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FIEEOR R 5 FHELA T H2NEANER (4~8Bl) ICOANAYF U HIVT T L
20mg# 1 H 10114 H B BAERE IS L, 4R o 282 57%‘/i%r%;%(ﬁumw 10, R
25 PEEOEEED D L BHTIE, TANASY T OMBERREIR 5 HEEIE L
ALBOONR o7z, LrL, BE (7L T7F =221 75 A<30mL/min/
1.73m?2) OFFEFEDD 5 EH T, WA LA TP EAH 3512 LA L.
[71. 92 BH]

16.7 EWHAEIEA

16.7.1 HIE#H
A % [F G I S L7235, O AN Y F ¥ O Cmax i FAUCo2antd # L2 150% 1
U46% F TIT L7275, T ANA S F 2 #5520 BN RIERH % #5- L 22 & icid, v
AINAZ F ¥ DCmax e AUCo.2anbd Z N2 NLIEDEHIBF D 849% K UT8% Tdp - 72 (FHEIA
F—=%) B, [102 ZHH]

1672 Y 70OXKY >
VI UARY) Y EFGENTO L UHBEEEICOANAY F 2 kS Lz L &,
T ANAY F 7 DCumax X WAUCozantdy REHEB N HA TR G L7z & EICHANTZ
NENL0665 K 0TI FR L7z (BHEAF—%) 19, 02328 F 2 IZOATPIBL %4y
L CHFRBICI D A, 227 0 AR YZ2OM ) AR EZHET LI LI2L->T, BA
INALGF v OIMSEFREZR NS TS L EZ LN TWD, [24, 101 2]

1673 #L7 1 7ATI
FuT4T7aYN (REBAKR) EOFHHEG LL &, BANAYF ¥ OCnax KT
AUCoE ZNZN2215 R L8 ICHIIN L 72 (JHEA T — %) 20, T ANAY F ik
OATPIB1% 4 L CTHIBICIY AE N, A7 4 70V VIEZEOR Y AR ZHES 5 2
Lo T, n?mxy%ymmﬂﬁmi%ﬁyf&iﬁbnéﬁé LEZLNTWA,

(HARN) ~880% (FHEIN)

16.7.4 ZDOZEH|
T ANAY F  OKNBEEC FZ T PASOMEH O BB A AT 572012, 73 d ) —
2D (CYP2COK O'CYP2CI9DFEHI) . 4 b 3G =2, £ v 3F V=D JO
L) 2uvA Yy (PLECYP3A4K UPHER I ORER) & OBFRER% FHE L 7245,
W15 AR EAERIEED SN ko7 GHEATF—4),
7 W77 ) »B (CYP2COR UCYP3AADIET]) &%\ id Y TF ¥ 20 ORNBIEIZR
TR ’Mﬁﬁ L7275, SEMBEANH AR LR S e bl GHEAT—5),
CYP3A4.w R ORI % Bt 5 72012, RIS & OB B % F2hE L 7245, =
FZNWVIA LT IA =V OMBEHRREIHA A ST, TANZ Y F 2 12CYP3A4IC
I LFEEMERE R VEEZ SN GHEANT—%) 20,
16.7.5 in vitro 5
lﬁ b e i % s 2 in vitro ERIZB W TN B A FOVARD AR L 7295, Z O HE
FERIEHICRIE TH > 720 T72. N-BLX FUALICES-$ 5 £ 2 P4505r FHE12CYP2C9
Ai UCYP2C19Td - 7275, CYP2D6°CYP3A4HTEE -3 % W fEM: & /R S 7229 200,
O ANZYF > (50ug/mL) 12X AP450 (CYP1A2, CYP2C9, CYP2C19. CYP2D6.
CYP2E1 L IFCYP3A4) GO BHEZRIZI0%LL T Tdh - 722,

17. ERPRRCIE

171 HHMRURLM T 5H5%

(&3 L Z250—JVIE)

1711 B ETHEARRICHER
WAV ATO— VIHERHE AR E L CoEHEREICL ) EESNzRBIcBWT, o
ANAGF v ANy A (5~80mg) XIE7 bV NA % F >~ (10~80mg) % 1H1[H6:8E
45 L8, OANZASF oAy 7 Ak, LDL-aLAFa— )b, aL A5

