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0 AN A % F »§Ebmg
(471 7.96+2.87 4.9+0.5 5.0£0.5 70.47+35.33
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16.2 MRYN
16.2.1 E¥ZHFIRZE
fe R NS PELOBIC BT 5 0 AN Y F ¥ O A1 F FH 221229 .0%
(0BEFEIX [ : 24.1~34.9) TH o 720 T2, BIRAHKEG L THESN
PUOANASTF o OEHGI )T IV ARPEI )T 5 AdFRZFR
319K TF1L.6L/hTh 1), T ANZAY F LTINS X 5% % 20T
LrEZHNEY,
16.2.2 BEODRE
FRE RS 2060120 ZANA S F 2 H )V A10mghk 7 0 A+ — /N —
FCLHLE4H ., 220 (R A3 & A VI BRI RS- Lz,
BHRES L XU ANAY F v OWIUL 2GR R THRER 2 TH
D, CoadTEFIZL > TBETF LA Ll ERKEGFEEOAUCHm
X B S-D94% TH D . TANAY F » OWIE~O EHOHE L
Wk EZHNEW,
16.3 &0
b MR BIT 50 ZANAY F v OBEAFEEFIE89.0%(HAN) ~
88.0%(WHEIN) TH V). ERAENITIVT I v THo72P,
16.4 X3
AVE MR R B PEGHIMC- 1 AN A Y F 2 BV A20mg & HLEHE
BehLick 2 A, RBEOFEPIHEAET B BURTED ERIHERZETH
D, REFO TR, N-BEAF VKROS5 2 b AR TH 7219,
b MR ISV X F VIR R OBS-T 7 b VARDRRH S 7z 28,
HMG-CoA & TeHEF FHETE HERIE X T AN 2 8 F s & AR OHER
R L. IMEEF 1281 2 HMG-CoA s el & I E G PE k3 A LR
FHEDLTNTHLEEZONLEEAT—5)7,
16.5 HEt
AE AR R ARG MC- T AN A ¥ F- 2 BV 7 A20mg R HilaliE
5 L7z & 2 A, BbREIZ 13 IcHRIE S 41(90.2%) « R AU fE
PEEE1310.4% CTH o 720 T 720 RBEOCFEFANORZALEIRESRIL, 2
NENHEGED4.9% 1 176.8% T - 7219,
16.6 IEDEREEHIDEE
16.6.1 MERUINEOFE
SHEIN OB WS EE . Bikmig . S EE R O E 486112
O ANAYF 2 71y 240mg GRSV =) 7 RS- L7z & &
A B Coa i CAUCHIE E N Z N EDS2% T UN91%TH - 720 F
7oy HAEHE DOCmac i CAUCHIE Z N Z N E#HE D112% K% 1°106% T &
0. B ERIE S 2 2 LI 2w E 2 LN,
16.6.2 FFEZEDORE
Child-Pugh A(Z 27 : 5~6) & % \»&Child-Pugh B(2a7 : 7~9)®
FFBEE %A 2 E N B E Z6FIC T AN Y F 2 1)V 7 Al0mg# 1
El 1E14H B RAERE I S- Ly 8Eh o ANA 8 F V& flE L7z,
P B D Cmax L NAUCo-2m SR AFED N Z N1 .5~2. 15 L Y
1.06~1.2f5 T . $FIZ, Child-PughA I 7 H8~90 BH26112 BT
D IMAE PR 1L, IR TED - 727, [2.2, 9.35H]
16.6.3 BEZED#E
FEEEORL 2EMELA T HNENEE A~SF) T ANRY F
H V7 520megx LH A4 H B ERZ OG- L, miEha 2 N2 5 5
VIEERRE L, BENPOHEEOREEDDH LEE TIE, AN
ALY F OISR EEIINTA2HEITITEALRO N o7 L
»L, BEMZL7Z7F=ZU2) 75 2 A<30mL/min/l.73m?) O &%
D DHHBETIE, BRI LTI RIS IC B L7220,
[7.1. 9.25H]
16.7 EYEEER
16.7.1 HIEEH
Hi RS % [ S- L7258, O ANA Y F 2 O Cmact (NAUCo-2nld
FNEN50% % F46% F T T L7225, T ANRA Y F 0351205 12
HIERH 2 3% 5- L 7238 121d. O ANA Y F ¥ DO Crmax L FAUCo20 13 F 11
%113&1#&!5.*@84%&078%f@o7L<9+IJ\T 5)2,[10.22#]
16. 7 2 ¥YouORKRUYY
PIUARY) Y EEE SN T LOEBHEEICO AN Y T 2 0H
KLz E, OANZY F ¥ DCmax S NAUCo-2anld, fERERG A HAl



