)LERBEEEA
OANAZF AN AL, Ty MFilsoalL 250
—IVERE A= KA WICHE L, $/2. ZOMEEH
u\@@HMG@A%%%%@%@KR&TE%%%%
L7240,

18.1.3 LDL B2RAHFEER
O ANAYF AT AL, b MFEEE HepG2 #ila
® LDL %18 mRNA O # B EIKAWISTHE L, £
72, LDL fEaiGtE &2 s w7 (in vitro) .

18.2 ML X FO0—JLETEA
TANAZF AN NE, A2 =7 A F LW,
WHHL 7% ¥ (¢ bREES IV AT 0= )VIIED E T
VE) BIZBVWTIiERI L AFa— L&, 72, 7K
B E*3Leiden NI v AV 2=y <7 A (7 VLDL IfiL
EETFIVEI) O K e b 7 F&EE B/CETP (2L 251
— VI ATFIVIEESEEH) NI VATV =y <A (b
DAV ATFa— UAHEHIEL LR RS2 AT 5
EFNVEW) DIZB W TIRMsEh I L AT a— L EAEC
KT &R, £ X12BWTId, HMG-CoA #TTEE D Mt
%%?%%XNDy@®m¢%§%ﬁ%%ﬁ%KﬁTé
w7249,

18.3 EpARFEILERINFIER
TANAYF ANy A%, WHHL 7 H FI2B T,
KEROIGE LA, IV AT 0 - LEEORT %D 72
5 L. BIIREEALIRZE R % 8] L 729,

18.4 N YUY KETER
OANAYF»H Iy Ak, 7THREH E*3Leiden + 5
VAV I AR N7 REHB/CETP bT
AV =y s AQMEER N 7)) REETF &
J@f:46>,47>0

19. BRERAICEAT 2 EBEZHHME
— %% A ANAYF NI L
(Rosuvastatin Calcium) (HJ&)

b4 : Monocalcium bis [(3R5S6E) -7- 14— (4-
fluorophenyl) —-6- (1-methylethyl) -2- [methyl
(methylsulfonyl) amino] pyrimidin-5-ylf -35-
dihydroxyhept-6-enoate]

513 0 (CoH2FN306S) 2Ca

& 1001.14

M [ 3 B

0.0 N7 cor | &
\Y73
H.xC/S\I\‘T /K\N CHs
CHs CHs 2

MR BB ERTH 5,
TR RMYNMITETRT L AT —IVIIRRE
R3S 7 —)v (99.5) IZEIFIZ < vy,
W T 5o



20. BRWV EDEE
TV I ¥ n — R R T B TS L RS

b Z

Eo

22. 9%

(AZNZXZF>O0D§E2.5mg [ZILEL])
100 #2 [10$8 (PTP) x10]
(AZXNZXZF0DESME [7TILECD
100 ¢ [10 8¢ (PTP) x10]
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1) Zurth C, et al. Eur J Drug Metab Pharmacokinet.
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£ 1 H 19 HARE, HEEEEE 3.3.1.2)

3) Martin PD, et al. Clin Ther 2003 : 25 (8) : 2215-2224
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5) BRI G-omEBEPRE (7 LA b —)V§E 1 2005 4 1
A 19 HAGE, HETEREE 1 3.2.2.2)

6) BEIZBIT A IMAEFIERE 2002 (7 L A b —)VEE : 2005
E1H 19 HAGE, HEEREE 3.6)
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$E5mg [ 7z ¥ ])

10) AW R =R 2001 (7 LA b —)V$E 12005451 A 19
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MAastt 7o vy 77—~

?

7 MUNZRYF e ORERICHERE (7 VA -
JUEE 12005 4E 1 A 19 HAKGE, HFEERZE N 1.3.2)
HARNANE I L A7 0 —)VIIERE 2 BT 5 A %1,2002
(7 LA M= VEE 1 2006 4 1 H 19 HAKGE, HEEEEE
%h1.2.3)

FHEINE T L AT 0 —)VIIUE B & 12 BT 5 A %8014,2001
(7 LA M—)VEE 1 2005 4E 1 A 19 HAGE, HEEERIE
Fh21.2.1)

HWEINE I L A 70— VIEERE OB SI2 B 5
HR0M2001 (7 LA M=)V 2005 4 1 H 19 HAKGE,
HEEREZE b 1.5.2)

Olsson AG, et al. Am Heart J. 2002 : 144 (6) :
1044-1051

Mabuchi H, et al. ] Atheroscler Thromb. 2004 ; 11
(3) : 152-158

AT OEAARYE FH B8 2B e, EEKS 3
(7 LA b—)U$E - 2005 4 1 H 19 HAKRFE, HFEERH
P 1.4.2)

Nezasa K, et al. Xenobiotica. 2003 ; 33 (4) : 379-388
TEEFOE &0 (7 LA M—)VEE: 2005451 A 19 H
R, HRHEEEZEE R 1.2.8)

McTaggart F, et al. Am J Cardiol. 2001 ; 87 (5A) :
28B-32B

LDL SZ#RICA$ 5 /E/H.2002 (7 L A b —)V§E : 2005
£ 1 H 19 HAGE, HFEEREE R 1.2.3)

A XOMHIRE I3 51E/H.2002 (7 LA N — )V :
2005 4F 1 H 19 AAGE, HEEEEMER 1.1.1)
HEZIAFLVDOIMEI L ATFa— )V RO KEH I L
AT H = VIR AR ,2002 (7 LA b —)U$E 2005
£ 1 H 19 HAKGE, HEEEEEZE A 1.1.2)

WHHL % ¥ oIl 2 L 2 71— )V K OB IREE LI
PR AER2002 (7 LA b — V8 12005451 H 19
HARRE, HFERMEZER 1.1.3)

7 AREHE*3Leiden b T VAV 2=y 7 AThE
*Téf’ﬁﬁﬁ 2002 (7 LA F—) V¢ 1 20054 1 H 19 H&
P, HREEAME A 1.1.4)

v NT7HREHB/CETP b v AV L=y 737 AL
R AVE 2002 (7 LA M—)VEE :20054-1 H 19 H
KR, HRHERHREAR 1.1.5)
XHEERERUBOWEDEE
PRE
105-0001  BHHUHESHSIXE /[ 1-1-18
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