T—)b, PYZULEY FISFETRIRE, HDL-2 L 27 10— VISR 2R L7z,
F7:. 7REHB, FHDL- 2L AT - LVAEKTFT S, 7HREHA- 1 2HMINS 7,

HIZ, LDL-2 L A7 H—)V/HDL-2 L A7 u— ), #2127 80— )L/HDL-2L AT
u—)it, JEHDL-Z VA7 0 —)V/HDL-2 L A7 U —)VIt, 7REHAB/ 7 REMAA- T
HAEIT S8/,
TANAY F 27 AOFEE, HG5HLGARMBAIZS S b, 208 E T2
KINFEDI% E % 5 720 TR FNLMFEARM E TI2dh S b, ZOBRFL 72,
FIEFSEBUEE (X, 0 AN F 2 7 v ¥ w7 A5mgi% 58 T105% (4/3861) . 10mg#t
LHECTIX156% (7/4560) . J U20mgft 5-BET17.9% (7/3961) Tdh o7z WThok
HTh . 3FILLEIEBLL 22RIE 7 A2 o 7230 8D,

17.1.2 EIRE I HHHR
CTHEEREIC LD EBENEHBRICBWT, QANAYF LAY A25~20mgE 1H
16 G- L 7B 0 M IR P O T2 LR RO L B TH o720

#1 MEREEOFHEE (53 L AT 0 — Ve EER SRR
P 25mg 5mg’ 10mg 20mg
(n=17) (n=12) (n=14) (n=18)
LDL-I L 27 u—)b (%) 4499 5249 -49.60 -58.32
WaLAFa—L (%) -31.59 -36.40 -34.60 -3958
MR R (%) -17.35 -2358 -19.59 -17.01
HDL-Z L 27 a—)b (%) 764 9.09 14.04 11.25
7 AHREAB (%) -38.56 -4593 -4397 -50.38
7 REEAT (%) 542 6.25 10.61 9.72
7REHA-T (%) 0.38 427 778 773

FEIVEFISEBURIE X, T AN Y F 2 A1)V 7 A25mghe 5-8ET389% (7/18%1) . Smgik
LBET20.0% (3/1561) . 10met5-#T13.3% (2/1561). K U20mgtk5-#T47.4% (9/
1961) T o7z, FHETHIBVTIBILLLEZED & N/ IR L, I8, CKEAKRD y

GTP.L5 (%3f]) Tadh o732,

17.1.3 BHEMERR

CEEMEICL ) EESNZHBROEE T S A LD, UANRY F AN
25mg X1k 10mg# 1 H 1128 HE G L 72 B 0 i g B o FHZEALRZF20 L BY TH
V. B3 LAT O VIBEREOIRE LAV & B EIIIIEET 5 2 L 5RO 5ie®),

£2 MEREHEOTHZE GHEASE I L AT 0 — VIIES AR SR

He G 5mg (n=390) 10mg (n=389)

LDL-Z L AFu—)L (%) 419 -46.7
waLzara—i (%) -29.6 -33.0
M) ZYEYF (%) -164 -19.2
HDL-2 L A7 a—) (%) 82 89

JEHDL-2 L A5 a—)b (%) -38.2 426
7 ARENB (%) -32.7 -36.5
7 REHAT (%) 6.0 7.3

1714 BHENHEEHHRSHE
WILVATU = )VIESEEEZRE L CZHEEREIC L D EfiS nzftBicBwC, 1o
ANAE F v AN £5mgiE10mgn S5 %G L. LDL-2 L A7 0 — VED
NCEP I #4 FI A v OHBMEIZET 2 E CHE L7, 52HERICBW TSRO
5mg X (2 10mgDREHEIL - % %1 T TV IEFIOEI SIS, Zh2nT6% (92/1214)) R O°
82% (88/107#1) T -7z,
BIEF OFEHEIE T AN Y F 2 ) ¥ 7 A5mghtT294% (40/13661) . T ANZ Y F
U BV A 10mghET265% (35/13261) THo7ze WTN O LGEETIFILL EEH
L7BIERNE T LA, B, M. AIRIE. 5895, B R OEETH -
f:‘ﬂ). 35!0

(REEME L 25 0—JVIME)

1715 ERE IHERGHREHER
RIS I L A7 0 — VIIENT OHBEHREZ IO ANAY F 2 )02 7 A10mgh 5
52 G L. 6T E L. 20k EOMiEEEMOFHZERIZFTEIO &
BYTHo72%,