TRAEES Lz b SIZHARTENZNI0.665 K 07 115 B L7z BHEA
F—%)o WANZY F IZOATPIBIZ A L THEEIZIY A F h, ¥
JUAR) VNIEORN) ARZAET LT LIL T, DANZRYF ¥
OMEETRRER NS T2 L EZ 5N TWE2,[2.4, 10.12H]
16.7.3 L7 «70VIL
FLT 4TIV (RIBREKR) LG Lz &, OANRY F U
D Cnax L WAUCo-ld F 212 2155 J O . 885 128 im L 72 (UhEL A 7 —
¥)o BANZYF VIZOATPIBIZ /v L CTHFRRICIRY A e, 7 4
TAT7ATNIEEDONY AAEZHET LI LIZE ST, BANRAY T
YOMMEPREZMINESEL L ZZ 5N TWAEY,
16.7.4 ZODfthDZEH
0O ANZ Y F > DORMNEIREIZ KT $PASOMER O BB 2 MEl+ 5 72
W2, 7N aF =V (CYP2CO M USCYP2CI9D FHER]) . 7 a2+
V= VB 4 b FaF = VORI 2ux 4 Y (L ECYP3A4
J OPHEBR A O MER]) & OfF kB % M L 7225, O 22 E/EH
BED SN Doz (GHEANTF— %),
TV 7 7 B (CYP2CON CYP3AADIEE ) & H\ M gy TH 2 v P
RPN BIRE LS M 2 B 2 AT L 72As, BRI HAE 380 5
Niehol(BHEAT— %),
CYP3A4TFHENE O M H T 5 72012, BB & o ff 1 35k
EELIZA, TFZNVIA LTV F = VO MR EEIHA 1T A S
N, BANZYF U IZCYP3ALIH T AFEEHERE R VEE L
Sz (GHEANT— %)%,
16.7.5 in vitrosE&
b b BRI 2 > Bin vitroiRBRIC B\ CV-II A F OV IRAS A B L 72
B, ZORBHEEITIEFICHRIETH o720 F720 N-BEAF VLICHE S
§ % FE 2 P4504 A 1 CYP2C9 ) I\CYP2C19T & » 7248, CYP2D6%°
CYP3A47 B 5-9 % Btk b 7RI & du7zshs 520,
T AN F F > (50ug/mL) 12 & 5P450(CYPLA2, CYP2C9, CYP2C19.
CYP2D6. CYP2E1J O'CYP3A4) i PED HEZEIX10% L F TH - 7250
16.8 Zfth
(ORINRZFUE2.5megb D11
O ANAYF 42 5mgl 7 4 NZEHBEIESE, OANAY F
v EESMgl 7 A & RIS RS & At S
(ORIR&F0DfE2.5mglt o1 1)
0 ZANA S F 2 ODE2.5mgl ¥ 7 A NIEHEHIc KO &, m ANy
F >~ OD$Edmgl ¥ 7 A | & AR S & Ak Sz,

