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FitA S 5%, BHICLDL-2 L A7 0 — LEZET S8 505
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7. BERUBASICEET 3ER

71 7LV 7F =22 )75 Y AH30mL/min/l1.73m2 Km0 EE
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[RE AR, BEZRIESPERLZCKO LE¥H 65 bniz
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ZN31.9KTC11.6L/hTH Y. TANZAYF T FICHRIC L 2%
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OF5 L& 25, REVOERICEET 2 HSEEOERS I IREET
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&5[472(‘.’.%\ D7\/“;{ya—_\/@cmaX&ZﬁAUCO—Zélhti\ f@%ﬁk/\llﬁﬁl
TREBE LU EEITHRNTERZNL0.6ZKRVT7.1EER L (SHEA
F—%) 19 , 0 ZANZAYF VIZOATPIBl1 2/ L CHFIEICEL D A E n,
YIURARY) VEZFOMDAAEBEETHILICE ST, BANRY F
YOmMBETEERZEMSESEEILNTVS [2.4, 10.1 ]
16.7.3 5 L7420V)IL
FLT 4 T7aVN (REAKR) ARG LLEE, OANRYF
DCrax R VPAUC1FZNZFN221E KU .88fEICHEIN L 72 JHEAT —
&) 20, g ZANZYF VIZOATPIBlZ /4 LCHFBICED AE N, &
L7470 VNEFORDAALZBEET A EICE>T. UANRAYF
COMEFEEZEMSEEEIENT NS,
16.7.4 ZDithDEH
T ANAY F > OIENEIREIC LTI PASOIHER O E # M3 T 57-0
12, 703+ —)L2l (CYP2COKU'CYP2CIOMMEERA]) « 7~ k3 +
VL2 A +5aFV—uB) Ry zuvA 24 (BlE
CYP3A4K UPHEEOIEER) LOMRARBEERE L2, Ho»k
HEERIZERD NG o7 BREAT—%) .
TILT 725 (CYP2COKRUCYPIA4DEE) &5\ d Y TF > 20)
DIENENRE I N IT T B RS LS, BB ENEEER IR 5
nehoi MEAT—%)
CYP3A4FEEFA OB E 2T 572010, BOBHEE & O HREZ
EfE LA TF VIR ST I F—LOMmEFEEICEDIEASNT,
O ANAY FUIECYPIAAICHT 2FEERAE RS TV EER SN (b
EAF—%) 20,
16.7.5 in vitrosi Bk
b hERERFAIRL % B W % in vitroRRBRIC B\ TN R FOUIRASEERL L 72
M. ZORBEEIIIERITBRCTH > /oo 720 MFAFIULICES T
% FE 72 P4509 FREIZCYP2COK U'CYP2C19TdH - 72 4%, CYP2D6%
CYP3A4H MG T AATREME BRI S N7z 28) ~ 29)

O ZANAYF v (50pug/mL) & 3P450 (CYP1A2, CYP2C9,
CYP2C19. CYP2D6. CYP2ELXU'CYP3A4) EHEDHERIZI0%LL
TTH-7228

16.8 ZDfth

(ORNRIFEE2.5mg [VILINS] )
O NS F U482.5mg [T ] 1E, 0 RNZY F U §E5mg [V
NT] e BEREIE Uiz & & BHES SRS CHRT S h, BRI
A% Enizasniz30

17. BRERARAE

171 BNERUREMICET B ER

(BILARF0O—)VINE)

17.1.1 ;BASEINERERIGHER

BILVATU— VMEREZNRE LT _EEFREICIDEHSNZR
BRCBWT, OANZRYF ALY L (5~80mg) XiZT bILNRS
F > (10~80mg) % 1HI1E6EMES LIAER, OANZRY F LY
A3, LDL-ZVAFE— )b, IV AFa—)L, hUZYtEY RICE
ET#5E%Z, HDL-2 L A5 0 — VI3 RE R Lz /2. 7TARE
HB. JFHDL-Z L AT u—LE2ERSE, 7REHA IS,
H|Z, LDL-2 VA5 —)/HDL-2 L A5Fu— LK, oL A5a—
JV/HDL-2 LV A5 a—)Ltt, JEHDL-2 LV A7 a—)L/HDL-2 L AT 10—
L. 7REBB/ 7 REAA- I ZE TS 7,
TANRAY F 2 HIT o LOEE, #E5#%ARLNICH 5bi, BF
2 F TICHRREDIONE 72572, AMRITBEEASERETIZHS
b, ZoOBEHR L7,

