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BEEBABEHIcT ZNZ Y F > )L L Z5mg
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Z/‘?(7?7?}%%61&5%5%F§!1Cmax%ﬂ? l/\ (‘ﬁ%
E'ﬁ(jﬁ/ﬂqﬂ (tl/Z) L1202i78ﬂ§ﬁ§ﬁ—(‘%ﬁf:o ifix Cmax
K OAUCrmi3 N2 N3.56+1.35ng/mL O31.3+
13.6ng-h/mLTH -7 (FHE+EEFE) 2,

BB, OANRAYF U OENERITRETH S EE %
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% (n=6)
& Crax® Tmax” AUCo2? | AUCo? 129
(mg) |(mg/mL)| (h) | (ng-h/mL) | (ng-h/mL) (h)

H[E] (2482) 5 (4-5) |74.2 (56.0) |126 (39.3) ©|15.15.369
10 :

R (3i3§) 5 (5-5) [90.5 (67.0) |167 (30.0) ©|18.4+4.62¢

g (§2'2> 4 (3-5) | 171 (53.0) | 209 (50.1) | 19.1£5.81
20 :

R (éé'é) 5 (5-5) | 206 (63.9) | 248 (62.2) | 14.8+5.76
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d) n=3. e) n=4
EIVATU— VIMERZFICOANZAY F ALY
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O— VIMFERZFO MR 2N AV F BEIZHEIC
ZITHAI LML, BREBEABETOE (#5410
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OMEEFRT ANZAY F VBEIIAAOKUETH 5727,

2 HIALVATu— )VIERZFICBI2EFREOmMiE+H o
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k58 MmiEF o 2N2 % F V#@E (ng/mL)
2.5mg (n=16) 1.26 (72.7)
Smg (n=12) 2.62 (41.5)
10mg (n=13) 4.17 (75.5)
20mg (n=17) 11.7 (50.0)

BAPE (RBRE) RN @ 5557~ 168
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B U ClEFRREFEREZFE L. F5NcENEH
B8 T XA —% (AUC. Cmax) 12DV TI0% S HEXEE
I THREHRIT 21T - 724558 log (0.80) ~log (1.25)
OHEHENTH 0 HHAIOEMENREE SR S Y,

HFERT A =4 HEINT A —F

AUCo-72n Crax Tmax t12

(ng - h/mL) | (ng/mL) (h) (h)

O 2N Y F §E 60.958 6.2358 3.9 6.85
Smg [V 7] +17.007 +2.1834 +1.1 +3.09
svabssmg | Anles | Syan | aio | £2.08

(FioE £ FRHEfRZE. n=24)
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M) d2HVIFEBRBRICEOKS LY, AREELZE
ZFDUANAY F 2 OIIULZEERFIC R TES 2T
%D\ Cmaxtiﬁ%t:c}:’)fzo%ﬁ—l:bfcl) L/i)‘[/\ ﬁ
BB EG5EDOAUCH I ZIERHR S DMU%BTH D, T A
NAZF UV DORNENOBEOZEITVWEEZON
72