17. BRPREIE
17.1 BAMRURZLMEICEET 2R
(BaURA5F0O—)VmjE)
17.1.1 ;BNENERAERMGHERS: ©
ALV ATO— VIIEREZE ARG L L CEEREICL ) Eigs e
AHERIZB VT, BANZAY F ¥ (5~80mg) LIz 7 M VXA & F > (10~
80mg) 1 H 1[G ¥ 5 L 7245 %, 1 A/NZA ¥ F » ik, LDL-2 L A
FTHO—)b, AL AFTO—)b, b)Y 7)Y FIIIETFRIEE. HDL-
ILVATF U= )VIZIZIshRE R L7z, $72. 7 AREHB. JEHDL-2
LATH— VERT S, 7REAA-TZENS 72, HIZ, LDL-2
L AFd—)V/HDL-I LV AFa— VI, #3231 A5 0—)L/HDL-2 L
Z27ua—)VIit, JFHDL-a2 L A5 a—)V/HDL-a L A5 a—)Vit, 7K
BHB/ 7 REAA-TIL LT &8 72,
O AN F > OFMIE, G HRLAMDNIZS Sbh, @E2EmEc
WIRRENIR D% E 7 o 720 IAMBITBEGAM E TIZH b, £
DBIERE L 720
FIE I SE BB (X, 0 AN % F »5metk 5B T10.5% (4/3841)
10mg#% G- T1315.6% (7/4561) . J 0S20mg#% G- T17.9%(7/39%1) T
Holzo WTFNOPEGRTL, SBILLEIB L 728 2o 72,
17.1.2 BRSO iEHER
CTHEEREICLIDEBESNARABICBWT, DANZASY F Y25~
20mg % 1 H 16 B 5 L 72 E R EHEOFHER I RO L B
N CTHolz,

17.1.3 ;B SE MAREER®
CTHEEREICEVERINZSRBOE/ T -5 2T LD, TANR
& F »5mg X 1E10mg# 1 H 11285 L 72 B o i IR o 34251k
IF2DEBYTHY, mALATO— VIERZOIREL N %
BN ETLH I EDD STz,

F2 MR EAEOF3ZE s (PHE 8 3 L A 7 1 — )V IIUE BB R 5 iliR)

5 5mg (n=390) 10mg (n=389)
LDL-2 L A5 10—V (%) -41.9 -46.7
Bal Z7ra—(%) -29.6 -33.0
FU )R F(%) -16.4 -19.2
HDL-I L A5 10—V (%) 8.2 8.9
JEHDL-2 L 27 1 — )b (%) -38.2 -42.6
7 REEAB(%) -32.7 -36.5
7 REIA-T1(%) 6.0 7.3

17.1.4 ENENBREIRSHERY: ©

WALV ATO— VIIEEZ 2 G L L CEEREICL ) Eishi:
AERICBWT, T ANA S F U5mgid10meh S %5 % Fis L. LDL-
IV A7 00— UEANCEP 1% A P54 >0 HEMEICES S E TlE
L 720 522 B W CHIAE S8 D5mg XX 10mg D Hk e ik 5-% 21 ¢
WREEFIOEI G, FEIT6% (92/121651) K 1882% (88/107f1) T -
720

BIVER OFEBIHIL T AN A 7 F > 5mghET29.4% (40/136f1) . T A/ A
5 F > 10mgHET26.5%(35/13261) TdH - 72,
(XRigME 3 LU A7 0O—)VIE)
17.1.5 ERSE IBRARSHR": ©

FIEME I L AT 0 — )VIENT AR EEIZ 0 AN A Y 5 2 10mg
MoPG ARG L. 6 E bR L. 2oL XolmiEkEEo
EIGEALRIZFEID LB Th o7,
3 IMEAREfE O L
(FHEMS 2 L A7 0 — )V IE RS 535

fiaep 10mg (n=37) 20mg (n=37)
LDL-a2 L A7 11— (%) -49.2 -53.9
WaL A7ra—)v(%) -39.4 -43.3
N 7)) F(%) -18.2 -23.6
HDL-2 L A7 u—)L (%) 9.6 13.8

1 MEIREMEOFIYZALE (3 L A 7 u — VIIE B R bR

oy 2.5mg 5mg 10mg 20mg

(n=17) (n=12) (n=14) (n=18)

LDL-2 L A7 u—)L (%) -44.99 -52.49 -49.60 -58.32
I 27—l (%) -31.59 -36.40 -34.60 -39.58
)Y EY R (%) -17.35 -23.58 -19.59 -17.01
HDL-I L A7 10— )b (%) 7.64 9.09 14.04 11.25
7 REHAB (%) -38.56 -45.93 -43.97 -50.38
7 REHA-T(%) 5.42 6.25 10.61 9.72
7 REHA-TL(%) 0.38 4.27 7.78 7.73

AR S BUHE X, 1 ANR S F 2. 5mgfi 51 T38.9%(7/18%1) .

