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7 AOWINENDEFOREII L VWEEZ Nz,
16.3 9%
v MMEERIZ BT A T AN Y F U D BEEREAEIT 89.0%
(HAN) ~88.0% (JFEIN) THY . EMGEHIETT VT
IVTHoW,
16.4 R
AVE R AN B 6 B MC-T AN Y F U H IV A
20mg & HEEOHRS L2 2 A, REOHEPICHEET LK
BIED BRI RZLRTH 0 | REFOE2RBWIE. V-
JExX F VAR BS-5 27k MR TH - 7219,
e M EEFIIE N A F VRN 55T 7 b RS &
N7z H  HMG-CoA s ek IHEG R IE R 13 0 AN A 7 T
VR L FEREOHER EZR L, ETICB1T 5 HMG-CoA #

TERER L EE IS T2 R OFG b TN Th b L E
Z5N720 FHEAT—%),

16.5 HEtt
E RSB 6 B MC-T ANAY F U H IV T 4
20mg % HIAEOHRG Lz 2 A, iaeid i3 P
S (90.2%) « FRASTREREMEE 10 4% TH o 7o F 72
SR OB AO R LR X, 2580 4.9%
TN 76.8%Tdr - 7219,

16.6 FHENEREEH T HEBE

16.6.1 =R UIMEEDRE
SREIN OB AR B A RS K O
FHR QBN TANZAY F 2 H IV A 40mg (REEYHE)
%%@%}:D?&%‘ Lf: }_'_ Z A, %‘Ii@ Crmax &U{‘ AUCo ‘i%ﬂ
%ﬂk‘li@ 82%&(}‘ 91%‘@&) D fcn)o i 7:\ %ﬂf%@ Cmax
T8 AUCo-+ (& Z N2 NEiliE o 112% 5 108 106%TH V) | B
R EMEE 7 DM OB L 2 v EE 2 BTz,

16.6.2 FFEEORE
Child-Pugh A (A3 7 :5~6) & 4\>i& Child-Pugh B (&
a7 i 7~9) OFFEELET HIMNENEEL 6 B2 ANA
yFoANY YA 10mg & 1 H1E 14 HBERERORS
L. MEEpa AN Y 5 VgL E L2, IThEERs
@ Crmax M " AUCo-2an (SR AFEO Z L2 1.5~2.1 %
KO 1.05~1.24CH Y. $iZ. Child-Pugh 2 27 78~9
DOFBHE 2PN BT A MG, IZ_TE2 -7,
[2.2. 9.3 &Hd]

16.6.3 BEEOZE
EIEEOR L L EEEL AT HEARE (4~86]) 12T
ANAZFH N 20mg % 1 H 114 H MBS
5L, AT AN Y F VBRI L1, RERS
HEEREE DB EED H 5 HHE TIZ, QAN Y F 2 OIS

EICRT 5 BILIIE A ETRO N ol L L, HE
(7 VL7F =207 T A<30mL/min/1.73m?) OEEE
DI B EFE T, BN AT A 3512
HL7:0[7.1. 9.2 ZHE]

16.7 EMHEEIER

16.7.1 HIEEH
HERH 2 WO S L 7256, OANZAY F 2D Cuax X
" AUCo-24n 1ZZF 2N 50% L N 46% F TR L7245, T A
INA L F ¥4 2 REENCHIEES 2 5 L 728 A12id, B R
INAH F 2D Cmax & O AUCo-2an (& Z 2 LIEGEHER D
84% L 1N T8% CTd » 7220 (MEINT — %), [10.2 ZH]

16.7.2 > ORKRY >
I UARY U EEGENTWALEBIEEICT AR
ST RPEHEG L&, OANZAY T VD Coax N
AUCo-24n 1 EHE N ICHAR CRER S L2k &2 T
FNEN10.6 BRI T7T1ELEA LD WEAT—%), 1
AINAHF 1 OATPIBl # 4 L CHFEICHL D sAF e, v 7
O AR JNEZOWN) AR ZHET A LI2L->T, TAN
ALY FOIMBEPREZHMEELLEEZLNT WS,
[2.4. 10.1 =H]