bkl
EMNMEFRICBIFAUANZAYF U OEAES

89.0% (EIK)\) ~88 0% (AAEAN) THD. 3‘:%::1%
HIZ7Z LT IV ThH-o722,

el

HLE BB A B E6H1I2C-a AN Y F o LT L

0mg# BEFEOHRE Lz &2 5. REVETICEET 5
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IZH ANAY F A7 5 10mg# L B 1E14H R RE
BO/S L, MEEFROANZY TV EEZRIE LY,
HE%%;%\%@Cmax&UAUCO*Z“hLi@%ﬁX}\ﬁ@%h%
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Te. U ANZRY F o 5% HIERA 2 &5 L
2B EICIE, G AN RAY F 2 DCmax &k FAUCo-2nld 7
NENIEHHBE D4R R VT8%TH - 7z (SEANT —
%) ¥, [10.2 BHE]
16.7.2 Y J0RAKRY Y
VIZBARY VEREEINTWADEBEEREEICTO X
WA F v afAKEELIEE, OANZRYF D
CrmaxX CAUCo2nld BEERBEANICEMTRE®RS L
ICHRTENZNI0.66EKV7. LA L (4HE
ANF—%) 9, g 2NA%F IZOATPIBl %/ L THF
BICERDAEN, YTTARY i%@HYDJA%UEKE
EFBHIEILEST. HANRYF U OIMEHEE S
HEmsEsEE25NTWA, [2.4. 10.1 =E]
16.7.3 L7420V
FLT 470D (REFRAR) HRATE LIE &,
0 AN A F 2 DCmax e FAUCo-E F NZEN2.214685 K
UI%F ML WEAT—%) O, aZNAYF
VIZOATPIBLIZ /N L CAFIEICEL D AE N, LT 4T
D/wi%®mﬁﬁ£%m$¢élkm$of\UZN
2EF L OMBHREZEINSELEEZ6NT VW5,
16.7.4 ZDfthDEHI
O ANAY F 2 OIENBIREIZ M 129 P4S0IHEA] D 8
EMET 572010, 7LaFy — L (CYP2COR T
CYP2CI9DEZEHA]). A haF V=12, £ +5aF
V=B ROTY) 2avA ¥ r® (BI_ECYP3A4K UP
WEAOEER) SoMHRBRLERLZYS. B »
BHEEEREED NG > HEAT—%).
7»77UVH(CWWD&@CW&M@%E)%%m@
VI ODEHNEIREI BEERIT LA
LE ) mmﬁﬁmiab6ﬂ&#ctwﬂlAr 7)
CYP3A4FENER OB E M T 572010, ROELT
- O fF R FEHE L7225, 19:——}1/17\ NS UF—
LOMBFHEEICEDIEASGNT, OANAYF VIX
CYP3A4ICX T 2FE(FHAZ RS W EEZ SN (4
)\7—:_9) 27)O
16.7.5 in vitrosiE&
b bR AT 2 W Bin vitros BRI B WL TNV-HE A
FIOEDBHER LT, TORBHEEIIIEFE ICERT
Holre Tl N-BiAFIALICE S T 5 =72 P450%
FHEIZCYP2COK ' CYP2CI9T & » 7245, CYP2D6%°
CYP3A4H S BB & RIB S h 7222,
O 2N Z% F > (50pg/mL) 1< & HP450 (CYPIA2.
CYP2C9. CYP2C19. CYP2D6. CYP2EI R T
CYP3A4) {EMHEDHEERIZIONLL N TH - 7229,
16.8 ZDith
OANZEF U882.5mg [V 7] &, [EEPRRE
OBEFEMA O EYZNREERHRBRET A KT A ] ICED
X, OANRYF U§E5mg [ 7] ZEEEIHE Lz s
%\ﬁméﬁﬁﬁ%tﬂﬁéh\E%?%uﬁ%tﬁ&é
nr?,

17 .BRIRERAE

17.1 BZERUREMICEAT 28R

(83U AF0O—)VIfE)

17.1.1 i8N E NERAERMGEER
EIVATU—)VIMEREZNRE LT ZEERIEICEK
DEfSNZRBRICB LT, OANZYF 2 (5~80mg)
XiE7 PN Z F > (10~80mg) % 1HI1EI6EE S
LR, aZANZAYF i, LDL-I L A7 a—)b, #&
JLAFa—)b, U ZYEY RIIHMERRIE%Z, HDL-
IV ATU—)UICIZEMRIREZR L. £i2. 7AEH
B. JEHDL-Z L 257 u— Lz ERSE, 7REHA-1Z
NS E7-, ®Z, LDL-2L X5 0—)L/HDL-2 L &
Fu—)ILUH, a1 A570—)L/HDL-2 L A5 a—)LH.,
JEHDL-2 L A5 ua—)L/HDL-2 L 25 a—)Lth, 7&
EEB/ 7 REHA-IHEZE NS E,