Smgi% G- T20.0%(3/1561 ). 10mg#% 5- # T13.3%(2/1561). K O

20mg% 5-BETA7. 4% (9/1961) T - 720 FH67HIIZ B T3F LD 5
N7-EIEE. . CK ER R UY-GTP LA (4361) Td - 72,

3B FR S 72 BIERIZCK B S (3/3761, 8.1%) T - 720

18. EXpEIE
18.1 {EFER
TOANAYF 2 H N7 Lk, RN ICREBIICHLD A F . BFIEC
DAV AT U= VEGBROHEREET T 5 HMG-CoAR TR % E IR
WAOBEAICHEL, IV AT O — VAESKARIIZHET 2, Z
DOFEE. N O I L AT 0= )V Em2MET L. 2Nz ifi) 72HLDL
ZREOFEBNFEENL, ZOLDLZHEEEN LT, ILAFO—
WEHFEOE W) REH THALDLOFIEANOTY A& ASEEN L, i
IV ATHE— VT T2, QANZAYF ATy A, FET
FEE L CREBIR SR A AL TIY A F NS IR EEM S R
W7z, BEBENI LR F 2 e OO IR ER I D A F A < <L IR
B HMG-CoAMRTUIERIMEHI TH L L E 2 HNH™W,
18.1.1 HMG-CoAE i RE=/EA
TOANAZF AN LiE, Iy bRk MNFI 70y —aHkD
HMG-CoATTIEH J2 U b N HMG-CoATCEER Dl B X A »12xf L
TREMEH 2R L7z (n vitro)®
18.1.2 FOL A O—ILERBEE/ER
UANAZF AN A, Ty MIHIEO I L AT 0 - VEKEY
HERGCHE L2, 72, ToHERERZ. thoHMG-CoARICHE
FREAHN TR G L 729,
18.1.3 LDLEHFFE(ER
O ANAY F vy 2ld, b b FE R HepG2#ii I O LDLAZ 74k
mRNADFEB % AR ICFHE L, T 72, LDLEAWEL BN s &
72 (n vitro)",
18.2 ML A FO—IUETER
TANAYTF AN T AL, A4 2D, H=r A HF)L® WHHLY %
F(e FFEEMEEI L A7 0 — VIED € FIVEIY) 912 B W TSR
ILVATO— )%, /2, TREHESLeiddenh T VATV 2 =v o<
% A (B VLDLILE & 7 )VEI) O e O e » 7 R&EHB/CETP(a L A7
O— VIATVEREN) P T v AT 2=y 723 A (L DI L AT
o — UREHC L L 2R RS e A5 A £ T VED) Y IcB W T
MEEFRITI VAT O— V2 AEIET S8/, 1 XI2BWTIE, HMG-
CoAMRICEEE D RKIBFEYW T 5 A N1V EED I % B K112
T &2,
18.3 EnbEE(LERINHIER
T ANAYF 2 HVy s sk, WHHLY - FI2B VT, KEIROIEE
LAEWRE, IV AT VEREOET 27206 L, BIRE(LFZE O
JEAEHIL 7219



18.4 NUJ ULV METER
OANAYFHIVyald, 7TREAESLeidenh 7 v AV 2=y 7
YT AKDPE NTREAB/CETP N7 Y AV 2=y 7= 7 AD %
FUZY Y FERET S #7250,

19. BMHSHCET DEEENME

—f%$ : T ANAFF 2 H vy A (Rosuvastatin Calcium)

