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D 4.9% R T76.8%Td 7215,

16.6 HENESEE*ETHEE

16.6.1 MEER UG O FIE
WEAOBMEFEE . BiEins . W EEE R OIS
WEA SBINCT ANAY F 2 IV A 40mg (REEAVH
E) %i@ﬁu?&%‘ L7 Lz A %‘Iéw Cinax &U(\ AUCo-t
W ENZENLNED 2% K N 91%Tdh - 7217, F 72, FAEH
D Cmax S O AUCo+ 1 Z N2 N o 112% K& O 106%
THY . FERLEFEE 22 2WERIEOFE L v E 2
57z,

16.6.2 FIEEDEE

Child-Pugh A (A 27 :5~6) & 4 \i& Child-Pugh B (A
a7 7~9) OWEEYHTLINENEEL 6 BT AN
AZFrHNY A 10me % 1 H 1l 14 H M AER O
G L. MMERO 2827 F i llE Lzw, RS
H D Cmax K AUCo-2an [ FREFERATED Z N ZFIL 1.5~
218K 1.05~1.2f5TH V| ¥2. Child-Pugh A3 7
BS8~9 DHEE 2 BB B IMAEFIEE L, MIZH_TE
otz [2.2, 9.3 2]

16.6.3 BEEOHZE

EREEORL LEEELET LIENEE 4~84)) 120
ANAZFH VYA 20mg % 1 H 1E 14 H B RER

L5 L, MAER T AN A Y F 2V ps 258 L7219, 8RR
MOREEDEEEDDH LHEETIE, TANAYF Ol
BRI A EBIZITEALTRO N o7z, L
sl BE (7L 7F=r21) 7T Y A<30mL/min/
1.73m?) OEBEEDH 5 BH TIE, BEFEE IR TImE
RIS 3RFIC R L7z [7.10 9.2 2HR]
16.7 E4NEEEMA
16.7.1 #HIEEH
HEEA » RS L72mE . O ANZY F 2 @D Crax
K OY AUCo-24n 12 Z 230 50% S T8 46% F THLF L 7245,
U ZANA Y F o ¥5.5 2 BB A 2 %5 L7241
E, UANAY F 2D Crmax LU AUCo-2an 1 ZF NENIEDE
FAEED 84% K 1N T8% Tdh -7 (WHEIAT— %) 29, [10.2
ZH]
16.7.2 70X KY >
YU ARY) VEFEGENTWLOEBEEE 2T 2N
X??‘“‘/%ﬁﬂﬂﬁ%tt& g\ DX/R‘X??“/@ Cmax&
O AUCo-24n V&, JEEERG NN HARCRERG- Lo & &2t
RCFNFNW0.6BRTT7T1IRELEA LA BEANT—
Z)2, T ANZF F 1 OATPIBL %4 L CHFIEIZHLY
AEN, Y7 OAKRY) VIEFORY AAFHET S 12
Lo T, OANZAY F U OMIEREZINS S EE 2
LENTwb, [2.4, 10.1 ZE]
16.7.3 L7« 7OV
TFANT 4TI (RIBRAGR) LRS- LzE &, b
AINAE F 2 D Cimax o O AUCo 1ZFNEN 2. 21 f5 R O8
1.8 Rrlztahn L7z WHEINTF—%) 22, O ANA Y F 1id
OATPIBI1 #4r L CHFICHL D sAE I, 7274 70 )L
W FORMY ALFHET LI EIZLE 5T OANAY F o
DOIMMETEEZBEINESE5 EE2 5N TW5,
16.7.4 ZDOMDZEH
0 ANA % F v ORNBIFEC T2 139 P450 BLEH] 0 8 %
ME+ 572010, 73+ — B (CYP2C9 K O
CYP2C19 ®fHEHR) ., 7 raFy—uH, 4 v5aF
— BT 2a< A 22 (Pl CYP3A4 )% OF P #E
FEHOMHEH]) & oMbz Eit L7205, S 2%ME
EHIZERD SN o7z HHEANT— %),
TVT 7 1) 22D (CYP2CO & OF CYP3A4 D #E) 5\t
D Ix T B ORNEIREC TR HGT L2, S
BRI E/ERIZERD SN h o7z WHEIANT—%),
CYP3A4 5B EH OB MEAEMRET 5 72D 12 R MR &
OPFHREEZ FEfi L7225, TF VI A NTVF — VOl
BB T AL NT, O AN F 1d CYP3A4
uﬂf%%ﬁﬁm%ﬁé&wt%i%ﬂt<%EA?—
7) 29 o
16.7.5 in vitro &R
b b ESEIRIIE 2 FHN 5 in vitro RERIZ BT N-ii A F
IARD ARG L7278, 2 O HBEE X IFE ITRIR TH - 72,
F7o0 NBEAF VLIS G- 9 % 3 7% P450 4 T Ff 1
CYP2C9 K UF CYP2C19 T& - 72A%, CYP2D6 % CYP3A4
HIPEE- B T REME b 7RIS & 723030
0 ANA Y F > (50ug/mL) 12 & % P450 (CYPLA2.
CYP2C9. CYP2C19. CYP2D6. CYP2El K& UF CYP3A4)
HEDOREZRIL 10% LT TH - 7239,
16.8 Z Dt
(OXRNZXBZF0DEE2.5mg [7TILE])
OANAYFOD$E2.5mg [7z Vvt ]| X, [HED
B2 DR BT A O LY FRSEHERBR T A 894 7]
ICHDE, OZANASY T OD$Emg [ 7 2 V¥ ] %iE
HERIF) L L7 & & EIESEN D E AW SR RS L A
7 ENTD,

