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P, BIEB R I B o B itk E D) 2 2
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DOENBVEEIIERS EPIET 52 &,
8.3 &G MIA L d R E12E E ToOMIZEL, FIc1m, Zh Uk
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RICHER I EA T, MRS » HE TOMICIRILZ2E &, BRI
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(68.0)
a) RMTIME (ZBRE) . b) U ). o P+ B2
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R L7-E A, HRANIBI 2 EFIREOMEEHh T AN 5 T
FEADKI2ETH - 727,

£2 HWILATO—VIERE BT 2 EWIREDMAE T 2N 5 F

VU
P54k AT 282 % 5 2 5 (ng/mL)
25mg(n=16) 1.26(72.7)
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% O Cmax L N AUCo-24n 3 FEHE R ATE D Z 2N 15~ 2145 L OF1.05~1.245% T
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L7F =275 ¥ A<30mL/min/1.73m?) OFEED H 5 BETIE, i
HEE AN FeC A P B SR 3651 15 L7217, (7.1, 922

16.7 ZYIHEE(ER

16.7.1 HIESH
HIEEH] %2 R B S- L 7238, B ANZZ F ¥ D Cmax L INAUC0-24013 Z
NZN50%M 046%F TETF L7245 T AN F o ¥ 55205 11 e #)
G LWAICIE. B AR Y F Y OCmax L NAUCo240 1% Z N2 NIEDE
FED84% 2 1N78% T - 72 FHEIN7— #) 18, [102%:H]

16.7.2 Y0ORKRU Y
AR Y EFEGENTVLLEBMEE IO AN Y F 2 R
HLEE, 0ZNRAYF ¥ OCmax . OFAUCO-24n13, R AN AR T
B L7z & BTN TZERZNRI066 K OTI LR L7z BHEAF— %),
O ANA Y F VIZOATPIBIZ A LTI AT h, 27 axE) ¥
BZOWMYARZHEST L LICE T TANZYF Y OMEHEE %
BNE42E#2 50 Tw519, [24, 10121K]

16.7.3 ' LT7470OYI
FhT 4 TaINRIERKRR) EHHEG Lz & OANRYF O
Cmax e "AUCo-t1d & 2122145 J O 1.88F5 1t b L 72 (BHE AN 7 — %) o
T ANA S F VIZ0OATPIBIZ A L CTHFIRICILD sAE e, F2A 7470y
WEZFORY AAEHET S EICL 5T, TUANRY F ¥ OIS E
EHMESELEEZLRTWAEYD),

16.7.4 ZDDEH
T ANA S F v ORNEIEZ ST 3P4SO EH O B2 et 3 % 729012,
TN aF V=)V (CYP2CO ML O'CYP2CI9D FLEHA]) . # v aF v —)v, £ b
FaF =V ROTY) Au< A v (U ECYP3A4K OPHER H o FLEH])
E OB F M L7225 WS 2 R EMERIZRS SN d o 72 (FHE
ANF—45)18),
TN7 7Y ¥ (CYP2COK USCYP3A4DILE) & 5\ 3 T TF ¥ ¥ DIENTE)
BT T HE A M L7, BB A 320 b e b o 72
WHEAF— % )18,
CYP3A4FHENEH DA 2 A5 5 72012, LB & o % 92
WML72725, TF VLTI IF = VOMBEREEISRDIEASLT, 1
AINAZ F IECYP3ANIH T B F B AR S v & 2 Sz (FHEIA
F—5)18,

16.7.5 in vitro s8&
b b EHERT IR 2 H VW % in vitro WERIC B VTN A F VRS AR L 72
A OB ILIEFITEIBTH o720 T/20 N-BAFULICEEGT %
F: 7% P4505r F-Hi I CYP2CI S IFCYP2C19Tadh - 72A5, CYP2D6%°CYP3A4
AE-F 2 RNk DRI S 2222
T ANA Y F ¥ (50 ug/mL) 12 & 5P450(CYP1A2, CYP2C9. CYP2C19,
CYP2D6, CYP2E1J UFCYP3A4) itk MLEHIZ10%LL FTH » 7223,

16.8 ZDfth
T AN F ODEE25mel G N1E, [ER2 % 2 R R IEA 0 44
FHIRSEPERR A A N T 4 ¥ JCER244E2 A 20 H A, A H 47602294510
F)ICHTE, AN Y F L ODEEmel WA | A & Lk &, %
HZEIAEE L < BRI RS & A St