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

SFI - (CeHzrFN306S)2Ca

SFE 0 1001.14

BiEx

Ca2+
N/
A
N
H:¢” N7 N

|
CHs

M R ABROHERTH D, TR P IVIZETR T, X =)L
RREITRT L KXUEZ Y 2 — 1 (99.5) ITVEITFIC < v W
ThHho

20. BRLV EDFR
{OD##»
BB T IR A L OB L CRET 5 2 &,

*22, A%
(ORINAYFUE2.5mg[T D1 1)
PTPLEZIEAI A D ] 1 1008E (105E % 10) . 5005 (104 % 50)
NT [EIEFI D ] © 20082
(ORNRFYFiEbmegltd T4 1)
PTPLEZIEA A D ] 1 1008E (105E % 10) . 50045 (104 x 50)
NT [EIEHFIAD ] © 20082
(ORI\NR&F0ODiE2.5mglt o1 1)
PTPLEZIEA A D ] 1 1008E (105E % 10) . 50045 (104 % 50)
NT I ] © 20082
(ORI F0DEESmeH I 1)
PTPLEZIEA A D ] 1 1008E (105E % 10) . 50045 (104 x 50)
NT IR ] 20082

CHs 9

*%23. FEHEL

1) Lehtisalo, M. et al. : Br. J. Clin. Pharmacol,, 2023 ; 89(7) : 2309-2315
2) Lehtisalo, M. et al. : Clin. Pharmacol. Ther., 2024 ; 115(1) : 71-79
3) Zurth, C. et al. : Eur. J. Drug Metab. Pharmacokinet., 2019 ; 44(6) :
747-759
4) HEPRGHROMBEREE (7 L A b —)VEE 1 2005461 H19H &G, Hi
FHERHMREANS.3.1.2)
5) Martin, P. D. et al. : Clin. Ther., 2003 : 25(8) : 2215-2224
6) AP GtoMmIERiEE (7 L A b —)VEE 1 2005461 H 19H &G, Hi
FHERHREENS . 4)
7) BHEP AW ¢ ERIRIESE, 2005 5 21(2) © 187-203
8) HMEIZBIF ZMEEFEEE (7 LA M—)VEE - 200541 19H 7GR, H
FHERHREEANS.6)
9) KAEFEG- (7 LA b —)UEE : 20054E1 B 19H A&GE, HIEEERHEEA~
3.7.8)
10) Martin, P. D. et al. : Br. J. Clin. Pharmacol, 2002 ; 54(5) : 472-477
11) PR - A WA S R ($E5mg)
12) ARNERL - AR SR ER (OD$E5mg)

13) WA FIAZE (2 LA b —)V§E - 2005451 H 19H ZKFR., HAE R
FA3.5)

14) EFOEE(Z LA b—)VEE : 20054E1 A 19H &GS, HFTERHREA
3.7.5)

15) EHEMEAHR(Z LA b —)VEE : 20054E1 B 19 H KGR, HIEFERHEA~
2.2.5)

16) JRIFEFHEM=R (7 L A b —)UEE - 200541 H 19 H KGR, HIFEE FHTE
~3.7.9.5)

17) HMG-CoAETCEE R HIE G MR M rp i (7 L A+ —)V§E © 2005

EITI9H KGR, B aEHEEEA3.7.9.4)
18) Martin, P. D. et al. : J. Clin. Pharmacol, 2002 : 42(10) : 1116-1121
19) Simonson, S. G. et al. : Eur. J. Clin. Pharmacol., 2003 ; 58(10) : 669-
675
20) BEEDFE (2 LA M —VEE 2006451 H 19 H A&
~3.7.11)

TR R 2

S
(=]
=

S
Do
=~

49)
50)

51)

SEWPA AR — HIEEHI (2 L A b — )L §E 2005451 H 19H KGR, HiFE
ERMEEEANS.7.12.2(1))

