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U ANA Y F »OD#E
5mg [HET]

LR %y

15Er
OANAYF VT h

26mg
(@ANZyFELT

25mg)

15ErH
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NBEDZNENL5~2. 15K U1.05~1265Tdh . H¥12, Child-PughA 37 H8~9D H#H
26N BV 2 MR L, ISR TR 572, [22, 93 BE]

16.6.3 BREEOHE
FEIEEORL DERELAT HHEANEE (4~8F]) ICUANRYF L H VT L
ZOmg’iflElll_l14ElFﬁIZ(E"‘D$’“’ L. M8 ANA 5’-?/@‘*%@]&1,7‘ D, BEREE
O HEEOFREDH HEETIX, TANAY F ¥ OMmEEHREL ﬂ?%%ﬁ% 2z E
/\,c‘:"iﬁﬁf)%ﬂ&ﬁ‘ota LaL, EEF (7L7F=v2 1075 A<30mL/min/
1.73m?) OFFEDH 5 BHE TR, HHEBA AT AR EE ARSI RA L.
[71. 92 BH]

16.7 EWHAEEA

16.7.1 HIEH
iR % [FREE S L2 a. 9 ANR Y F /mcqu&UAUCozmi%ﬂ%hBO%bi
V46% F TIF L72A5, B ANR Y F 2 e 5520 (S HIRRA) 2 42 5- L 7236121, 1
AINAE F 2 DCmax & WAUCo.24nt i%ﬂ%ﬂJHﬂ"mH 0)84%&078%“(&)*) 7z (AHEIA

—%) 8, [102 ZH]

1672 > 7OZKY >
DU AR) VEEGINTOLLEBMEE IO ANRSY F 2 kG Lok &,
T ANASY F 2 OCmac X WAUCo2antd BEHER A B CTRAER S L7z L X ICHRTE
NEN10665 K OTIE LR Lz BHEAT—%) 19, 0 A/NA % F 2 IZ0OATPIBL% 4t
L CHFBICHLD sAF AL, 27 B AR VIZZOMY) AR EHET LI LICE-T, O A
INA YT DMBEFRE RS 5 L E2 5N TWwh, (24, 101 BHH]

16.7.3 #L7 47020
FATATaDN (RFRKR) EOHREG L&, UANZRY F ¥ OCnax KT
AUCodd Z N2 N2 2185 K O L8 L7z JHEAT— %) 20, T ANA S F 1%
OATPIB1% 4 L THIBICHUD AZ I, A 74 70V VIZZORY AR ZHEST S 2
LIZEoT, HANRY F U OMBERREL NS EL L HEZ 5N TV 5,

16.7.4 ZDOIEH|
U ANA Y F 2 ORMNBEE ] Z S PASORER OB A MG T 72012, 7 ad ) —
2D (CYP2COR O'CYP2CI9DFHERH]) . 7 b aF =2, £ JaF =D RO
TN AuYA Y (PLECYP3A4K UPHER IO MHEHA]) & Ok HFER% F2Hi L 7225,
W5 2 AHEAEINE RO Sz ro 72 BHEINT —4),
TN T 7 ) »%) (CYP2COM UCYP3AADIEE) &2\ IEY TF 3 220 OEMBIEIC K
9B MET L72As, SEMBIREA M E IR0 SN h o e BHEIAT—% ).
CYP3A4FHENEH DA % B3 % 72010, RIS L O PR % 0 L 7275, =
FoNVIALT /z‘~)v®méﬁ¢i¥rzﬁzn:iﬁwt1& SIF. 10 ANRY F 2 IECYP3A4LZ
W BFEEA A RS R EHEZ LN GHEAT—5) 2,

16.7.5 in vitro S8
b AL 2 i 2 in vitro WERIZ BTN LA F VARDS AL L 7225,
BEZIER SRR ThH o 720 T720 N-BLA F VALIZBS-$ % 37 P45043 T-HE 12 CYP2C9
JLUCYP2C19T & » 7243, CYP2D6X°CYP3A47 M 5-9 5 ul fEPE & 7R & 17228 29,
T ANALF v (50pg/mL) 2 & AP450 (CYP1A2, CYP2C9., CYP2C19. CYP2D6,
CYP2E1J OFCYP3A4) {&PEDBEHRIZI0O%LAT Td - 7229,

16.8 ZDOfth
T ANA Y T Z/ODf;L25mg [HET] &, 9 A/)NA%F »OD§Edmg [HET.] %L
W L7k & IEIBEIAELE L RE S YIS L A S,

17. ERPREIE

171 FHERVORLMICEET 258

(&3 L X5 0—JVIE)