O ANZAY F > O E BEZR AR LINIZH 5 b,
BELERE TICRARIRDINO% &7 o7z BRIEIZ
BEMEBE IO DN, FOBRER L1,
BIfEFSIFAE L. O AN Y F Uomgk 58T
10.5% (4/38f). 10mg# 5 B T 1315.6% (7/45f1) .
K O20mgi 588 T17.9% (7/391) ThH-o7zo TN
O¥EETYH., I EFRBRULBEERIZ >,
17.1.2 BN D4E5ERY
TEEMEICLDERBINLRBICBNT, OANR
5 F22.5~20mg# | H1EIGARKZS Lo miEhkE
EOFHELRIIFRIDOEBY TH -7z,
£ MEREBEOFHEER (B L AT 0 —)UIEEBE %
RikER)
= 2.5m, 5m, 10m 20m,
B5n (o1D) | (o) | 21D | (nelf)
LDL-ILAFT—)L (%)| - 44.99 | - 52.49 | - 49.60 | - 58.32
BaALZAFO—L (%) ~31.59 | - 36.40 | - 34.60 | - 39.58
FUZUEY R (%) ~17.35 | - 23.58 | - 19.59 | - 17.01
HDL-ZLAFa—L (%)| 7.64 9.09 14.04 | 11.25
7 XEEB (%) ~38.56 | - 45.93 | - 43.97 | - 50.33
7 REEAT (%) 5.42 6.25 10.61 9.72
7AEEEA-T (%) 0.38 4.27 7.78 7.73

BIEFAFRMEE X, U ANRY F 2.5mgik 58T
38.9% (7/18f ). Smg# & B ©20.0% (3/1561 ).
10mg#% 5 8 T13.3% (2/1561). J& 020mgik 5 B T
47.4% (9/19%1) Td -7z FHOTHIIZ BV T3FILLERR
o N-EERI. EE. CKERERDY-GTPLER (%
3% THolz.

17.1.3 g5 MARERY
TEERFEICLDERSNIIHBOEB T Y2 &
iz TWANRAY F 5mgXiE10mg# | H 1[E1 238 %
5LBOMEREOFEENMRIF2OEBY TH
D, BALATUO—VIFEREDREE L NILEBEN
ICHET B ENRD SN,

2 MEREEOFHE(LR GtEAEI VAT O —VIE
BERRAR)

w58 5mg (n=390) 10mg (n=389)

LDL-2 L Z57a—)L (%) -41.9 - 46.7
waLzFa— (%) -29.6 - 33.0
MU ZUEY R (%) -16.4 -19.2
HDL-2 VAT u—) (%) 8.2 8.9

JEHDL-I L 251 —)L (%) - 38.2 - 42.6
7 REHAB (%) - 32.7 - 36.5
7 REHAT (%) 6.0 7.3

17.1.4 BN E NARBIRSHER >
B3IV AT O )VIERE 2R E LT ZEEREIC KD FEhE
ENHBRICB VT, T ANZY T 2 5mgU10meh 53%
52U, LDL-a L AT U —)LEHNNCEP 04514 Ko
A VOEEBIET 2 THEE L, S2EBICBLTY
[E1#% 58 DO5mg X 10mg DM 5 % Z 1 TOEFOE
Bld. FNENT6% (92/12161) F182% (88/10761) <
HoTzo
BIfEFORIARIZT 2N S F > 5mght29.4% (40/136
B) . gAY F 2 10mghET26.5% (35/13265) Td -
7oo VI NDOEBRSEETIHNLL LRI LZEIERIZT
Fi. EIERE. 85, . TIRE. 392, Rk OE
TFETH -7z,

(FiEMR I LR 57 0O— V)

17.1.5 BN I ERBIRSHER0 Y
FEWE I L AT 00— VIEN T OESREEICO AN
2&F > 10mghr 55 &AL, 6B CHEHIEE L
Too TDEZOIMBRREMEOFEEFIIERIDEBD
Tho7,

3 IMFAEEMEOFIELR

(FHEHE I L A7 10— LM EE SRR ER)

BE5& 10mg (n=37) 20mg (n=37)

LDL-2L Z25ua—)L (%) - 49.17 - 53.91
BwaLxAra—)L (%) -39.4 -43.3
NUZUEY R (%) - 18.2 -23.6
HDL-Z VA5 ua—JL (%) 9.6 13.8

