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16.6.3 BREEOHE
FIEEO R 2ERELAT 2NENEH A~8F) Ica AN ¥
F AN A20mgZ1H1IE14H B AERTHS L, miEda 2
NAGF VRERNE LAY, BENSHEEOTEREDD L BE
Tldy BANZRSY F U OMBEFRREIET28BIEIEEALRD
SNGhole L, BEMZLTF=Zv21) 75 Y A<30mL/
min/1.73m?) OEEEEDH 5 BF Tld. RS AT IAE A i
JEDKIBMGIC EA L7ze [7.10 7.2, 9.2.2, 9.2.3 %]
16.7 EMHEEIEA
16.7.1 #IEgH
I H % R OE R S L7236, T AN Y F 2 D Crnax J2 FAUCo-21n
i%ﬂ%ﬂm%&&%%ifﬁ?btﬁ‘UZNX&%V&?%ﬂﬁE
VA 2 3% 5- L7238 2iE,. @ AN A T 2 D Cmax L ISAUCo-2anld 7
n%n#ﬁmﬁmm%&vm%f%ozxﬂEA?—9W2DQZ%M]
16.7.2 >/ OXRKRY >
YU ARY Y EEGENTOLOMBBREEICT 2N Y F ¥ %24
G5 L2EE&, GZANZAYF ¥ DCrnax . FAUCo-2enlE, fEHER AN HL
TGRS L7z L EITHRTENZNL0.665 L 7. 165 B4 L 7= (U
FAT—%)9, @2ANZ%F IZOATPIBI %4 L CIFIRICHLY A F

M, ¥7uZXR) YFZEONY AAZIHET LI LITE 5T, BANA
5 F v OMBEPREZINSE2LEZ BN TWD, (2.4, 10.1 BFH]
16.7.3 L7 4702

FAT 4TIV (RRAKR) LG L2 & aANRYF

¥ D Cumaxc L WAUCo-Ud Z N2 N2, 2145 K OF1. 885 123 m L 7z (AR

F— )0, 0 ZANZ ¥ F VIZOATPIB1 % 4 L TSI Y 3A 41,

FNT 4TI NVIEEORYARZFRET S LICL T, AN

AE TV OMBFREZHMIEDLLEEZONTVD,

16.7.4 ZDfbDEEH]

0 ANZF F v ORNBIREZ J2 T3 PASORH 5] 0 2 % a5 5 72
Iz, 7N aF = (CYP2CO S O"CYP2CI9D FLEH]) . 4 b
aAF=ND 4 FaF= VB KRy 2uv S v r? (PLE
CYP3A4 K UPHEE LI DM EHA]) & OOF T kB % Fht L7225 WS 2
HHEEIZRD SN h oz (BHEATF— ).

TNV7 7 ) % (CYP2COK ISCYP3A4D IR H DV Id Y TF ¥
VB DWW TR AR BGET L7e2s, S B RE A AR HAE
D LN Lol (BHEAT—%),

CYP3A4FHENE ] DA% B3 2 72012, RRCREIEIE & o ff
BrEEMRL72A TF VI A T YVF — Vo METEE IR
AHNF, OANAY F VIZCYPIALIH § 2 iFEE M 2R & v
LEzZ N (MHEANT—5)5,

16.7.5 in vitrostE&

v bR % T B in 0itroid BRI 38\ TN-IBE 2 F VAKA A B
L7e7s, ZORHHEEZEFIHEIRTH o720 T720 NBAF N
1LIZ B 5§ % 3 7 P4505 T-F 13 CYP2COM OFCYP2CL9T & - 7278,
CYP2D6X°CYP3A4H I 5.9 % W gtk b /R S 7z%)2),

o 2N Z ¥ F »(50ug/mL) 2 X 5 P450(CYP1A2. CYP2C9.
CYP2C19, CYP2D6. CYP2E1}. O°CYP3A4) & = 1310% LA
TThor2?,

16.8 ZOfth

(AZINZBF>ODEE2.5mgl =F1])

T ANA S F »OD$E2. 5mgl =&, [ o35 % #&0REE EA
DEY A RS RBR AT A K54~ CEM244E2 H 29 1 38 fr 48 58
0229%510%) JI23ED &, 1@ AN 2 & F » OD§Edmgl =l | % 12 e 445
ELE &, BHZREIDEL L AWML E A Sz,