17. BRERAIE

171 B3RO HEICEAT 255

(3L X5 0—JVIMGE)

17.1.1 BHAENIHEBEERICHER
HaLATFa— VIMEREZ R E L T HEEREICL
DFESNIHREEICBWT, GANZAYF ANV L
(5~80mg) XIZ7 P NZAZF > (10~80mg) % 1 H 1
[ 6 BEEHE LS, QAN F ALY AL,
LDL-2 LV AFu— )b, 8L A5Fa—)L, N7ty
FIZIZE TR %, HDL-2 L A7 0 — )VIZIZEIsiE %



RL7ze $720 7HRERA B, JEHDL-I L A7 0 — )L 21K
a4, TAREH AT RS/, FHIZ, LDL-a L X
FO— )V/HDL-2 L AFu— Vi, #3250 —
JV/HDL-2 L 25— )ik, JEHDL-2 L A 5 1 —
JV/HDL-2 L A7 u—)vit, 7REHAB/7REH A-TIL
AT EE72,
T ANALY F 2 IV AOFME, Febi 1 AR LA
H5Hbi, BE 2N FE TICRKRIED 0% E o720 &
KENFILEE 4 BEE TIZhoSbh, FOBEEL,.
RIVEF SRS X, O AN Y F 2 BV A 5mg %5
T 10.5% (4/38 1), 10mg % 5-# T1d 15.6% (7/45
), 0 20mg ¥ 5T 17.9% (7/39 1) Tdho720 »
f@Q&%ﬁf%\smuL%ﬁLtﬁwmu&#o
f:33,34o
17.1.2 ERNE D188
TEEMBRBEICIVE/RINZBERICBWT, BANZY F
VAN T A 2.5~20mg % 1 H 1Al 6 EEFSL2EO
MIENREMEDOFHZEARIELIDEBY TH -7

1 MiE R E A O P39 L

(B oL A7 0 — VIMERE R SR

5 2.5bmg | bmg 10mg | 20mg

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

LDL-2 L AFa—)V (%) | -44.99 | -52.49 | -49.60 | -58.32
Walr AsFa—) (%) -31.59 | -36.40 | -34.60 | -39.58
FUZYEY R (%) -17.35 | -23.58 | -19.59 | -17.01
HDL-2 L Z27u—)v (%) | 7.64 | 9.09 | 14.04 | 11.25
7REHB (%) -38.56 | -45.93 | -43.97 | -50.38
TREHR AT (%) 5.42 | 6.25 | 10.61 | 9.72
THREHA-T (%) 0.38 | 4.27 | 7.78 | 7.73

EIERZEBIMEREE X, O ANAY F 2 H IV A 2 5mg #%

H-HET 38.9% (7/18 B1) .
10mg % 5-## T 13.3% (2/15 #l) .