Simonson, S. G. et al. : Clin. Pharmacol. Ther., 2004 ; 76(2) : 167-
177

Schneck, D. W. et al. : Clin. Pharmacol. Ther., 2004 ; 75(5) : 455-
463

Cooper, K. J. et al. : Eur. J. Clin. Pharmacol., 2002 ; 58(8) : 527-531
Cooper, K. J. et al. : Br. J. Clin. Pharmacol,, 2003 ; 55(1) : 94-99
Cooper, K. J. et al. : Clin. Pharmacol. Ther., 2003 ; 73(4) : 322-329
Cooper, K. J. et al. : Eur. J. Clin. Pharmacol., 2003 ;: 59(1) : 51-56
Simonson, S. G. et al. : J. Clin. Pharmacol,, 2005 : 45(8) : 927-934
Martin, P. D. et al. : J. Clin. Pharmacol., 2002 ; 42(12) : 1352-1357
Simonson, S. G. et al. : Br. J. Clin. Pharmacol., 2004 ; 57(3) : 279-
286

McCormick, A. D. et al. : J. Clin. Pharmacol,, 2000 ; 40 : 1055

in vitroiBR (7 L A b —)UEE © 20054FE1 H19H KGR, HREERHRE
~3.7.9.1)

FEAEORL A IR SR (582 5mg)

FEPVERL ¢ AR I S R (OD$iE2 . 5mg)

Schneck, D. W. et al. : Am. J. Cardiol, 2003 ; 91(1) : 33-41

WS T BSOS ERER (7 L A b —)V§E 1 20054E1 H 19 H AKGE, H
FHERMREE M1.3.2)

HAEANEI VAT U= VIIESEE BT 2ERME(Z LA P =L
& 0 2005%E 1L H19H KRR, HIGHEREEE 11.2.3)

AHEIAE T L AT 0= VIEEF BT 2HNEZ LA =)L

$& © 20054F LA 19H KGR, HEEEREZE b2.1.2.1)

MEIAE IV AT 0 — VIIERF ORI GICB T 265807 L
AN —)VEE L 20054E1 H19H KGR, HIGEERMEZ 11.5.2)

Olsson, A. G. et al. : Am. Heart J.,, 2002 : 144(6) : 1044-1051
Mabuchi, H. et al. : J. Atheroscler. Thromb., 2004 ;: 11(3) : 152-158
ENES T AR R 53085 (7 L A b —)U§E - 20064F1 H 19H KRS,
RS 1.4.2)

Nezasa, K. et al. © Xenobiotica, 2003 ; 33(4) : 379-388

TER#T (7 LA b —)v§e @ 20054E 1 19H KRR, W& REHMEZE R 1)
McTaggart, F. et al. : Am. J. Cardiol, 2001 ; 87(5A) : 28B-32B
LDLZZRICHR T 2160 (2 L A b — )V : 20054E1 H19H KRR,
BRI ARL.2.3)

A ZOMAHFARE L 27 (7 LA b —)V§iE 2006451 H 19 H 7%
2. HEEEEEARL.1.1)
HZZAFLNOMFEIL AT O — VR BREAITL AT 10— )V
DM (7 VA S —)VEE : 200541 H 19 H KGR, IS ERMEEE &
1.1.2)

WHHL ™ 4 FOI{E T L AT 10— )b J OBIARTEALIRZE 12505 2 VR
(7 VA N—)VEE : 20054E1 H 19 H 78, HREERMEEA1.1.3)

7 HREHESLeiden b 7 Y AY £ 2w 7 AT AER (2 L A
b —)V$E © 20054E1 H19H A&GE. HETERHEZER1.1.4)

v N7 REAB/CETP N v AV 2= 7= AR AR (7
LA b —)V$E © 20054E1 H19H KGR, HIEEERMRE A1.1.5)

*24. XEERFERUBEUVEDEE
PO A S R v —
T532-0003 ABHiENI X EE5 T H2-30
TEL : 0120-381-999 FAX : 06-7708-8966

26. HERTFRES

26.1

SHSARZETT

IRARERISHT

ABRMEIIXERSTH2-30

DA2 A241009