17. ERFRAEAE
17.1 BMERUZREMICEET 258
(BILAF0O—JUMmiE)
17.1.1 BABEIBRER DR
BV AT — VIERE 2N S E LT EEREICL D EiES R



BT, AH(5~80mg) Xix 7 PV NZ & F >~ (10~80mg) % 1 H 1658
M35 LS, A#id, LDL-aLA5ya—)b, aLxAsa—i, bV
7)) FIIME TR A, HDL-2 L A5 a— LI IEmah i 25 Lz,
F/2. 7TAREAB. EHDL- 2L A7 0 — VLT X4, 7REHAIZH
&7, FIZ, LDL-I L AF 0 —)V/HDL-2 L A5 u— Vi, Il X
7 u—)V/HDL-2 L A7 u—)vit, JEHDL-2 L A5 u—)V/HDL-2 L A7
T—)it, TREAB/ 7 REHALLEEKT S €72,

KA DOHEME, FGHIEHMNICDH 5 b, W@H2LEM F TITRABED
90% & 72 o 720 IARMFILEFEAGEM E TIZh Sbh, TOHRHLL 7.
BRI SE B 12, AHISmgd% 58 T10.5% (4/3861) . 10mg#k 5B T
15.6% (7/4561) . K& 0°20mg#k 58 T17.9% (7/3961) TH - 720 WTFNOH
BETh . 3L RSB L BRI Ao 722,

17.1.2 ERSEIHERER

THEREICL ) E SN RBRICB W T, AHI25~20mg# 1 H 118168 [
B3 L7z o i R B O ZALR IR IO E BY) THo 72,

1 MEIRE MO TFIHZALER (5T L A7 1 — VI B #H 5 5 aRER)

BoR i S i S oy S i

LDL-Z L 25 1 — )V (%) —44.99 —-5249 —49.60 -58.32

Wavasra—iv(%) -3159 -3640 -34.60 -39.58

FUZ YR R (%) -17.35 -2358 -1959 -17.01
HDL-I L A5 1 — L (%) 764 9.09 14.04 11.25

7 KEHB(%) - 3856 -4593 -4397 -50.38
7 REHAI(%) 542 6.25 10.61 972
7 REMAATI(%) 0.38 427 778 773

FIEH S BURE (X, ARF2.5mg 58 CT38.9% (7/18%1) . Smgfk 5-# T

20.0% (3/15%1), 10mgx5-#ET13.3% (2/1561) . J UN20mghe 5- 1 T47.4% (9

/1961) Td - 720 FHE7THIC W TIFILL LD SN IV I, 6. CK

ESARy -GTP LS (%36]) Td - 7220,

17.1.3 7B SEIIEEER

THEEMBEICL ) ESNIMBOER T - 2 T Loz, AFIGmg L

1310mg % 1 H 1E 128 [ $ 5 L 7z BR DM IE L o P bR F20 L B0

THY, BIV AT O = VIEREDIREL NV 2 RIS ET LI L

HFRD 5720,

2 MIEIRE MO FHZER FHEAR I L A 71— Ve 835 G
73]

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

LDL-a2 L 25—V (%) -419 —-46.7
BalLaAra—)(%) —29.6 -330
FU YY) (%) -164 -192
HDL-2 L Z 51— (%) 82 89

JEHDL-a L 2 57 11— )b (%) -382 —426
7 REEB(%) -327 -365
7 REHATL(%) 6.0 7.3

17.1.4 BHEIBRBRSHER

I VAT U= VIERE 255 e LT EEREC X0 950 S 7z il
ZBWT, KABmgE10mgAh 552l L. LDL-2 L A7 0 — Vi
2NCEP II# A K54 YO HEMHIZET 2 $ THiE L7z, 52HKFICBWT
WAL O5mg X 10mg D Fife 5-% Z T TV ER OB &1, Th?
76% (92/12151) } 1U°82% (88/1071) Td - 720

BlVEH 03 BIS I AF Smght ©29.4% (40/13661) . AF10m g T26.5% (35/
13261) Tdr - 7228,