Smg % 5-#ET 20.0% (3/15 #)
J O 20mg #x5-#E T

47 4% (9/19 1) TH o7z, 567 Bl

3B THo73,
17.1.3 B E MIEEER

TEERBICIDERINIHABOER T -2 T &
D7z WANAYF ANV A 5mg Xid10mg % 1 H
SOIMERRE OFELFITE2 O
tbbfﬁb BILVATO— )VIERZEOIREL N %

100 12 A5 L 72 B
BIIEET D 2 &0t

2> 65 79,

BWT 3HILIERE
OO NEWEHIZ, IE. CK EA RO y-GTP L& (%

2 MEN MO
WEAE 2 L AT 0 — VI B o 5 atE)

e G- 5mg (n=390) | 10mg (n=389)
LDL-2 L A7u—)V (%) -41.9 -46.7
warara—) (%) -29.6 -33.0
FUZYEDEF (%) -16.4 -19.2
HDL-2 L A7 —)b (%) 8.2 8.9
JEHDL-2 L A57u—)L (%) -38.2 -42.6
7REHB (%) -32.7 -36.5
7 REH A-T (%) 6.0 7.3

17.1.4 BHENBERKESHER
BILATFO0— VIIERZEEZ /R E LT EEREICK
DERENTRERICBWT, OANZAFTF AV T AN
5mg Xi& 10mg 765 %k L. LDL-2 L A 70—
fEARNCEPTI H A Fo4 >0 BEMHICEST S FTHEL
720 52 AEFIZ BTG5 D 5mg X id 10mg Dfkfi
W% ZT COWEROEEIE, FFN76% (92/121
B) TR OF82% (88/107 ) T -7z
AMERAOREBRIEIT ANZAY F 2/ )V 7 A Smg #T
29 .4% (40/136 Bl). T AINA Y F > H1 )V 4 10mg B
T 26.5% (35/132 1) THolo WTFNDDEGET3
BILLESSE L -BIVEIE T, LR R, 385, i, R
MRAE. 2895, JEIE ) M IE Tdh o 723038)

(FiEMS I L X 70— JVILE)
17.1.5 ERE IHHREEAKRSHER
FEMEE L A 70— VIIEANT AR EE 12T 2N
x&%/ﬁw/@Almg#%&%%%%L 6 JHEIE T

AR L 2. Tk XOMBEREMEOTFHELERILHE 3
DEBYTH-7239,
2 3 IMiE B O FIgZE R
(W 3 L AT O — U I Bt 5 3B
e 10mg (n=37) | 20mg (n=37)
LDL-aL Z257a— (%) -49.2 -53.9
warara—i (%) -39.4 -43.3
FUZYED R (%) -18.2 -23.6
HDL-2 L A57ua—) (%) 9.6 13.8

3B
THh o722,

18. FEpEIE
18.1 fEA%RE

272 b N EWEMIZ CK 14 (3/37 #, 8.1%)

O ANZAY F v A Al RPN BEEI LY sA £
. I coa L AT a0 — VEAKRZROHEEEETH S
HMG-CoA #EICE % IR oA ICHE L, I L 2
%D~»$%&%ﬁﬁﬁ%ﬂ¢% ZF ORIl o 2
VATH—=VEENMET L, Thzid 720 LDL HE
OB FEEINDL, 2O LDLZERKEZN LT, aL A
TU—=)VEREDOEH WY REHTH S LDL D RFHE~DHL
DIABRDEEIIL, M2 L 278 — VMR T4 5, B AN
27 FrHI AL FETIE T E LCHEB %R A
L TR A, FREBMMEDS LRI 7200, AEBh %
REFFZ WO EZR I A F U2 L TR 2
HMG-CoA BHITEHRIEHTH 5 L HE 2 LI H442),

18.1.1 HMG-CoA B cltFZEEER
OANZAZF AN, Ty MR MFI 70y
— A D HMG-CoA #=ICEF % L e s HMG-CoA %=
TEHEZOME N 2 4 2 L CHEEHE R L (in
vitro) %3,