17. EREREXHE
17.1 AERORLMICEET 555k
17.1.1 BB THAERIGHR
FHAVATE—VIER A Z S L LTCTEERBEICL D ERI N
72RBRICB VT, BANR Y F 2 (5~80mg) XX 7 MVINA Y F
(10~80mg) %1 H1M6 A% 5 L7245 H. 1w AN % F ik, LDL-
ILAFHE—), IV ATFa—)b, ~Y )L FIIETRHR
%, HDL-3 L A7 0 — WIZIEIRh R 2R L7ze 720 7 REEAB,
JHDL-2 L AT H— V2K T &8, 7TREHA-TZHIMS 72, H
12, LDL-2 L A5 a—)L/HDL-2 L A7 u— Vi, 2L AF0—
JV/HDL-2 L A7 u— )k, JEHDL-2 L A7 a—)L/HDL-2 L X
%n—wm\7%%5&7%%9AJ&%@Y§%&°
Uxﬂxy%/01m1 WG %L DN S S b, 2308
FTIRARBIRDI% & o7z AR ITEFLABETICHODH
. Zo%kRH L7,
BIE S BUMIE X, 0 AN Y F ¥ 5mg#k 5B T10.5%(4/3851)
10mgd% 5-5F T1x15.6% (7/4561) . KU 20mgde 5- B CT17.9%(7/39%1) T
Ho72e WTFNOFGETYH ., 3BILLEFEBL L 2RI 2 2o 72%0 5
17.1.2 ERE I HHER
CHEERBEICLDERSNZRBICB YT, BANAYF 2.5~
20mg# 1 H 1638 [ 5 L 7z B o M i E i o FH 2 LRIz R0 &

BYTHo7,

F1 MEIREMEOTFHZALE (3 L A 7 a — Ve B R A
pehE 25mg 5mg 10mg 20mg
) (n=17) (n=12) (n=14) (n=18)
LDL-2 L A5 11— (%) -44.99 -52.49 -49.60 -58.32
waL27a—(%) -31.59 -36.40 -34.60 -39.58
M) 7Y F(%) -17.35 -23.58 -19.59 -17.01
HDL-a2 L A5 u— (%) 764 9.09 14.04 11.25
7 REEB (%) -38.56 -45.93 -43.97 -50.38

7 REAA-1(%) 542 6.25 10.61 9.72

7 REAA-TL(%) 0.38 4.27 7.78 7.73

BEIVEFHSEHIUBE IZ, T ANR Y F 22 5meft 58 T38.9% (7/1851) .
5Smg# 5-#EC20.0% (3/15%1) . 10mg#k 5-# T13.3%(2/1561), K O°
20mg#% 5 T47.4%(9/1961) Td - 720 FH67THN IV T3BFILL L7850
SNZZREIERNE. B, CK LA R OY-GTP LR (4361) TH - 723,
17.1.3 BHE MAEHER
CTHEMRBEICE ) E SN ASHBROERM T 2 T Loz, AN
2% F »5mgXix10mg % 1 H1[m12:8 F 5 L 7B o i iR o7
xmfiﬁwwtbf&b EaLAFO— VILEBRZFOIRE L X
WV EBERNIYET S 2 LAD Sz,
%2mmhﬁﬁ@$hwmeUAm:uxru—wmﬁﬁ%ﬂ%ﬁ%)

fiaep s 5mg (n=390) 10mg (n=389)
LDL-2 L 25 a—)V (%) -41.9 -46.7
I AT E—I (%) -29.6 -33.0
Y7 )R F(%) -16.4 -19.2




Peha 5mg (n=390) 10mg (n=389)
HDL-2 L A5 a— (%) 82 8.9
JEHDL-2 L 257 1 — )V (%) -38.2 -42.6
7 REAB(%) -32.7 -36.5
7 REFAA-T(%) 6.0 73

17.1.4 BHETHRRIREHR
WALV ATO—VIERZ WS LTOEEREICL D ERSh
REBRICBWT, B ANZ 7 F 5mg i 10med S5 Z G L.
LDL-2 L A 50— Vli’NCEP T %4 K54 > O AEEEICET 5
FCHIE L7z, 52 IEIZ B T 5 O 5mg X1 10mg O #k fi
P& Z T IER O EIGE. ZRENT6%(92/12161) K 1°82%
(88/1071) Td o 7=
RITER OFBARIZ T ANR ¥ F > 5mght T29.4%(40/136%1), o X
INAFF 2 10mghtT26.5% (35/13261) TH o 720 TN OG-8
TP FFEBL L ZZRI NG T, IR R, s, . AN,
J895. IR OME)JRE T d - 72559,

