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2.5mg) 5mg)
FUBEKFIY . A B ALY FUBEKFIY. ALY
Thy JOARE RV, (VA JuRRE RV,
Etlo—Z, e FoFy EEluo—Z, e RaFy
oLt iua—2Z, A7 Fubilteilo—2, A7
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BRVWEHESNBIEEICOAHT S &, 2L SHEaEE
b2 £k BMAEFFRBIED H 5 b NPT . L2 BT AT
BAEIIE. EHNICERERES 2L, BEER (B,
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(mg) | (ng/mL) | (h) | (ng'h/mL) | (ng-h/mL) (h)
B[] 7.87 5 74.2 126 15.1
10 (54.4) (4-5) (56.0) (39.3) @ +5.369
K& 9.38 5 90.5 167 18.4
(71.5) (5-5) (67.0) (30.0) @ +4.62¢)
20.5 4
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BFICEERBEREORS L CIRFu 2Ny F Vi BEZEEL., B
SN-FMERE YT A —% (AUC, Cmax) 1220\ T 90%EHX LI
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7 VA F—)§ESmg | 65.94+32.6 |7.25%£3.09(4.3£0.5| 11.7+7.4
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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 ANR%YF > (50ug/mL) 2 & %P450 (CYP1A2. CYP2C9.
CYP2C19. CYP2D6. CYP2E1U'CYP3A4) EHEDHERIZ10%LL
TThHo72 ,

16.8 Z Mfth

(ORNRIFEE2.5mg [VILINS] )
O ANZE F8E2.5mg [T ] &, O ANAY F EE5mg [V
NT| EFEEBAIE Lo & & MHEH RS AT SN, EWFERIC
AZE iz aniz30

17. BRERARAE

171 BNERUREMICE T B ER

(83U RF0O—)VIE)

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 w21 | o) | =1 | (n=18)
LDL-2LVA5Fa—)L (%) - 44,99 -52.49 - 49.60 - 58.32
BalLZA7Fu—)L (%) - 31.59 - 36.40 - 34.60 - 39.58
F)ZUEY R (%) -17.35 - 23.58 -19.59 -17.01
HDL-2 LV ZA57u—) (%) 7.64 9.09 14.04 11.25
7REAB (%) - 38.56 -45.93 -43.97 -50.38

7REHA-L (%) 5.42 6.25 10.61 9.72

7 REBHA-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-ZLAFa—) (%) -41.9 -46.7
BWavzaro—iL (%) -29.6 -33.0
MUY R (%) -16.4 -19.2
HDL-2LAFa—)L (%) 8.2 8.9

JEHDL-a L 257 u—)L (%) -38.2 -42.6
7 REAB (%) -32.7 -36.5
7 AREHA-T (%) 6.0 7.3

17.1.4 B EIIEREFZ S8R 35 - 36)
BILVATU—VIMEREZNRE LT _EERFEICEDERSNZRK
BRICBWTC, OANAYF > ALY L5mgRid10megh & %5 % Bk
L. LDL-2 L A5 a— )UEHNNCEP 11571 RS54 > OEEEICET 5%
THE L7z, 52 BV THIEREGE DSmg X3 10mg DR E %
%;a‘f;tﬁﬁﬂ@%ﬂéti\ ZNnEN76% (92/12141) FU82% (88/107
) Th-o7zo

BIFFOFEFRIZT ANZAY F > ALY ™7 A5mghE€29.4% (40/136
Bl) « G ANAEF AT L10mgEET26.5% (35/1321) TH-
2o WENDOBERETCIFILL EFIF U BIERIE TR, MILRR., &
B, Wi, RERGE. 2. BREVEETH -7,
(KRR L A7 O—)VIMEE)
17.1.5 ENSEIMEREBR 555237
FEHE IV AT O — VIMENT OESGEREBREFICOANRY F U ALY
7 L10mgh 65 %G L. 6GAME CREEE L, 20L& E0MmiE
EEEDFEEBERIIRIDEBY TH -7,
#3  MBREEOFE LR
(RFEMEE O L A7 0 — UINE B R ER)

w58 10mg (n=36) 20mg (n=36)
LDL-2 L Z25a—) (%) -49.17 - 5391
WarzxrFu—i (%) -39.35 - 43.30
MO ZUEY R (%) -18.20 -23.62
HDL-2 L ZFa—)L (%) 9.57 13.75

3BILLEICERS 5 N7 BNERIZCK ER (3/3761. 8.1%) TH -7z,

18. EWEIE
18.1 fERKRF

OANARYF 2T Lk, FERICEBSNICERDAEN, FiETO
IV AT O = )VESEROEREEE TH HHMG-CoARTTREE 28R
POBWARICHEL, I L AT 00— )VESEAERNICIET 2, Z0kE
B FEHNOILZATO—LEE #&FL\_n%ﬁétwunﬁﬁw
DOFRAPFEEIND, COLDLEAEKEZNLTC, IVATU—LEEFR
@%wUﬁﬁETﬁéHﬂ@ﬁW“@W@ﬁ&#%Mb\m¢ﬂvxf

