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BWEHIM SN BBEICOAMHAT S L 2L BHkiEEELE
PES MU RBED S 5 bR T LR 2B THAT 2HAII
W EHARIC B RE R S R 2 U B BRI (R TR @
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188% 7 0 AF —N—FEICTEBERICHEROREG L EYBRZ L
720 Cmax X CAUCO M D FIHE D2 D WV TI0 % EHEX RIS THiET
AT 21T - 7458 1og (0.8) ~1log (1.25) DHEFENTH V. 7 L A h —)LOD
$EIE K LTIRAXIEKS D TRALZHBEOVWTNIIBWTH I LR
b —ILEE L EMFEICRZE TH - 7Y,

7 VA =L OD§E2.5mgid. [ & B R 7% 2B OERNA O 4 ¥ E S
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£1 BEBRABEICET2EYHEIST A -5

B3IV AT 0 —)VIMKERE ICAR2.5~20mg# 1 H 1 E6:EK KERO#RS
U EERBOMBERT ANZAY F U BELZHIE LY. BIVATE—IL
MEREOMBEF T ANAY F U BEITHRICIZIZHA L CHEMmL . R
RABHETOME (5% 10KK O %A FHE, 10mg : 4.06ng/mL.
20mg : 9.82ng/mL) L IZIZRBE TH > z. B ARBRTHARAEAA
OFRERZHB LA HAACBY 2EHEREOMEEF T AN Y F
VRBEIAAOR2ETH 572,

£3 BalLATFu— VIMERZFICBT 2 EFREQMIEF O ZNZ Y F >

R

®kE5& Mo /N2 % F > ¥E (ng/mL)
2.5mg(n=16) 1.26(72.7)
5mg(n=12) 2.62(41.5)
10mg(n=13) 4.17(75.5)
20mg(n=17) 11.7(50.0)

ﬁﬁ% n Cmaxa) Tmaxb) AUCO-las[a) t]/Zb)
(ng/mL) (h) | (ng-h/mL) (h)
456 | 402 | 4890 14.0

ZVAR—NEESME | 65 | (503 | 1149| (39.7) | +10.99
431 | 389 | 4826 14.2

,
sz FEV 1O Gon) | £135| 40.0) | *11.89
OD##5m

8 |y | oq | 453 | 392 | 483l 14.7

(51.3) | +147| (40.6) |+10.39

a) AFIIE (ZBRE) b) F1fE +fHHERE. c) n=64.d) n=63

(ng/mL)
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RIEICB T BAUC)24n S B EIR SO 1.2[ETH Y . Z OEIFBERS T
DRI SOFRNEERIEETH 572, Lz - T REREIC K 5 THELL
FoEBEEIRVEZZ SN A B BEAIB T S Cnax R PAUCIZH
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F2 BEBRABMEICBE TS0 ANRY F 2 OEYERE/SF X — % (n=6)

& Cmax® | Tmax” | AUC0-24n% | AUCop-0?) t1/29)
(mg) | (ng/mL) | (h) | (ng:h/mL) | (ng-h/mL) (h)
Bi[m] (ng) 5(4-5) | 74.2(56.0) |126(39.3)9 |15.1£5.36%
10 93.8
R (7'1 5) 5(5-5) | 90.5(67.0) | 167(30.0)¢ |18.4+4.62¢)
20.5
Bifn| (54.6) 4(3-5) | 171(53.0) | 209(50.1) | 19.1+5.81
20 22.1
RiE (68.0) 5(5-5) | 206(63.9) | 248(62.2) | 14.8+5.76
a) MMTIME (ZBRE) b) Rl (HF) . c) FHE+EERE
d) n=3.e) n=4
(ng/mL)
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m -0-20mg
4% ——10mg
ES 10
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V2 1
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E
0.4
0 24 48 72 9% 120 144 168 192 216 ()
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88.0%(SEN) TH D EMEBEHEIT LT IV TH- 7210,

16.4 {3
HSE N A BHEOFIC14C-1 2N 2 & F > 71)L 3 ™ 5 20mg % B EFE L
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BDA49%RVT76.8%TdH > 7211,

16.6 RHEDHERZETHEE

16.6.1 HERUIIEHORE
HNEANOBHEES BUEERE A EEETROLESRESHIcT R
INAYF 2 AN L40mg (RBIHR) 2 HEROKRS L 25 . Bk
DCrmax X FAUC(EFNZNZHEDB2% KUV % T H - 7213 F 1z H4E
B ODCmax X UAUCtIE ZNZNEEHED112% K T106%TdH D (EHK b
B E 2 2 HEPIROEEI TV EEX SN,