#3 MG IR O 2 L
(MBI L A7 0 — VIE B

Eiacn 3 10mg (n=37) 20mg (n=37)
LDL-Z L AFu—)L (%) 492 539
WAL ATa— ) (%) -394 433
P Z)EYF (%) -182 236
HDL-2 L AF7u—)b (%) 9.6 133
3BV EIZERSD S N -RIWERIZCK E5 (3/3761. 81%) Td - 7237,

18. FhFEIE
18.1 {ER#EFE
TANAEF 27 Aid, FFEPICREEIICI D A F 1, iR cCoalL xa7a—)
H A BCR OHEEREE C & 5 HMG-CoA R TLRER & BIRM 2 0OBGMICHE L, I L AT
T — VA B BRI 50 ZORE, HW‘EW@ﬂl/ZTU*)I/ ST L, 2
NaH 7 OLDLEREORTNHE SN, - OLDLERHEEALT, ILAF0—
WEREORENY REFTH SLDLOFEANOT Y AAAHIL . MH 2L A7 10—




PILTF S %, nz/\‘*z&%‘/mwﬁm; JFE Gl E & L CREBDRE R & A LTI
AF A IREBAMEA IR 220 BEBIIRE R % 7572 2 Wl ORI ) A F
12K TS E’J&HMGCoAmmﬁ%%‘EFﬂ*ﬁu'céé LEZLNDH. ),

1841 HMG-CoABTTRITRIEER
TANAYF Y ANY T A, Ty MR MFI 70V — AH%EOHMG-CoA & TtEE
FROt FHMG-CoATTRER DMt F 2 4 v ioxt L CHREEM %2R L7 (in
vitro) 40,

18.1.2 FFaL XFO—ILaRBEEER
UANAYF 2Ny aid, 7y MO 3 L A7 0 — )V & R 12 BLE
L7zo F72. TOMEEHIZ. hoHMG-CoA & ITRE S HLE AN M~ T R 456 L
f—iO/

18.1.3 LDLZEAFFEER
TANZAY F ANy aid, € R RHepG2MNE OLDLZ ZAmRNA D 8B % i
KA ZFHE L. $7-, LDLEAWEMHE NS 7 (n vitro) Yo

18.2 ML 25 O—JVETIER
OZNAYF AN ME, A XD, K= 4L, WHHLY B ¥ (b b REES
IV AT H— VIYEDETIVEN) WD 2BV TERIVATO—VE, $72. 7K
EPE3Leiden b 7 v AV x = v 7 <Y A (EVLDLIEE 7 VEY) © KO b 7R
EHB/CETP (AVATH—VIAT VEEEH) Ty AV 2=y 73R (B D
L 27 u— VRS L IR ERSEE T 27 VE) 1O 128w T3 miE
FILATFO— LV EHEIRT &2, £ X2BVTE, HMG-CoARTTIER O SUS
WCd % AN0 VO MPHEE & FHRARE IR S 7212,

18.3 BIIRE(LERIHIIER
TANAY F 2 Ay Ald, WHHLY HFI2BW T, KBIROIRE LA TR, 2L 2
FH=VEROET A2 b 7:05 L, BIIRILIHZ MR % I L7,

184 FUJ UL NMETER
TANRYF v ANVT T Ak, 7TREHESLeiden 7 Y AV 2=y 7wy ARV b
7HEEHAB/CETPFN I Y AV 2=y 77 AQMER ) 7)) FZET S

7245). 46)

19. BRI ICEET 2IE(EFRIFR

— R FR - T AN F F 2 A1V 4 (Rosuvastatin Calcium)

1b2:44 - Monocalcium bis[(3R 55 6E )-7-{4-(4-fluorophenyl)-6-(1-methylethyl)-2-{methyl
(methylsulfonyl)amino]pyrimidin-5-yl}-3,5-dihydroxyhept-6-enoate]

573 (CaeHerFN306S)2Ca

g3t 0 1001.14

"R ARoBRTHL,
TJc =k 'J w «5 FRF LAY —VIZRRET RS (L KISy —

L (995) | 2w,

W(J.L PET 89) Zv -

fetst :

Ca2+

CHs CHs 2

20. BRV EDFEE
7U3 C - AR R B RIS ks

22. ‘A%
(AZRNZBF4E25mg [HEL])
1008 [108Ex 10 ; PTP]
5008 [10%E x50 ; PTP]
(ARNZEF4gsmg [AEL])
1008 (108 x 10 ; PTP]
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