16.7.3 L7« 78I
FATATAIN (RIERKRE) PG L&, oA
INAZ F 2D Cmax NN AUCo 1 EZFNE 2.21 5 R
1.88 fH Izt L7222 (MEANT =% ) WANZ Y F it
OATPIB1 4 L THFBEICHUD ;A I, 7o 7 4 702 )i
FORN AAZHET LI LEICE T, BANZYF Ol
R EE A& L EE L BN TV,

16.7.4 ZDMOEH
O 2ANA 7 F » OARNEIREZ ) 1T P450 FLEH] 528 % ki
WY A0, 7IVa) =B (CYP2CY K UF CYP2C19
OMER) ., 7 haF =, L hFaF T UD KT
JAaua~x A2 (L CYP3A4 K O° P ¥ o BHEH])
E OB % FEht L 7225, B S 2 A EAEIERED S
ﬁ") f: (ﬁ*}\?ﬁy>o
JIVT 7 1) I (CYP2CO KU CYP3A4 O#E) BV idy
TR B DORNBIREIZ KA T B A WRT L 7278, SR EhRE

SR ELEIRED SN oz BHEATFT—%),

CYP3A4 FFENEH O % Mt 3 5 72012 LT3R & o

BB A EH L7275, TF VT A N T T F — Lo

RIS N, T ANA Y F 213 CYP3A4 124

BFHENEMERE B VWEEZLNLDY WEAT—%),

-



16.7.5 in vitro 88

v b 2 B i vitro BRI BV T N T
RASEERL L7225, ZORHBHEE IIIFE 1B Th o700 F
72 N-li A F VALICBES-9 5 7% P450 43 FFid CYP2C9 K
Y CYP2C19 T& - 7275, CYP2D6 % CYP3A4 2554 %
T HEME S RIS S 723080

O AN F v (50ug/mL) 2 &% P450 (CYPLAZ2,
CYP2C9. CYP2C19. CYP2D6. CYP2E1 & OF CYP3A4) i
O HEFIL 10%LL T TH - 7239,
16.8 Z M1t

T ANAYF 2 OD$E2.5mg [ 7 ANV] I22oWT, [&EDN

7 BRRNEIESA o E A RS R A K54 >~ CF
B 244E 2 H 29 0 SEAHAS 022055 10 5) | 12O,
O A)NA Y S OD $Ebdmg [ 7 AV | & EEH#EEF L 728
&, EHZBEAESE LRSI, EWFIC S E A
n7:32,

17. ERERRIR

17.1 HshERUREMICEAT 258k

(&3 L X5 0—JVIEE)

17.1.1 B8 I A ERIDHER
EILVATFO— )VIERE Z /SR E LT ETFREICLY
EESNBREBRICBWT, OANZAYF AN 7L (5~
80mg) XIL7 MU NARF T (10~80mg) % 1 H 110634
MG L7228, OANZFZF o H Vv aid, LDL-2 L
ATFO— )V, AL ATFO—), MY 7Y+t FIZIHMET%)
Wex, HDL-a L A5 0 — VIZIEEIm 2R Lz, 72,
7REHB, EHDL-Z L AT 0 — VAL T &9, 7TKRE
HA-T 28 &7, #IiZ, LDL-2 L A 51— )L/HDL-2
LZ257ua— Vi, a2l A5a—)V/HDL-2 L A5 11— )b
I, JFHDL-2 L A5 u—)V/HDL-a L A5 — )V, 7K
EHDB/7REHA-TIZET EE72,

O ANALY T2 77 AOFNE, 54 1 BELNICSH
S, lE 2 F TICERARRIRED 0% & 7o 720 AR
RGBT 4 A FZFClChob, ZOHRERL 72,
FIVERISIME X, O ANR Y F 2 H )V L bmg %51
T 10.5% (4/38 ). 10mg % 5-#E Tl 15.6% (7/45 B) .
e Of 20mg #x 5-H:T 17.9% (7/39 1) THh o720 WTFho
BGHETD ., 3BILL LI L 2 IERIE 7R 2o 723939