16.6.2 FFlEEDE
Child-Pugh A(Z237 :5~6) & %W&Child-Pugh B(2a7 : 7~9)®
FEEzET 2 EABEZOHICT ZANZAYF > ALY 7 A10mgz1H
1E14HMRERORS U o 28325 F 28 2 JIE L7219 friE
FEEHDOCnax X UAUCo 24 BFRRAFOZ N 2N 1.5~ 2. 165K V'1.05
~1.2f%T® v J#IC.Child-Pugh 2 2 7 58 ~ 9D EBE 2fI2 B3 % I
R IR TR D 5 72, [2.2.9.3518]

16.6.3 BEZDHE
BHEEORL 2 BRELET 2EANBE (A~8F) IO ZANAFF AL
¥ 420mgx 1 HIE4HBRERORS L MR a 2N 28 5 2 #E
ZRE L1 BEDP SHEEOEREDOH 2EBETR . OANZYF D
MEEFREICHT 2HBRIEIEALERDON AP LY L EHE(I L
TF=Y 7 UT 5> A<30mL/min/1.73m2) OBEED H 5 BE TIE. @
BRI AT MR B A3 B U720 [7.1.9.28 8]

16.7 EYMEE{ER

16.7.1 HIESHE
HIEEA 2 R BERIR S LB E . 0 AN A S F > DCrax R AUCo-24n 13 2

_4_



NZN50% K V46%E TER L7z T RN R Y F #3545 2001 HBH
2EELULBEICIZ O ZNAY F 2 O Cnaxk FAUC)- 24013 F N Z M FEGE
FRED84% % V78% T - 7= (HHEIAT—%)16), [10.228]

16.7.2 Y 70RRUY
PIURRY) VEZEESN TV LEBBEBREICO ANAY F U 2 R
BL7EE OANZY F ¥ DCrax X AUCo-24nld FEERFLAIC B T
BEE LI EFICHRTEAZNI0.6B5 R VO7.1E LA Lz (BFEANT—
FID a ZANAF F VIZOATPIBl Z/ L CHFRRICEVAE . > 70 R
RYYVBZFOMYRAAZBEET S EICE> T BANRY F O MifEH
BEZENSESEEIOSNTNS.[2.4.10.12E]

16.7.3 5LT7420YI
FUT 470V (REBEERR) EMABRG LI EE OANRITF LD
Cmax&X AUCo- i EZ N2 N2 215 K%' 1.88F ML 7z (HAEAT —
Z)18), 0 2N 27 F VIZOATPIBl 2/ L THFIEICHIVAE N T LT 1
T NEZFORMDAAZHEET S ZEICE> T HANRY F U O
FEELENSEEEZONTVS,

16.7.4 ZDithDEE|
O ANAY F > OIENENEIC F1E T PASOERI O E L BE T 572012,
73+ =)L) (CYP2CORKU'CYP2CI9DHEH]) & b a5 —)L20),
A SaFV DRV 20w~ 222 (M ECYP3A4KRUPHER
DOMEH]) & OPRRBRZEM L7227 H o 22 HEERRRD Shikdr -
TeBNEAT—%),
TL7 7 223 (CYP2COR U'CYP3A4DEE) HHVIdY TF L 0240
ANEIREIC R T B2 Lz B HR2OHEERERD s hE
Polz(MEAT—%).
CYP3A4FEEADOEELRE T 572010 BBIESE - O fEHRER % %
LA TFZUVIA NS V4 — LOIMmEREEICHEDIZASNT 02
NREF VIFCYPIA4ICH T HFEERAER S L0 EE X s h iz (FHEA
F—%)2,

16.7.5 in vitro &8
b MEBEFME AV %in vitro HERICB W TN -RA FILENER L 72
B EORBEEIIEFITBRTH > e F o N-RAF I ICEST 5 E
%P4509 FRIZCYP2COKUCYP2C19TH » 7= #.CYP2D6%
CYP3A4H ST 2 HEME BRI S 1 7220),
0 2N 2% F > (50pug/mL) 2 & 5P450(CYP1A2.CYP2C9.CYP2C19.
CYP2D6.CYP2E1 % U'CYP3A4) it DFHERIZ10%L R TH - 7220,

17 ERIRREAE

17.1 BIERURLEICEI T B55R

(B3I AF0O—)VMEE)

17.1.1 ;@85 5IIBASRIGHERY)

BIVATUH—)VIMEREZWNRE LTZEEREICK D EES N5k
BV ARH (5~80mg) XiE 7 LN ZX & F > (10~80mg) 2 1 H1[E6
ARSI R ARFIZ LDL-I L AT 0 — L @I L AFa—)b, b Y
7t ) RICIME TR %2 HDL-2 L A5 0 — JLIZIZEINMRER L.
F7- .7 REHEBJEHDL-I L AF 0 — L2 ET &8, 7 REEA- 128N
S EICLDL-I VAT —)L/HDL-Z VAT a— )Vl IV AT
2—)L/HDL-2 VA5 ua— )L JEHDL-2 LV A5 a —)L/HDL-2 L A5
u—)LH, 7 REAB/ 7 REHA- T2 E TS €72,

