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P55 04.9% 2 1N76.8% T dh - 7216),

16.6 HEDERZT I HEE

16.6.1 MERUIMEDRE
NEAOBHLEER, BUEwEEE . KEEEE R OZ S EE £8pica
ANRAE F ANy A40mg URBAVH ) & Bk G- L7z & 2 A,
BHEDCmax L PAUCO-IE ZNZNZED82% L NN % T > 720 Tz, #i
AEH DO Cmax L AUCO-UE Z N Z N #E D112% K 0°106% CTdy )« B -
MR & 2 BYEER MO MBI Ve Z 2 bz,

16.6.2 FIEEDHE
Child-Pugh A(Z2 27 :5~6)& %\ ZChild-Pugh B(X a7 : 7~9) D}
R 3 HAMEANBEZOBIIT AN Y F 2 H VY A10mgh L H1E
14H BRI S Ly PO 282 7 F VilEE 2 e L7, ks
D Cmax S WAUCo-24n 13 fEEE B ABE D Z 2N 15~2.145 K O 1.05~1.2f5 T
H Y. 12, Child-PughZ 2 7 A38~90 BH2HIZ BT 5 MAE R 1L,
MR TE 27219, [22, 931, 932%H]

16.6.3 BEZDHE
FIEEORL 2 FMEELZ AT 2NENEE A~8F)ICTANR Y F VAV
¥ 220mgZ& 1 H 1A 14 H ARG L, MAEh T 282 & F Vi
BPE L7z BELOHEEOBEENDH L BEHETIE, UANZXIF O
MR R T 25 BTIE L A LD N o Tz L L, EE(Y
L7 F=r 2 )79 Y A<30mL/min/1.73m?) OFEED H 5 BE T, il
HERE AL AT s B AT 30512 R L7220, [7.1, 7.2, 922, 923%
]

16.7 EYEEIER

16.7.1 HIEEH
il 2 FEOE %S L2236, 0 ANZ ¥ F ¥ OCmax i TAUC0-24013 &
NZEN50% M 46% F THF L7225, 0 AN F F 2 P51k 215 I L2 il k41
EWGLEHAICIE. O ANZR Y F ¥ OCmax L NAUC-240 1 F N2 N IEDE
JHIF D 84% 1% U78% T - 72 JHEIN 7 — )2, [102511)

16.7.2 ¥yoORKU Y
Y aAR) YERGENTWLLEBMEZICT AN Y F 0 &2
HLbe &, 0ANRSY T ¥ OCmax e ' AUCo-24n13 R AL T
B L 72 & B ICHARTERZNI066 R U7 LR L 22 AR AF— %),
T ANA S F ZIZOATPIBlZ 4 L THFBRICHUD SAF e, ¥ 7 m AR »
BZOWY ARZET B LICE 5T UANRYF Y OMEhiRE%E
BNXE2 %25 Twa2), [24, 10151R]

16.7.3 L7 470OY)L
FAT 4 T7Ta DN (RIERKRR) LRSS Lz & OANRYF YO
Crmax e 'AUCo-t1d 2N 22145 2 01885 12 Hg b L 72 (BHE A7 — %) o
O ANA S F VIZOATPIBI 24 L OIS AT h, ¥4 7470y
WEZFDORY AR ZHET LI EICL T, TANRY F ¥ DI
EWMELLEEZZLNTNED),

16.7.4 ZDhDEA
T AN F T ¥ ORI F 3P4SO EH O 8 % Ratd 5 72012,
73+ =)V (CYP2COK FCYP2CI9DFH4EH]) . 7 b a3+ —)b, 4 b
FaAF—= VRO Aa< A ¥y (P ECYP3A4K OPHE#E I o FLEA])
EOPHRERE % Fhi L7225, WS 2 A EAEIZERD Sz d o 72 (FHE
AT —=5)2D,
TV7 7Y ¥ (CYP2COK UFCYP3AADIEE) & A\ 3 Y TF ¥ ¥ OENE)
IS RIT T2 MGt LS, MBI A IR0 S o7z
BHE AT —2)2D,,
CYP3A4FHENEH O % Mead 3 5 72012, FELIEALSE & o P kR % 5
L7225, ZF VTR T IF—VOMBEREEIRDIEASNT, 1
AN L F LIECYPIAUIH T 2 FEEM 2 R S v & H 2 sz (FHEA
F=%)%,



16.7.5 in vitro &
b bR 2 v 5 in o vitro iRERIC B TN - A FIOVIRASHERK L 72
B OB IR B CTH o720 T2 NBAFMLICHE T2
F 74 P4504> FAEIZCYP2CO K I'CYP2C19Cd - 7245, CYP2D6%°CYP3A4
B G- B W RENE R & 722425,
O ANA % F (50 u g/mL) 12 X 5P450(CYP1A2., CYP2C9. CYP2C19.
CYP2D6, CYP2E1J% U'CYP3A4)iGED FEHRIZ10% T T - 7220,
16.8 ZDfth
T AN % F »ODEE2.5mel iR [1Z, [Hads 52z 2 8L I 3H o A
SRR AT A K54 7 JCER244E2H 29 0 A, 3EAHEAI802294510
FICHDE, BANZ S F ODSEcmgl WG | 2 ERA & Lz e &, &
B L, EWHMICRES Lk S h7220,

17. BRIRALIE

17.1 BWHERURLMICE T 255

(&I AF0O—)VIE)