BIVRFASIHSERE 1L, 0 2N A% F > 77)L ™ L5Smeik 58 T10.5% (4/38
Bl) « 10mgi 58 C1215.6% (7/451)  RO20mgi 58 T17.9% (7/39
1) )m*a > oo WINOEREHTH, FILLEHEBLAFEERIE B2 >
7= 31) . 32 o

17.1.2 ENEII4EEEER 33
THEEMEICIDEHEINAZRKBICBWT, OANRYF ALY T L
2.5~20mg# 1 B 1 E6HEERS Lz MBS E O FEZELRIZELD
EBDTHoT

£ MBEEHEOFHENLER (Fa L AT u—UIEEETRHER)

= 2.5m 5m 10m 20m,
BoR 21D | o) | =1 | (n=18)
LDL-2LV 27— (%) - 44,99 -52.49 - 49.60 - 58.32
BalLA7Fa—)L (%) - 31.59 - 36.40 - 34.60 - 39.58
M)ZUXY R (%) -17.35 - 23.58 -19.59 -17.01
HDL-2LVA5Fu—)L (%) 7.64 9.09 14.04 11.25
7REHAB (%) - 38.56 -45.93 -43.97 -50.38
7REHA-T (%) 5.42 6.25 10.61 9.72
7REHA-L (%) 0.38 4.27 7.78 7.73

BIEFASESER X, 0 AN Y F 2 7L ™ 1 2.5mgid 5RET38.9% (7/18
Bl) . Smg# 58 T20.0% (3/1541) . 10mg# 58 T13.3% (2/15
Bl) . RO20mgik5EET47.4% (9/196) Tho7z. E6THICHB LT
3FILLERRD 5N -BIfEAIL. 8B, CKERRDy-GTPER (£341)
Th-olz,

17.1.3 B EEIIEEER 34
TEEMREICLDERSN3RBOERT -y 2 £ LD, D ANRY
F AT L5mgNiE10meg#x L H 1 E 1 25EMES L7z MiERE O
SEHEERIIFR20EBVTH Y, HILATO—ILIEREDEE LN
VEBENICHET 52 EPRO 5N,



£2 MEREMEDOFHER GHEARI L AT 0 — VIIEEE N REER)

w58 5mg (n=390) 10mg (n=389)
LDL-2LZ7a—=)L (%) -41.9 -46.7
Bavzaro—L (%) -29.6 -33.0
FUZUEY R (%) -16.4 -19.2
HDL-2LZA5Fa—L (%) 8.2 8.9
JEHDL-a L A5 Hu—)b -38.2 -42.6
(%)
7 AREHAB (%) -32.7 - 36.5
7 AREHAT (%) 6.0 7.3

17.1.4 5B EIBREAR S HER 3> - 30)
FmIL AT 0 — VIERE 20K E LT EEMRIC K D Efis hizi
BRICBWTC, OANRYF ¥ ALy 7 L5mg it 10mgh & %5 % Btk
L. LDL-2 L2570 —)UENNCEP I A RS A > OBEEHEICET 5 F
THE L7z, 52 B WV CHIEIRESE D5mg X3 10mgDikEHR 5 %
FFTCWIHEROEIEIE. FNENT6% (92/12141) K1'82% (88/107
Bl) THoto

BIfEFORFRITO ZANRZAY F > /1L 7 L5mghE©29.4% (40/136
Bl) . QANRYF AN L10mgEET26.5% (35/132f) TH-o
Tzo WENDPORGRETIFILLEFIR U BIERIE TR, BERE. B
fa. . RERAE. 52, BRAKOEIETH 7.