3BILL ICERD 5 N /- BIfER IZCK EF (3/374. 8.1%)

Th-oT,
18. ENEIE
18.1 {FRER

OANZAYF AT LI, FFENICEEEIRICELD A &
N FECOILVATU— VESHROBREEZTH D
HMG-CoABTREE #BIRM P OB ARICIEEL, oL

757

AT U= VEBRREZBRCEIT 2, ZORER. FiEA
DAVZATUu—LEEPERNL. INE/D7-HLDLZ
BEOKBRPFEENS, COLDLZAEEZMHM LT, 2
LATU—=LVEERDE WY REHTHALDLO FFHE
OEOAADEIML, MFIL AFa—LA3ETRT %5, O
ANZAYF %, FiECIIEE U CREEEXER 2/ L CHL
DRAENDI| P LR WD, BB
REF L OHOREEICIZERDAENICL L, FFRENZ
HMG-CoABTBRHEERTHHEEZHNS,
18.1.1 HMG-CoAETTEEREEER
OANAYF AN TILIE. Ty PROE "FFI Y
Ty — A HROHMG-CoABRTEEZ KR Ot N HMG-
COABTTEEZ D N A1 1t L CHHEERZRL
7= (in vitro) 0,
18.1.2 FaOLUAFO—ILEREZE/EA
OANZRYF ALY T LG, Ty SO L X
TFTHa—LERE BAERENICEE L, /2. ZOMHE
ZEMIZ. ftOHMG-CoABRTBERBERICHARTE
RS GE L 720,
18.1.3 LDLZBHEEER
O ANZRYF 2L a3, b bFERRHepG2
B DLDLZ A{AmRNAD F3H % B ERIFRICFHE L,
F7-. LDLiEAEE 28NS 872 (n vitro) Y,
18.2 ML A O—ILETER
OANAYF ALY T LI A XD, =7 A4 TP,
WHHLY % ¥ (e "FEEESEI LV AT 0= LIIEDE TV
g “NCBVWTIMERILV AT —L%, £/, 7TKE
HE3Leident 5 v A¥ = v 7 <Y A (EVLDLILEE
FILEY) YKk v 7 AREHEB/CETP (L ZAF0—L
IAFVEEREEE) PSRV IR (BhDa
L2ZFa—LREHNCEPIL - IBER#RELETSET I
gY)) BV CIRMERIL AT O LEERICETRS
Hize A XUTBWTIE. HMG-CoABTRED RISEN T
HBH AN VEEOMFEEZAERENIUE TS 8717,
18.3 BHIREE(LERINEI/ER
OANAYF ALY AlE, WHHLY B FI2B W T,
KEROIEENEERE, ILATU—LESEDOET%D
7256 Uy BIREE(LIRZE DR % I L 72,
18.4 NUZJ'UtEU RETEH
O2ANAYF 7L, 7 REHESLeiden b5 > A
VIZwIIIARUL NTAREHEB/CETPR SV AV <
w7 AQMEEF ) 7)) R2E RS 87294,

19. MM ICEET 2B
—fRI9BFR - g AN Y F L7 L (Rosuvastatin
Calcium)

{bZ44 : Monocalcium bis[(3R,55,6E)~7-{4- (4~
fluorophenyl)-6-(1-methylethyl)-2-[methyl
(methylsulfonyl)amino]pyrimidin-5-yl}-3,5-
dihydroxyhept-6-enoate]

FFI - (C2HarFN3O6S)2Ca

S8 1001.14

oc=r -

ca%*

CH3
R AREEEOMKRTH %,
AREETE R P IIZEITFRT L, XF ) —)LIZ®
RBETFRT L KUETY J —IL(99.5)ITIEIFIT W,
ARIEETH 5,
20. BURL EDFR
FEZITESZ BT TRET A &,
22. 3
(ARNRIFE2.5mg [€UT7])
100%E [108% (PTP) x10]
5008E [RUIFLYEY. NT, GIEAIAD]

(ORNRIFVEEdmg [€UT])
10082 [1082 (PTP) X10]
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