KEI ORI IR E5ZIAERBLANICS 5bh BE2EB T TICRRMED
0% & 72 > T AN RIGEE AR E TICH 5D ZOHEHRE Lz,
BIVEFFBSEE X ARG Mg 588 T10.5% (4/38%1) . LOmg# 58 Tl
15.6%(7/4561) L U 20mgit 58 T17.9% (7/3961) TH > 1z, WTFh O
SETH 3B LB L ZBWERIE 2D - 72,

17.1.2 EAEIIHEER2D
“HEHEMRICLDEBSNZHERICB VT OAHI2.5~20mg % 1 H1[E63E
H# 5 L-BEOMBREEOFHEERIEIRIDEBD TH -7,

£1 MEREBEOFHEERE I L AT 0 — VIITEEETRHER)

17.1.3 ;8515511185 8R22
CEHEREIC KD ERSN3RBOERT -5 2 L LD AF5Smg ik
10mg# 1 H 11 28/M#%S Lz BoMERE OFEHELRIIR20EBD
THO EIVATU—VIEREZEDRE L N2 RENIIHET S &
WD 5Nz,

£2 MBEREEOFHELRGIEAE T L AT 0 —VIMGEBE T RRER)

BE8 5mg(n=390) 10mg(n=389)

LDL-2 L 257 u—)L (%) - 41.9 - 46.7
BavzxFa—i (%) - 29.6 - 33.0
MUY R (%) - 16.4 - 19.2
HDL-Z L 25 a—)L(%) 8.2 8.9

JEHDL-I L A 71— )L (%) - 38.2 - 42,6
7 REHB(%) - 32.7 - 36.5
7 REHA-1(%) 6.0 7.3

17.1.4 ;B85 E1BRER IR S5 ER303D
BILATFO—)VIMEREZNRE LT EEREICE D ERBS N -REE
IZBWV T ARHFISMg XX 10mg A 55 %2 L LDL-2 L X 7 u — )UED
NCEP IIHA F5A > OEHEHEICET 5 £ THE L7 S52ERICB W TH
[E#% 580 5mg ik 10mg DG 5% 2 TOWIEFOEIEIX. ZhEh
76%(92/1214) % 1'82% (88/107#1) Td > 7z,
BIER OFIEFRITAAISMgEE T29.4% (40/13641) . AKI10mghET26.5%
(35/132f) TH 5 7z W N O SEETIFILL -FIH U 7= BIMEF 2T
TR EER R S5 #70 AN RAE 95 BREBISE  IER R OB IETH >
7z

(RiEMES I L A7 0O—)VIE)

17.1.5 EREIMERER S ER32
FEWE IV AT 00— VIMENT O #E&FEE AR 10mg» 5 %5 %2 5
1 U 6ERIFE CHEEE Uiz, 20 & 0 MBEE MO FHELRIZEID
EBOTH-oT.

£3 MEREBEOFHELR

(RIEMEE 2 L AT 10— )VIFE RSN 5ERER)

w58 10mg(n=36) 20mg(n=36)
LDL-2 L A5 a—)L(%) - 49.17 - 5391
BavzxFa— (%) - 39.35 - 43.30
MU ZYEY R (%) - 18.20 - 23.62
HDL-2 L A5 u—)L(%) 9.57 13.75

2.5mg 5mg 10mg 20mg

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

LDL-2 L 27 u—)L (%) - 4499 | - 5249 | - 49.60 | - 58.32

WAL ATE—I (%) - 31.59 | - 36.40 | - 34.60 | - 39.58

FUZYEY R (%) -17.35 | - 2358 | - 19.59 | - 17.01
HDL-a L 257 a—)L (%) 7.64 9.09 14.04 11.25

7 AREHEB(%) - 3856 | - 4593 | - 43.97 | - 50.38
7 REHAA-1(%) 5.42 6.25 10.61 9.72
7 REHA-I(%) 0.38 4.27 7.78 7.73

R A SRR 12 A1 2.5 m g $% 58 T38.9% (7/18f) . Smgik 5B T
20.0% (3/1561) . 10mg# 58T 13.3% (2/15f) . R 0 20mg ik 58 T
47.4%(9/1901) T3 - 7= EH67HIC 351> T IHILL LR & N7 BIERZ E