17.1.1 B E LHERERSHER

BOLVATO - VIESRE 205 LCOEEREICL D ESh-#BIcBwT, o
ANAZFH Ny A (5~80mg) XIET7 PN A Y F 2 (10~80mg) % 1H 168
FIg 5 L2, ANy F oAy 7 Ak, LDL-a L AFa—)b, 3L 25

Z ORHHR

=, b)) 7)) RIS THE%, HDL-2 L AT 10— )V s 2 R L7z
$7:. 7HREMAB. FHDL-aL A7 00— VAET &, 7HREHA-I ZHNE T/,

P2, LDL-2 LV A5 H—)V/HDL-2 L A5 —)Vit, #aL A570—)V/HDL-2 L A7
O—) i, JEHDL-2 L AF 0 —)V/HDL-2 L A5 u— Vb, 7HREHB/ 7 HKEHA-I
R TS,
T ZISAY F 297 b OFEMIE, TG HIEMMMNICS Sbh, @280 £ T2
KINRDIWE 7 o720 ARBRIBHFEAGEM T TIZH SbIL, TOBRFRERL.
BIVERISEBUBEE L, O AN Y F 2 A )by A5mgik 5 T105% (4/3861), 10mgtk
HHETIX156% (7/4560) . K U20mg# 5-HET17.9% (7/396) Tdr o7z WIS
BETH. 3BILLLFEBLL Z2RIERNZ 2 A2 o 7230 32,
17.1.2 EIRS T HHER
BRI E D EENREBRIBWT, DANAY F U H Vs 525~20mgx 1H

TGRS L /=B I E I 0 P LT LD 2 35 1) Ty - 12,
#1 MR EEOFEZE (B3 L AT 0 — VIEE S 5ER)
R5R e o s ot
LDL-2L 27— (%) 4499 5249 49,60 5832
WaLAFa— (%) 3159 -36.40 -34.60 -39.58
F)ZYEY R (%) -17.35 2358 -1959 -17.01
HDL-Z L AFu—)b (%) 7.64 9.09 14.04 11.25
7 R&EHB (%) -3856 4593 4397 5038
7 REHAT (%) 542 6.25 1061 972
7 AREAA-T (%) 0.38 427 778 773

BIEMZEBUEIE X, T ANZ Y F BV £25meft 58 T389% (7/1861) . 5Smgt
H5#T20.0% (3/1561) . 10mg%5-8:T13.3% (2/1561) . & U20mgt% 5-8ET47.4% (9/
1961) Tdh o720 FIE7THIZBVTIFILLERRS S -5, B, CKEARD y
GTPLA (%36)) TH-7%,
17.1.3 B E MR

CHEEREICE ) EHSNZRMROER T S 2 T LD/, OANARYF AN Y
25mg ¥ 1310mgZ 1 H 1A 1238 M %5 L 2B o I I B 0PI bRz 20 L 1) TH
D, EaL AT — ) VIERZEOIRE L NV 2B E0I8%ET 5 2 0580 b/,

#2 MEIEEEO P2 GHEAR I L AT 0 — )V MUE# 3 0 SalER)

Eracs ) 5mg (n=390) 10mg (n=389)

LDL-a L A7a—)b (%) 419 467
walrarFra—i (%) 296 -330
M) ZYE)F (%) -164 -19.2
HDL-I L 271 —)b (%) 82 89

JEHDL-2 L 27T — )L (%) 382 426
7 REAB (%) -32.7 -36.5
7HREAATL (%) 6.0 73

17.1.4 BHETERPHREHR
AV ATO = VIBERHE AR E L COEEREICL Y EESh2RBICBWT, 0
ANNAYF 2 H NV A5mgiE10mgn S5 % i L. LDL-2 L A7 10— )L
NCEP I A FIA O HBEIZEY % F THIR L7220 52 BV THIHE S0
5mg X1 10mgDREFEIL T & %1 T T ZEFIOF AT, ZhenT6% (92/12160) RO
82% (88/107#1) Td -7z,
FIVER OFHEIE O ANA Y F 2 H )V ¥ 7 A5mghtT294% (40/136%1), T ANZ Y F
YAV A10mghET26.5% (35/13261) Td o720 WM A OG- HETIBILLEFEBL
LzRIERNE TR, AL R, 8. Wi, AIRGE. 3895, IR OEJHECTH -
f:xsm %JC

(RiEM= I L X7 0—JVILAE)

17.1.5 ERE IHERPHRERR
FEME IV AT 0 — VIENT DHEGEEZ ST ANAY F 2 Vv A10mgh 5
G RBMA L. GAMECHRBINE L. 2oL XM e o ZERIZEID &
BYTHo73,