18.1.2 FaL XFO0—IILAKBEE(ER
OANZAYF oA aid, Iy MEFfilsoalL 2570
—IVERE HeKAWICHE L, £7/2. ZOHEEH
u‘@mHMG&m TOIE 2 PHEF 2 e~ C 1 e
L7283,

18.1.3 LDL 2R M4HEEA
O ANZAYF 2 H IV A%, N FE - R HepG2 #ilfi
@ LDL %45 mRNA O3Bl Z B IRFERIcHE L, £

7o, LDL AN s €72 (n vitro) W,
18.2 ML X FO0—JLETEA
TANAYF AN T L, A X0 =7 AL

WHHL 73 ¥ (e PREMESI LV A 70— VIIEDET
VI I BWTIEBRI L AT —Vvak, 72, T8
EH E*3Leiden N vy A2¥ =y Z~~ A (5 VLDL I
EETFIVEN) ® KU b7 F&EE B/CETP (2L 250
— VI AT IWVEEEERE) T AV =y r7< A (b
@zvxTU—wﬁ%LEMLﬁﬁﬁﬁﬁ% *HTD
EFNVEM) DICBNTIZMEh I L AFa— Ve FEIC
ﬁT%&to4ﬂuﬁwfuﬁmm{bA%ﬁ%§®ﬁm
@%é%éxﬁuy%@@¢%£%ﬁ%%ﬁ%ﬁﬁ?é
w724,

18.3 EHARAELEREIHI(EA
O ANAYF vy ik, WHHL 7 Fi2BWwC,
KEWROBEE A WiE, I L AT 0 — VEasnik T2 b 72
5 L. BINRIELHGZS DAL % 3] L 7247,

18.4 FUZJ U+ KETER
OANAYF 2 HIT 7 AL, 7TAHREH E*3Leiden b F
VATV 2=y AR N T HEEHB/CETP T v
ATV =y s ADIMER MY 7)) FEET S
_@—f:48>,49)0

19. B2 ICEAY 2B
— S QANAYTF AT A
(Rosuvastatin Calcium) (H /)



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

53 (C2HzFN3O6S) 2Ca
ST 1 100114 )
Mg ¥

Pk - OB ETH 5,

Ca’*
N =~
A
-5 \ITI Xy
CHs

H:C

CHs 2

TP R VIZETR T AT = VIZRRE
FRF <L ATy 72— v (99.5) 122 < vy
Wit TdH 5,

20. BRWV EDEE
TV I ¥ — R BRI T R TS L RIS

b Z

Eo

22. 3%

(BXINZBZF> 0D §E

2.5mg [ZTILEL]

100 & [10 & (PTP) x10]
(OXNZXEZF>0ODESME [7ILE])
100 ¢ [10$E (PTP) x10]

*23. EEX@
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TLNERL - A E SRR (0 A2 %52 0D
$2.5mg [ 7z ¥ ]
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MEINE I L A7 00— )VIIERE 2B 5 A 301E,2001
(7 VA M= VEE 120054 1 H 19 HAGE, HEEERE
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FHa01E2001 (7 LA M=)V 2005 4 1 H 19 H &G,
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LDL & RIZxE 3 2 1E/,2002 (7 LAk —)VEE 2005
£ 1 H 19 HAGE, HFEEREE R 1.2.3)

A XOMAIRE I3 A1E/H,2002 (7 LA b—)V§E :
2005 4F 1 A 19 HAKFE, HEEERHEZE LS 1.1.1)

D=7 AT NVOMFEIL AT O )VEP)REHT L
AT 0= )VIZxi9 AR 2002 (7 LA~ —)VEE : 2005
11 19 HAKGE, HIFEEE R 1.1.2)

WHHL 7 % ¥ IfiiE I L A 71 — )V % OB IR L
AT AERL2002 (7 LA b —)VEE 12005451 H 19
HARRE, HFERHMEER 1.1.3)

7 AREM E*3Lleiden b T AT 2=y 7y AIKE
j—éﬁfﬁﬂ 2002 (7 LA F—) Vg 1 20054 1 H 19 H&
. HEEEEMEES 1.1.4)

L NTAREHB/CETP b v ATV 2=y 7 AZ
R AHVERH2002 (7 LA M—)UEE :20054-1 H 19 H
HEB HRHEORMEEE AR 1.1.5)
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