18. EERhEEIE

18.1 1ER#F
T ANAEF 2 H VT 2, WIRPICHEBNMICI D A F ., IFIKT
DAV AT = VAGEROH MRS TH L HMG-CoA# TTHER & 3%
PGP OBAMICHE L, I L AT T — VALK Z RIS 5,
ZOME, HRHNOI L AT a—VERPMMET L, Shai)o
LDLZERORWEIFFLEEN DL, ZOLDLZEKZHNL T, 2L R
T H=VEHROFHWY RETTDH 5LDLOJFIEA~DHLY A AN
L. MHAIVATa— VMK T35, BANZRSYF i, TR E
&L CHREBRE R &/ L CHLY A F 1, IREDHAITE S LB 72 0,
FEBN %R % 572 2 WAL OISR 1R A s < <L IR RN 2
HMG-CoA#TTREHZMEAITH D L HE 2 5N 5%,
18.1.1 HMG-CoAR TR R E1EA
OUANAZF Y ANTY TN, Ty PR MFI 70y =A%k
DHMG-CoA R T H K U e N HMG-CoA & JUlF# O fil it B 2 4 >~
W) UCRLEEH 2R L 72 (i vitro)™s
18.1.2 FFaL A5 O— L& BEE/ER
UANAZF o ANT T A Ty MO VAT 8= V&%
R E Lz 720 ZoMEERIZ. oHMG-CoA
SR ICIE SR B AN TR Rk L 723
18.1.3 LDLZRFFEEA
TANRYF v ANY Y 2, b MRk HepG2Al i O LDL A %%

mRNADFEI 2 REERATIICFHE L, F 72, LDLAG APk 0
&7z (in vitro)™s
18.2 M# L X5 O—JUETF{ER
TANAYF ANV E, 4 XY, =27 4F)N?2 WHHLY %

F(e MREME IV AT 0 — VILED T F VB 12 B v T
JLVAFu—)V%, ¥/, TREAESLeidens 7 VAV =2y <
7 A (#VLDLIIAE € 7 VB W O e b 7 REFB/CETP(2 L A 7
O— VI AFVIERE) NI VAV 2=y 2y A(R DI L AT
u— VACHHNI L L 72 IR AR S A 3 5 E 7 VE) P12 B Wi
MR I VAT O— V2 FEILT S/, 4 XI2BWTiE, HMG-
CoABITLEELE D USTEW TH 2 A /N0 ¥ [ o i i 5 % 1 B ARTE I 12
TSz,

18.3 EDAREE{LIE B M HI1ER

TOANAYF 2Ny Ak, WHHLY HFI2B 0T, KBIROIGE
WAWR, IVATO—VEROET 207256 L. BIRELHEZE O
& B L 72

18.4 YT U &Y NMETER

TUANAYF ANy Ak, THREAESLeiden 7 Y AV 2=y 7
< AR b7 EEAB/CETP N7 Y AV 2=y 7 <y A0
FY 7Y ) FRKTF &L,

19. B2 ICET 2EEZEA
—#i%h : @ ANAF F 2 H IV A (Rosuvastatin Calcium)
144 : Monocalcium bis[ (3R,5S,6E)-7- {4~ (4-fluorophenyl) -6-
(1-methylethyl) -2- [methyl (methylsulfonyl) amino] pyrimidin-5-yl}

-3,5-dihydroxyhept-6-enoate]

713 1 (C2H2rFN306S)2Ca
45 F= 1 1001.14
i
24
co.- | ‘@
[0}
\\S//
HeC™ \‘
CHs CHs

TR AREABORKTH 5,

AE 72 P = MY VIZEHEITR T A Y = MIZRRBETFRT <

AXEx s 7= (99.5) IHIFIC

A IR T 5o

(AN

20.

[GiESEAESITST

22.

BIRV EDEE
ERTEL L TRAET 52 Lo

ak

(ARINZ & F>OD$E2.5mgl =H#1])

1005 (PTP10$E % 10). 5008 (PTP10$E % 50)
50058 (N7, HEERIAY ). 7005E (PTP145E X 50)

(@RISR B FODgE5mgl =F1])

23

—
«

3%
S

w
<

) McTaggart F, et al.
) LDLZBRISH$ 210 (7 L A b — Vg

100%E (PTP10%E % 10)
7005 (PTP14%% X 50)

FEZK
Zurth C, et al.
44(6) : 747-759
Ll G- o M (2 LA b=V KEEA I 2005451419
H. HEEERME%EA~3.3.1)

Martin PD, et al. : Clin Ther. 2003 ; 25(8) : 2215-2224

AP G- B OMBETREE (7 VA M=V AREHH 20054119
H. WEFEREAN3.4)

BB B 2 HARN EAME A DI (7 L A b — vk
F ©20054E1H19H, HIGEERMESE M1.1.4)
BB IBT DM (7 LA N — IV
H. WEFEREN3.6)

5005E (VN7 . FEIHHIAD )

*Eur J Drug Metab Pharmacokinet. 2019 ;

KGR

FRFEAETTH : 20054E1 1119

BB 2 ARG RO MBTREE (7 LA b — Vg KFRAE)]
H  20054F1H19H, WIRHFEFEEN3.7.8)
Martin PD, et al. : Br J Clin Pharmacol. 2002 ; 54(5) : 472-477