O—LAETRT 5. QANRYF ALY AIZ, FFETEEE L TR
BEERENLTRORAETA® | FEEHMES HEBHEN -, §E
WL%%%K&H@@W%Iimbﬁiﬂﬂ<<\ﬁﬁ§%&HMG{bA
BTBEZEEER CHHEEIONS |
18.1.1 HMG-CoAIETTESRAZ(ER

OANAYF AN TLE, Ty VRO VFI 70V —LHEKD
HMG-CoABTEZ KUt N HMG-CoABTEEZ DAL N X 1 2 I1Ixt L
THEEEA%ZR L (in vitro) 49
18.1.2 FOL AT O—ILERBEEER

O2ANRYF AV ILE, Ty MFIlEO I L 270 —)L&R% A
ERENICIHE Lz, 72, TOHEEEMAIX. thoHMG-CoABTES

FREANC e C RIS L7z 40

18.1.3 LDLEZSAFE(ER
OANARYF AL LE, & FE EESI%HepGZ%HJHﬁ@LDL B
MRNADOHKR » EWEMRFAICHEE L. 7. LDLESEE2ENS &7

(in vitro) 4V ,

18.2 ML A5 0O—IULETER
OANZAYF AL LIE, A X442 [ H=o 4543 | WHHLY
FF (b PREEEIL AT O —LIMEDETLEY) 449 ICHBWw T

BRIV ATO— )%, /. 7HREHE 3Leident I AV z=v 7
<7 A (BVLDLIEE 7 ILEH) 49 KOk b7 REHEB/CETP (2L
ATFU—)VIATFNVEEEH) PI VAV Zv YA (bl
270 — VRBEICELI L - IERBBRELZETHETILEY) 0 1IB
WTRIMFEHF IV AT LVEFRIE TS E 7z, A XITBVLTIE,
HMG-CoABTEZDRIGEN TH % A a VEEo M EE » HEIRE
BICETRE7-42)

18.3 EniREE{LERINEI(EA
T ANZAYF > HIy 7 Ld. WHHLZ Y FIcBWT, KEIROEGIL
EHE. JVATU—LEBOET 2756 L. BIREILREDER %
MmEL 244

18.4 NUZ'UEV RETER
TANZAYF AT LIE, TAREHE 3Leidenh I AV =v o
T AR h T AREHB/CETP NS VAV 2 =y 72 ADMEEH ~
Y7yt ReEREE7245 . 40

19. BMAS ICBET SIBEZHAR
—HRBIRFN : 0 AN ¥ F > AL 4 (Rosuvastatin Calcium)
(JAN) (HR)

{E%4 : Monocalcium bis [(3R ,5S ,6E )-7-{4
fluorophenyl)-6-(1-methylethyl)-2
[methyl(methylsulfonyl)amino ]pyrlrmdm 5-y1}-3,5-
dihydroxyhept-6-enoate ]

(C22H27FN3OGS) 2Ca
1001.14

-(4-

2F:
DFE:

M R BEOHERTH B,
TR MUIMZBETR T AY ) —LIZRRBETRT <,
KXIETH J =)L (99.5) IZHEFIZL W,

RIBETH %,
eEsEl: . 7
Il OHH OH
O\\s 0 L
o SN SN N O
|
L CHs CH; |2

22. a%

(ORNRIFV$R2.5mg WILINS] )
PTP : 1008 (10 $Ex10)
(OZRNRIFVEESg [YILINS] )
PTP : 1008 (10 $Ex10)