18. BEMFEIE
18.1 {fER#F
TOANRYF VAT L& FEAICEERICERVAEN., FETO
IV AT O — )VEESEROEERSE TH HHMG-CoARTTEER 2 8 IRM
POBERICHE L, IV AT O —VESEARIICHIET S, 208
2. HWW@szfu—»ﬁiﬁﬁﬁb\_n%ﬁotmmmﬁ@%
DOEBENFFEINDS, COLDLEEMEEZN LT, IVATU—ILEFER
@%wuﬁﬁaﬁﬁéunwﬁmawmbﬁ&#ﬁmb m¢:v27
TO—LBERT 2. DANZAYF AT LI, Hﬁfiittf
BEER 2N LTIV RATNSY | FEEENES HENE -0,
m&i%%%f:&w@@ﬁ%z:tiﬁwﬁiﬂ <L FRENZHMG- CoA
BTBEZEEER CHHEEIOND D) |
18.1.1 HMG-CoAZTTEEREZ=/ER
OANAYF ALY TLE, Ty " RO VI 70y —LHED
HMG-CoABTEZ KUt N HMG-CoABTEEZ DAL N X 1 It L
CTRREER %R L (in vitro) 39 .
18.1.2 FAL A O—ILEREEER
ORANRZAYF AT ILE, Ty MFIlEO I L 270 — L& A
ERENICHE L, 720 ZOEEFERIZ. fOHMG-CoARTTR R
FREHIC AT REARI G L7239
18.1.3 LDLEZBFEEER
TOANRYF AT LE, e - FEHRHepG2#ila OLDLZ A&
MRNADOFHRZBEREMNICHEE L. £/, LDLEAEEZEINS /2
(in vitro) 49 ,
182 MLV RFO—ILETEA
OANZAYF LTI LE, A X4 [ H=Z 45042 | WHHLY
FF (b PREESI L AT O—IVIAREOETILEY) 43 128\
BRaLAsu—L%, £/, 7TREHE 3leident I AV =y
<7 A (BVLDLIEE 7 ILEH)) 49 ROk b7 REHEB/CETP (2
AFH—)VIATVEFEEH) PSS AVxz=w <A (b hDaL
XTE—»RﬁzﬁMtt%EﬁﬁF%%ﬁié%rwﬁ%)%>:B
WTRIMFEHF IV AT LVEFRIE TS E 2, 4 XITBLTIE,
HMG-COABITERER D RSEEN T b 5 A N1 > B0 MRS & FI ik rz
BICETRE7-4D
18.3 EhiREE{LE RN E R
O ANAYF A7 L&, WHHLY HFiIZBWT, KREIROAEE L
EEE. IVATU—-LEEBOETE2H7/-6 L. BIREILREDOERE %
mE L7243
18.4 NUZ'UEV RETER
OANRYF AT L, 7THREHE 3Leiden 72 AV z=v 7
IIAROE T REEB/CETP NS VY AV =y 7w A0 MEEH b
Y7yt ReE RSz 45

19. EMES ICBRET IBEZHNAR
—RRIIEH : 0 AN FF 2 JL v L (Rosuvastatin Calcium)
(JAN) (HS)

{E%4 : Monocalcium bis [(3R ,5S ,6E )-7-{4
fluorophenyl)-6-(1-methylethyl)-2
[methyl(methylsulfonyl)amino ]pyrlmidin—S—yl}—B,S—
dihydroxyhept-6-enoate ]

(C22H27FN306S) 2Ca
1001.14
HEOWMRTH %,

TERZPUIZBFRT L XY —LIZRRBIT P <
KXIFLY ) =) (99.5) ITEFITL W

R TH %

fe2EENX:

-(4-

PFR:
DFE:
AR

F

H OHH OH

/\/k/k/ COy”
Y CHs

CH;

Ca2+

sk

22. A%
(ORNRIFEE2.5mg [VILINS] )
PTP : 1008E (10 $Ex10)
(ORNRIFV#E5ng [YILINS] )
PTP : 1008E (10 $£x10)
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42) H=IAFLOMEILVATFO—LENY REHIL AT 0 —)LIZxf
9 AEH (7 LA h—)U#E: 20051 A 19HZAGE. FHEEERIEER1.1.2)
43) WHHL % ¥ O IMiE 2 L 257 a — )L K O EHRBE(LRZ 12095 7
(Z VA R—)LEE : 20051 H 19E|7¥<um HREERMIE A 1.1.3)
44) 7 REHE3Leiden h T v AV 1 = w <y AT AER (LA
b —)L§E : 200551 A 19H &R, HBEERMIEKRL.1.4)
45) v v 7 ARBAB/CETP S v AV 2= w 7wy A d AEH (7L
A b —)L$E - 20054E1 H19H &R, HEERHIEEARL.1.5)
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