FEAERE © 1 A2 8 F 2 ODFEbmgl =1 AR [F) S5k 3Bk
EWEFEFIER (7 VA b=V KRR H 1 20054E1)719H, HiGE
HRHEFEN3.5)
HEREOWE (7 VA b=V
WEEEA3.7.5)
EORAE(Z VA b—vEE
WEBEinN2.2.5)
JRIEFPEMIR (7 L A b= KR
FHEZEA3.7.9)
HMG-CoA#TCREH BLFIGEAR O B PREE (7 L A b — Vg
EHH :20054E1H19H ., HEEERESEAN3.7.9)

Martin PD, et al. : J Clin Pharmacol. 2002 ; 42(10) : 1116-1121
Simonson SG, et al. : Eur J Clin Pharmacol. 2003 ; 58(10) : 669-675
EREEORE (7 VA M—VEE KR H 1 200541 019H, HIEEE
BHEZEAN3.7.11)

SN EAER] — W (7 VA b —)ve ARAEHH 200541119
H. WEFERENS.7.12)

FRRAEFH : 200541190, Wit

FRRAEFH : 200541 19H, WAt
A H ©20054E1H19H ., HIGEE

KGR

Simonson SG, et al. : Clin Pharmacol Ther. 2004 ; 76(2) : 167-177
Schneck DW, et al. : Clin Pharmacol Ther. 2004 ; 75(5) : 455-463
Cooper KJ, et al. : Eur J Clin Pharmacol. 2002 ; 58(8) : 527-531
Cooper KJ, et al. : Br J Clin Pharmacol. 2003 ; 55(1) : 94-99
Cooper KJ, et al. : Clin Pharmacol Ther. 2003 ; 73(4) : 322-329
Cooper KJ, et al. : Eur J Clin Pharmacol. 2003 ; 59(1) : 51-56
Simonson SG, et al. : J Clin Pharmacol. 2005 ; 45(8) : 927-934
Martin PD, et al. : J Clin Pharmacol. 2002 ; 42(12) : 1352-1357
Simonson SG, et al. : Br J Clin Pharmacol. 2004 ; 57(3) : 279-286

McCormick AD, et al. : J Clin Pharmacol.

T ANRA S F ¥ Din vitro R# (7 VA T+ — IV

FIHI9H, HIEEEEMEZEA 3.7.9)

TR - T ZANA & F 2 ODEE2. 5mgl = A1 AWy 0 [) S s

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

T MVASRAY S L OREISHEGAE (7 VA b — Ve KiE

F 0 20054E1H19H, HIGEERMIESE M1.3.2)

AARANEI VAT O — VIEREICBI AN (2 LA b= Vg

FRAAEH T 2 20054E1 190, HFEEREE M1.2.3)

AEAREIT VAT 0= VIIEEFICBI 26 (7 LA b=V

JRKEEAEH H 1 200541 H19H . HEEEFHEZE +2.1.2)

SAEINE T VAT 0 — VIE B O RGBT 2651 (2 L A
b= VB RBEHAD 20054E1H190 . HEEERIEE 11.5.2)

Olsson AG, et al. : Am Heart J. 2002 ; 144(6) : 1044-1051

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

TERFEOE LD (7 VA M= AREHH @ 20054E1H19H. H

BRI AR 1.2.8)

2000 : 40 : 1055
HRFRAEAH 1 2005

B4R

: Am J Cardiol. 2001 : 87(5A) : 28B-32B
FRAEH A 20054E1 19
H. HESEEHESEARL.2.3)
A XOMPHREIS AEH (7 VA b—vEE KBEH I 1 2005451
A19H, HEFEAHRZER1.1.1)
AZZAFEVDOIMHEI L AT O — VRO REHI L AT T — |2k
FTHMER (7 VA N =g ARBAERH  20054E1A19H . HETEEHE
R1.1.2)
WHHL ™ ¥ OIfiii§ 2 L 2 7 1 — )V L BRI ZE 2003 5 1
(Z VA M=V FRFEAEHH 1 20054E1H19H . AR ER1.1.3)
7 REHE SLeiden s T Y AV 2=y 7 ZIKT AEH (7 L X
b—ovEE FRFAEAH : 20054E1H 191, HFE T ARL.1.4)
v N7 REAB/CETP NI v AV 2=y 7= AT B4R (7 L
A b—vEE KEAEHH 200541 H19H, AR AL.1.5)



24. XEFERERVHVEDES

MRS ZRALERITET a> s 7 her sy —
T461-8631 At i HUIX HUHM N 35
TEL 0120-19-8130 FAX(052)950-1305

26. RERTEES

26.1 BOSERTETT

§ wxait SAHLL TR

SKK ZEHEMRRRNIEATISHF b T461-8631

WG-11