17.1.2 ERE | HHE5%
CHEEMRFICEDFE/BINHABRICBWT, AN F Y
A h2.5~20mg % 1 H 116 MBS L2 miE
NEEAEOEHIEARIEIR 1L DEBY TH o720

£ 1 MEREEOFIZEE (Fa L A7 v —)VIIE &R
F5R)

5 2.5mg Smg 10mg 20mg

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

LDL-2LAFa—)V (%)| -44.99 | -52.49 | -49.60 | - 58.32
Barara—)L (%) -31.59 | -36.40 | -34.60 | - 39.58
rZYRY R (%) -17.35 | -23.58 | -19.59 | -17.01
HDL-Z L Z7a— )V (%)| 7.64 9.09 14.04 11.25
7 AREAB (%) -38.56 | -45.93 | -43.97 | -50.38
7 REH A-T (%) 5.42 6.25 10.61 9.72
7 REH A-ITL (%) 0.38 4.27 7.78 7.73

BIVEFZEBUHEEE X, O AN Y F AV A 2 5mg 5
#ET 38.9% (7/18 #l). bmg #%5-#E T 20.0% (3/15 B1) .
10mg $%5-#EC 13.3% (2/15 $1) . J UF 20mg $% 5-8EC 47.4%
(9/1961) Td o720 BF67FINIBWT 3FILLLFED Sz
BIERIE, M8, CK LA KD »-GTP E&H (% 3%1) T
Of:SS)o
17.1.3 #9811 #E55R
CEEMBEICLVERIN . IRBOER T2 T LD
720 QANZAZF AN 5mg Xid 10mg % 1 H 1A
12 BB L 2B ol REOTFHEARIIFE2DEBD
TH).BILV AT O )VIEEREDOIRE L NV EHBAIIC
YT B I LD SN0,

K2 MFRAMOFIIZLR GHEAR I L AT 0 — VIIE
BER SRR

Erass 5mg (n=390) 10mg (n=389)
LDL-a L A7ua—)L (%) -41.9 -46.7
WaLarFa—) (%) -29.6 -33.0
M) 7)) F (%) -16.4 -19.2
HDL-a L A7 u—)V (%) 8.2 8.9
JEHDL-2 L 270 — )b (%) -38.2 -42.6
7HREHB (%) -32.7 -36.5
7 REH A-T (%) 6.0 7.3

17.1.4 ;B4 N R IIR 558
EILVATUO— VIEEEZ NS E L CEEREICLD
Fhti SN ABRICB VT, OANREF 2 H )V L Smg
NiZ 10mg 2 5% 5- %% L. LDL-2 L A 7 O — U 2)S
NCEPII 74 N4 O HBEMEIZET 2 F THm L7z, 52
2 BV TR S5 @ 5mg & 10mg Dk G % %
TV EBRDOEIE1Z, FNENT76% (92/121 #1) 08 82%
(88/107 B) TdH -7,
EIVEROREBEIZOQANZ Y F IV ™ A Smg BET
29.4% (40/136 f81). T ANZF F A1)V 4 10mg BT
26.5% (35/132 1) TH o720 WTNDDIKGHT 3HILLE
S L -BWERIE TR, AR, 8. B, RIRE, 5
5. N8I K OB E CdH - 723738

(FiEME I L X5 0O—JVIE)

17.1.5 ERE 1 ARHRSHER
REEE IV AT 0= VIIENT OFAEREZ IO AN
5F o hNT A 10mg SPGB L. 6 28 H TR
WE L, 20L ZOMBEREMOTIEELFITFRI DL
BYTHo7239,

# 3 IMEREMEOFIZE
(FHEVES 2 L AT O — UIIE B 3%t S 508

Erass 10mg (n=37) 20mg (n=37)
LDL-a L x25ua—)b (%) -49.2 -53.9
WaLrara—) (%) -39.4 -43.3
M) 7)) F (%) -18.2 -23.6
HDL-2 L A7 u—)b (%) 9.6 13.8