J.CKEAKVy-GTP LA (&3f]) TH > 7z,

3BILLEICER® S5 N7 B IZCK R (3/37f.8.1%) TH > 70

18. =R IE

18.1 {EFIER
O ANAYF 2V ANT T LE FFEAICEEBNICR VAW FETcoa L
2 70— VEGRDORERESE T H HHMG-CoABTTRER 2RI D5
ARCHE LI VAT O — VAR EZ BT 5. 2 ORERFEA
DIAVATFU—LEBNPETL.CNZH S -OLDLZAKOFKBRE Y FHE
ENB.ZDOLDLEZAKZN LT . ILVATU—LEEROE V) REHT
HBHLDLOAFEANDE D AAASEEI L IHF I L AT a— VAR TS 5.4
Al TR ES UTREEZERE N LTI A TN REHRNES L
BRAK O 72 8 BEBT B R 2 72 2 W O BEERIC XA D A F i < < VPR
RWEHMG-CoARTHRMER THHLEELONS,

18.1.1 HMG-CoAE T RBEER
OANRYF AN TILEF. Ty PERUE MFIZ70Y —LHKD
HMG-CoABTEEZ KUt NHMG-CoABTLRER DA B A 1 i3t L
THEEER %2R U7 (in vitro )39,

18.1.2 FFOL AT O—ILEREEER
OANREZF ALY LG Ty NFflEO IV AT u— V&R ZHE
RIEMNCIRE LTz £ 72 2 OHEER X O HMG-CoAR TR R B EA]
ICHARTEARES L7239,

18.1.3 LDLZHAFE(ER
UANRYF ALY LGk FEHERHepG2Mi i O LDLZ A%
MRNADFHIR Z BERFNICHEE L. /- . LDLEAEE 2 EMMs ¥/ (in
vitro )35,

18.2 ML R FO— UK TER
TANATF VAN T Lid A X360 =2 4 N3 WHHLY ¥ (e
FEBEEE DL A7 O — VIIEDE FIVEIY) 3 IcB LW TIERIL 2T
O—L%.F7. 7 AREHE 3Leiden S5V AV =y 7 <7 X (HVLDLIML
REE T IVEI) 3O RO b7 REHB/CETP(2 L A5 0 — LI X7 )VEE%
EA) P UAVzZy ey A(e bDaL AT a— REHTEEIL 7205
BREBELZETHETLEHM) O ICBVWTRINEHIL AFO—L2HE
BIETSE oA XUITBWTIZ HMG-CoABTTRZED RIGEN TdH 5 A



NG VB EE % ARRTFIICE R S 7230,

18.3 EhIREE{LERINFIER
HANAYF > A7 A WHHLY Y FI2B W T RBROIEE L
HE.ILVATO—LEBOBRT 2725 U BIRE(LRE DR 2 0H L
7238,

18.4 FUZJ'ULU RETER
HANARYF AT LG 7 REHE 3Leiden b IV AV 22w 7w
2K h 7 REAB/CETP S VAV =y 7w AD MR R Y 27
T FEERSE/23940,

19. 85 (CRET B IBEFHIFR
—RRH9EFn
° AR F > F1)L 7 4 (Rosuvastatin Calcium) JAN) (H/E)
b= 2
Monocalcium bis[(3R,5S5 ,6 E')-7-{4-(4-fluorophenyl)-6-(1-
methylethyl)-2-[methyl(methylsulfonyl)amino]pyrimidin-5-yl}-3,5-
dihydroxyhept-6-enoate]
2FR
(C22H27FN3065)2Ca
SFE
1001.14
{e2EER

ca®*

{278
ARIEHEOMETH %,
AEIETE P PYLMIZETIRT LAY ) —IUIZRRBEIT T < KU
I ) —=(99.5)IZIB T V.
AETENETH 5.

20. B4RV EDER

(&8>

20.1 7L I 0 —EEMEBIIEK 2RI TRET S &

(OD$g)

202 7L IO —EAEMHBIIBREZBITRET S L. FhHICk-
THRT 57D RAERIE TPTPY— r 2 oBV SR nC &,

22.9%

(LR k—IViE2.5mg)
100%E [10%E (PTP) x 10]
500%¢ [10%¢ (PTP) x 50]
700%¢ [148E (PTP) X 50]
1000%E[10% (PTP) X 100]
5008 [ N 7 EZBEAIAD ]

(I UR k—=ILiE5mg)
100$[10%E(PTP) x 10]
5008 [10%E (PTP) X 50]
700%E [148E (PTP) X 50]
500%E i /N VHZEAIA D ]

(LR k—)LOD$E2.5mg)
1004 [10%E(PTP) x 10]
5008 [10%E (PTP) X 50]
700%E [148E (PTP) X 50]

(I UA +=ILOD#E5mg)
1004 [10%E(PTP) x 10]
700%E [148E (PTP) X 50]
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