#£3 M IRE O T2 L
(RIS T L A7 0 — VIERE R S35

A 10mg (n=37) 20mg (n=37)
LDL-2LA7a—)b (%) 492 539
warara—v (%) -394 433
) Z)E)F (%) -182 236
HDL-Z L A7 H—)b (%) 96 138

BBILL LIRS & NEIEIZCK LA (3/3761, 81%) Tdh o739,

18. EERhFEIE
18.1 {ERIRF
TANAY F ANy s, FEAICEEIMICRY A, FRToaLA7To—L
H AR OEE RS T 5 HMG-CoA MR ITEE S & BRI 2 OB A 1YL mit\:bx%
O — VAESEZ RIS 20 ZORR, FRNOT L A7 00— VERAPET L.,
TEHI S 72 LDLE AR RO RBAFE SN 5. = OLDLEEEE /LT, :vxTu~
WEHEDFNY) REHTH HLDLOFIEANOR Y AASHI L. MH L AFa—)
TS %, BANAYF ANy Ak, I TIEF L LCBhi%R % /- L CH)
liﬂ B BAMEAS LR 7200, REBIEA AR & 57 2 W IBO ISR I IZI) SA £
. R 2 HMG-CoARTCIER LEH T 5 L H 2 H %39 10
1&11HM&&MEE§¥E§#%
TANAZF AN T AE, Ty MR MFI 270V — AHKEDOHMG-CoAR TR
FR U PHMG-CoARITTEEFZE DMl B 2 4 2% L CHEMEM AR L (in
vitro) V.
18.1.2 FFaLxFO—IL&BKBEEER
HUANAEF 2 H Ny AiE, 7y MFMIO 3 L AT 8 — VA EE AR RS
L7ze F72. ZOMEERMIZ, o HMG-CoA R TR HLEH 12 o~ T =W FHE L
f:éll?a
18.1.3 LDLZEFFEER
T ZNAY F 2 H ) Al kbﬂ EH S HepG2ila O LDLZ A AmRNA O 563 % i
PR ZFBE L. F7-. LDLASATEEA RIS 72 (in vitro) 2,
18.2 ML X FO—ILETFER
HANATF AN AR, A X8, H=r 4L WHHLY HF (b b RS
L ZAFU— VIFEDEFVEN) ¥ 1BV TIiERalL AFra— Lz, £/, 7H
#HME3Leiden h 7 Y AY = = v 7= w A (FVLDLIEE 7 )VEH)) © KOk b 7R
#HHB/CETP (AL AT U— VI AT VIEREEN) Ny AV =y 737X (B D
L AT U= VHHIIELL LR BRI 2 5 5 7 VEIY) 40 I2B v CidimiE
FILATH— VEABEIET S8, 1 XU2BWVTIE, HMG-CoAiRTulEH O FULE
WCd % A0 2RO MHEEE A AR AT S 7290,
18.3 EpfREELERINHIER
T ANAYF 2 HV S Ak, WHHL™Y 8|2
FU—VEROKRTE 726 L. BRI
184 FMUJ UL METEA
OANAYF o HNVY Y Lk, 7AREHESLeident 7 v AV 2=y 7 < ARV b
7HREHAB/CETP N7 Y AV 22y 7= ADIMMEHR M) 7)) &) FEETF S+
tw‘,. 47)c

19. RIS ICET 2EB{EFRAER

— R4 FE T @ ANA S F 2 AV A (Rosuvastatin Calcium)

1b4:% : Monocalcium bis[(3R 5S 6 E )-7-{4-(4-fluorophenyl)-6-(1-methylethyl)-2-{methyl

(methylsulfonyl)amino]pyrimidin-5-yl}-3,5-dihydroxyhept-6-enoate]

4373 ¢ (CozHarFN306S)2Ca

sy fat 0 1001.14

R ABOBETH D,
7t I~~I~'))I/ '(§ T3 <
Vo (995) | 2wy,
Wi ?) 79 o
(2 2 VRN

BT, KEWIRORE LA WAL
22 OHE SR A ] L7295

aJL A

AY )= VIZRRETR T KFy /) —

Ca2+

RV

HsC” ITI
CHs

20. RV EDEE

B BB BT CGES L TIRET 52 Lo

22. A%
(AZ/NZXH&F>0D#E2.5mg [HETL])
1008 [10%x 10 ; PTP]
140%% (145 %10 ; PTP]
50088 [T AF v 7RIV NT -
(OZX/NZX A& F>0D#E5mg [HEL])
1005% [10§x 10 ; PTP]

WRAIAY ]

140%E [14§Ex 10 : PTP]
500§ [7F AF v 7RIV NT D HIRFIAD ]
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A O IEE
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