18. EINEIE

18.1 {EFAKERE

TANRYF 2 ANT 7 23, FFBPICREBIMICIY A, IFToa
L A5 0 — VEARROHHEEEE T H 5 HMG-CoAR TTREE % BRIy 20D
WAMICHEL. I VAT a— ) VAESEZ RIS 5. €ofE. I
RO IV ATFa—VERMET L. Shzfli) 720 LDLZ RO 5B
FEEND, TOLDLZEKEMNLT, ILATU—LEHEROE N K
HHTHLHLDLORFEADIY AAHHINL, M2 LA 70— LaMKT
T 5o ARANE. MIETIEF L LCRBIESXRZANL T AT, REH
FIVEAS IR N 720D REBY 26 R 2 572 0 WAL OB 121X D 3A F s
< <y PR 72 HMG-CoABR TR HIEH TH 5 L 2 552,
18.1.1 HMG-CoA&tERR=EER

OANAZF AN T LE, Ty PR I 20y —2HkD
HMG-CoAs e 330 Je U e F HMG-CoA# TR Dfil it Ik x 4 > 3012 %)
L CREEH 278 L7z (in vitro) o

18.1.2 FOLURFO—)LEREE/ER

TUANAZF AN TG, Ty MO 2 LV 2570 — Vv E k% &
HAFHINZ B L 72320,

18.1.3 LDLEHAFEIER

UANZAZF ANy AE,  MFFEHREHepG2MlL OLDL S 24k

mRNAD B % R EARFICHFLE L., F 7.
(in vitro)3¥,

18.2 MhI LR FO—)U1ETER
UANZAYTF Y HNY I MG, 4 X3 =2 4535 WHHLY ¥
(& PFBEMER I L AT O — VILEDE 7V #) 36 12 BT L 2
Fa—NV%, /2. TREHE 3Leiden I YAV 22y 7w A (H
VLDLIEE 7V E) 37 e b 7 KB EIB/CETP (I L A 50— VT R
FIUVEERER) b v AV 22y 73T A(k boa L A5 a— WAEHIHE
L ABRERBREZ AT 2 EFVEY)® ICBw 3 mgEhaL 27
O— Va2 FEIET 872, 4 2128V Tid. HMG-CoA# It % o Kt
FEW Ty B A 80 2 o ML RS % R ARAT I IR T S 87239,

18.3 BIIRIE L B
OANAYF ¥ HNY T 2k, WHHLY 3 FI2B VT, KBIROIGE LA
WAk, AL AFO—VEROMTE 725 L, BIIRELINZ O 2 30§
L7236,

18.4 NUZJ Ut METER
TANAYF ANy A, THREHESLeiden I ¥ AV 2=y 7=
U AR hTREAB/CETP N Y AV 2=y 7= ADIM4EH ) 7
Uk FRALT 472578,

LDLAG G Pk 2 3 S ¢ 72

*19. B (CET DEEFHAR

— WA C T ANR Y F BV A (Rosuvastatin Caleium)
1b4:% : Monocalcium bis[(3R 55 6 )-7-{4-(4-fluorophenyl)-6-(1-
methylethyl)-2{methyl(methylsulfonyl)amino]pyrimidin-5-y1}-3,5-

dihydroxyhept-6-enoate]

473 (C22H27FN306S) 2Ca

7 1001.14

W R mARNZRYF AN AIAROBETH S,
AMETE P P MITETR T AT —VITRRBEITRT
v KXUFT 5 7 =V (995) ITHEIFIZ L v
REIWRETH 5o

(% s,

co, Ca?*
HsC
L 2
*22, Gk

(ORI\R&F0DgE2.5mglBEA ]
PTPAE 1005 (105 % 10)

{ORI\RA%F>0D#E5MeBEA ]
PTP%:  100%E (105% % 10)

N7 A GR MVAL HRFIA) - 5005E
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24, XatsERERUBEVEDE S
Meiji Seika 7 7 V<A &4 30 AHKE
(Me7 7 VRS HEH S A T L)
T104-8002 HHUARHIYLIX 3452-4-16
71) =% 4 ¥ (0120)261-158 FAX(03)3272-2438

26. RERTTEES

26.1 BhHEARFETT

Meiji Seika IPILIHKEHt
RRBARRKRIE 2-4-16

26.2 BR5ETT

Me DL kRt
SRRHBRRERIE2-4-16

F-RO