23. FEXk
1) Zurth C, et al.:
(6) :747-59
2) HEHRSH%OIMEREE (7L A h—)LEE : 20051 A 19H %GR, H
FEERMIEEA3.3.1.2)
3) Martin PD, et al. Clin Ther 2003;25 (8) :2215-24
4) RIE#RSHOMBETERE (7L A ~—)LEE : 20051 H19H &R, H
BRI A3.4)
5) # T HABICB I 2HRANENEADLE: (7 L X ~—)L§E : 20055
LA19H&GE. HFEERMEZE F1.1.4)
6) BEICB I AIMBEFEE (7L A h—)LEE : 2005F1H19H %D, H
BE BRI EEA3.6)
7) MAEp O 2N 25 F B (7 LA b —)UEE : 200561 A 19H &R,
FHREE R E 1 B ff.6.2.4.4)
8) Martin PD, et al. Br ] Clin Pharmacol. 2002;54 (5) :472-7
9) HNEH} @ EMFHEFEEHE (585mg)
10);%?%’3*'“%2% (Z VA N—)V8E : 200551 A19H &R, HiEBERT
~3.5
1) ﬁ$)®5§ (Z VA N—)LgE : 200551 A19HA&GE. HiEERMEEA
3.7.5
12) EETEE‘% (Z VA M—)L8E : 200551 H19HA&GR. HFEERMEEA
2.2.5
B)R%*Wﬁ$(7vxb—wﬁ 200561 A 19HER. HFEERHEE
~N3.79.5
14) HMG-CoABTE R EE RO MEEFREE (7 L X b —)L§E 1 2005
FIHI9HAR. HiEEMIEA3.7.9.4)
15) Martin PD, et al. J Clin Pharmacol. 2002;42 (10) :1116-21
16) Simonson SG, et al. Eur J Clin Pharmacol. 2003;58 (10) :669-75
17) %Bﬁ%@)ﬁ‘ﬁ@ (7 VA F—)V8E : 200551 A 19HA&RR, HiEERTE
~N3.7.11
18) AR E /R —#IEEH (7 L A b —L$E : 20054E1 H 19H &R,
ERMIEEA3.7.12.2 (f) )
19) Simonson SG, et al. Clin Pharmacol Ther. 2004;76 (2)
20) Schneck DW, et al. Clin Pharmacol Ther. 2004;75 (5)
21) Cooper KJ, et al. Eur J Clin Pharmacol. 2002;58 (8) :527-31
22) Cooper KJ, et al. Br J Clin Pharmacol. 2003;55 (1) :94-9
23) Cooper KJ, et al. Clin Pharmacol Ther. 2003;73 (4) :322-9
24) Cooper KJ, et al. Eur J Clin Pharmacol. 2003;59 (1) :51-6
)
)
)
)
29) &

Eur J Drug Metab Pharmacokinet. 2019;44

ﬁa

:167-77
:455-63

25) Simonson SG, et al. J Clin Pharmacol. 2005;45 (8) :927-34
26) Martin PD, et al. ] Clin Pharmacol. 2002;42 (12)
27) Simonson SG, et al. Br J Clin Pharmacol. 2004;57 (3)
28 McCormlck AD, et al. J Clin Pharmacol 2000;40:1055
:l‘ob‘éﬁéf&()‘ﬁ??ﬂ* (7 VA h—)L$E : 200541 A19H %GR,
A Eﬂ*ﬁ%’ﬁ].%
30) *il’\]%*# CAEMFNE SRR (582.5mg)
31) Schneck DW, et al. Am J Cardiol. 2003;91 (1) :33-41
32) 7 PANARYF v EOFERIGHEE (7 LA N—)LE : 200551
A19H&R. HFEERMIEN1.3.2)
33) HRABI LV AT U —)VIDERZFICBI2E%E (ZF LA b—)UEE:
20051 A 19HZAGE. HEEERMIE 1 1.2.3)
3) HEANE IV AT U —VIERE ICB I 2E%E (/LA M—)LEE:
20051 H19H&R. HFEERMIZE +2.1.2.1)
35) HAEIAE I L AT U — VIMERE ORIARSICB T 26%% (VLR
b —)U§E : 200551 A19H&RR, HEERMIZE 1.5.2)
Olsson AG, et al. Am Heart J. 2002;144 (6) :1044-51
7) Mabuchi H, et al. ] Atheroscler Thromb. 2004;11 (3)
Nezasa K, et al. Xenobiotica. 2003;33 (4) :379-88
9) = E T HE (7 LA b—)L$E : 20054E1 H19H &R, HEE
RHEEZEER.1)
40) McTaggart F, et al. Am ] Cardiol. 2001;87 (5A) :28B-32B
41) LDLZAMEKICHNT B1ERH (7 LA b —)L$E 1 20054E1 H19H %R, ®
BRI E A 1.2.3)
42) /fi’@E[lEF'ﬂaE T AAER (7 LA b —IU$E : 20051 H19H %
. HEERMERLLD
43) A= I AFLOMETL AF O — LR FEEI L AT 0 — LISt
I B1EH (7 LA b —)L$E: 200541 H19H &R, HEEERMTFER1.1.2)
44) WHHLY ¥ O IMiE 2 L A 70— )L R OBARFE (LR Z I3 5 /A
(7 VA N—)L$E - 20055E1H 19E|7¥<§?€\\ HEEERMIE A 1.1.3)
45) YTEEE*GLelden NI UAYzZw 7 AT BER (7L A
N —IL8E : 200551 H19HA&GE. HFEERHIZEK1.1.4)

:1352-7
:279-86

36
:152-8
38

v\_/v\_/

m



46) & N7 AREHB/CETP M VAV 2= v 7w AICxtd 2R (/L

A b —)U$E 1 2005F1 H19H &R, HEERBIER1.1.5)
24. XEERERVUEVEDE L
BRME R A  EEERE
T563-0036 KFitHEMEEILITHIOHLS
TEL : 072-761-1456 (%) FAX :072-760-5252

26. WERFTEES
26.1 BHEHRSETT

BEREREHRITT

KBUFtHT S Bl THI6ELS

R22/R23-7-2308