3BILLEICERS SN -BIVERIZ CK EA- (3/37 B, 8.1%)
TdH o720,

18. ZEhZEIE

18.1 fEA#F

O ANAYF Ny A, FFBEPICEEBIAICEL D A F
N, FEcoalL a7a0— VESKRRAOHEREETH S
HMG-CoA #ICEE R % BN OENICHEL. a2V AT
O — VS Z BT 50 ZOfEE, FFENOa L 2
TUO—VERDMET L. TNEH D 720 LDL HEE D5
WHFESNL, TOLDLZEERZ/HL T, ILATH—
EHEROEN) KEHTH S LDL OFFHE~DELY AR A1
MU I VAT 0= UM T § 5, QANRYF )
AL, FFETIE T E LCREEIRE R A A LT A E
L IRE B IR 720, BEBhE SR & - 2 it
DRI A F 2 < <L FFERRI 7 HMG-CoA #7C
BHIEEH TH DL EEZ L HNHA2)

18.1.1 HMG-CoA ETEZHEE/ER

OANZAZF o HNVT T LIE, 7y PR MFI 70y —
A HIR D HMG-CoA #clEFR L ' M HMG-CoA &Itk
FOME R X A 26 U CHEEH 277 L7729 (in vitro) o
18.1.2 FFOL X5FO—JL&RBE=E/ER
OANZAZFrHNVT T AIE, 7y MFIIBO I L 27 10—
VAR R B RECRE L 72, $72. ZOMREEHIL, i
@ HMG-CoA 3 TCEE R HERN LT REIF i L 729,
18.1.3 LDL 2R 4AFE/EH

O ZANAYF IV ik, bR H % HepG2 Mlffe o
LDL %% mRNA OB & AR IICFHFEZL, $ 72,
LDL &0 % 8 & 2724 (in vitro) o
18.2 Mm&aL 2 FO—JUET{ER

OANATF U HIT T NG, £ XD, =7 )46
WHHL 7% (v MREEMEEI VAT 00— )VIIFEDE T )V



) DIZBWCIERI L AT a0 — V%, $72, 7REHN
E3Leiden F 5 ¥ AY = = 7 < A (7 VLDL ILfE € 7))V
) ® R b7 AEEKEHB/CETP (ZLVAFH—)LT A
FVHEREEE) NIV ATy I A (L OOV AT
o — VBN BL L 2R E R ERE Y T A 70 E) 9
CBWTRIMER I L AT O — VA EEIET 47, 4
ZUZB WV TIE . HMG-CoA BILHE DO KISEW Th % A/ 1
VRO % R T S8 7249,
18.3 EhAREE/LERINHI1ER
O ANAYF ANy, WHHL 79 FI2BWT, K
BIROBELAEE, 2L ATFO0—VEROKTE2 L7725
L. EhIRAEALZE o % ) L 7247,
18.4 FUJU+EY NMETER
O ANAZF IV A, 7REE E3Leiden b7~ A
Vv IR IARNe hTREAB/CETP b VAT
Zy I ADIMHER R Y 7)) REKT 2849,

19. B3Ik ICEET 2 B{LZAFER

—fi &
O ANA%F )V (Rosuvastatin Calcium)

1t##
Monocalcium bis[(3R556 E)-7-{4-(4-fluorophenyl)-6-(1-
methylethyl)-2-[methyl(methylsulfonyl)amino]pyrimidin-5-
yl}-3,5-dihydroxyhept-6-enoate]

FFR
(C22H27FN306S)2Ca

DFE
1001.14

i IR 7N
HEDOHRKTH 5,
TEPFZPUNITHETRT L, A = VIZRRBITRT
L ARIUEZ S 7= (99.5) ITHEIFIZ v,
Wi TH %,

BEX

Ca2+

20. BV EDEE
TV ¥ n —wE R E RIS ) CEE L TRIF Y S
Zks

22. A%
(OZXNZXZF> OD#E2.5mg [7AIL])
100 ¢ [10$ (PTP) x10]
140 ¢ [14 $ (PTP) x10]
(ARINZAZF> OD#&5mg [ XIL])
100 %2 [10 ¢ (PTP) x10]
140 ¢ [14 $ (PTP) x10]
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