17.1.1 BABEIBREREHER
W VAFu— VIIERE 2 WS L LT oEEREIC LD 92 S h 7z ikBk
IZBWT, KH (5~80mg) Xix 7 PV SR ¥ F > (10~80mg) % 1 H 11658
fI#e 5 Lo g, A#id, LDL-aLA5a—)b, aLxsa—i, bV
)t FICRETRI%%2, HDL-a L 25 0 — VI 2R L.
$/2. 7HREAB. EHDL- 2L A7 0 — VKT X4, 7REHAIZH
MEE72, B2, LDL-2 LV A5 0—)V/HDL-2 L AF 0 —)VH, I LA
7 H—)V/HDL-2 VA7 u—)Vt, JEHDL-2 L A7 a—)V/HDL-2 L AT
T—)Vit, TREAB/ 7 REHAILEEKT €72,
KA OIME, 5 HAMUMNICS S5bh, BH2HEMF TICRAED
90%& % o 720 ARG HAEM F TICh Sbh, ZoHFH Lz,
BRI S BB 12, AHI5Smgd% 58 T10.5% (4/3861) . 10mgik 5-BE T I
15.6% (7/4561) . K& 0°20mg#% 58 T17.9% (7/396)) TH - 720 WTFNR O
HREECH ., BB EFB L 22RIE o 7228,

17.1.2 ERSEIHERER
TEEREICE ) ERS NI B VYT, KHI25~20mgE 1 H 110654 [
5 L7z o MG IRE MO ERIIRIOLEBY) THho 720
£ MEIREMEOTIZALR (5 2 L A 7 1 — VIUE B R k)

o5 25mg 5mg 10mg 20mg
(n=17) (n=12) (n=14) (n=18)
LDL-2 L A7 a—) (%) —44.99 —5249 —49.60 -58.32
L A7 - (%) —31.59 —36.40 —34.60 —39.58
U7 YY) R (%) -17.35 —2358 -19.59 -17.01
HDL-2 L A7 u—)b (%) 7.64 9.09 14.04 11.25
7 REFB(%) — 3856 —4593 —4397 —50.38
7 REFTAT(%) 542 6.25 10.61 972
7 AR EHAI(%) 0.38 4.27 778 7.73

FIEH S BURRE (X, ARF2.5mg 58 T38.9% (7/18%1) . Smg 5-# T
20.0% (3/15%1) . 10mg#% 5-BEC13.3% (2/1581) . L U20mg#t 51 C47.4% (9
/1961) Td - 720 FHE7THIC BV TIFILL LD SN I I, 6. CK
ESR y -GTP LS (%36)) Tdh - 7229,
17.1.3 7BHSEIIEEER

THEEMBICL ) ESNIMBOER T -5 2 T Loz, AFIGmg L
1310mg % 1 H 1m 128 [P 5- L 7z B o i i g o P2t Rkeo L 8 Y
THY, BIVAT U= VIERFDOREL NV 2R EWICwET LI L
AR 5730,

22 M IRE MO FH LR FHEAR I L A 71— Ve 835 G

15%)
Eeasay 5mg (n=390) 10mg (n=389)
LDL-I L 25 1 —)L (%) -419 - 467
WavAFa—i(%) -296 -330
FUZ )R R (%) -164 -19.2
HDL-2 L Z 51— (%) 82 89
JEHDL-a L 2 57 11— )L (%) -382 —426
7 RE&EFB(%) -327 -365
7 REFAI(%) 6.0 73

17.1.4 BHEIBRBRSHER
WA VAT H—)VIIEREZ NG L L CZEEMRBEIC LD FhiE S 7zl
BWT, AABmgiE10mgh 5% 5- 2l L. LDL-I L A7 0 — Vi
NCEP IIA A K94 v O HEEMEISET % £ CTE L7z, 52HIFIZHBWT
WP 55 D5mg XX 10mg Dk Hidk 5-% % T Bl od &k, Fh?
N76% (92/12141) J%. 10°82% (88/10741) T - 725
HIEH O S A A5 m g BE T29.4% (40/136%51) . AF10m g T26.5% (35/
132) T » 723V,

18. FRhEIE

18.1 1ERERF
TANRAYF AN T 7 AE FFBPICREBIICIY A, BFToa

L A7 80— VAESBCROHMEESE T D HMG-CoATEILHEH % #INMY 5>
WAMICHE L, IV AT 0 — VAESKERICIET 5. ORI
MDDV AFa—VERMET L. SRz 2OLDLZREROIR L
FEEIND, TOLDLZEEEZAL T, ILATO—VEFROEBNY K
HTHHLDLONFEAOH Y AR, M3 L A 70— VKT
T 5o AAN, FFECIEI L LCREBIR%E R 2 A LTI A, IR
FE 2SR N 7200 REBhR %R 2 FE 72 2 WAL OB T IZHL Y SA F i
<< TR e HMG-Co AR TERE R FLEHI TH 2 L £ 2 b h 53,
18.1.1 HMG-CoAETERE=1ER
OQANAZFrHNYIAE, Iy PR MFIZzav—2ailisko
HMG-CoA&ICIHEH3 R UL M HMG-CoA R ICHEE DML 1 2 4 30 12%}
L CHLEER 27~ L7z (in vitro ) o
18.1.2 FOLURAFO—/LEMEEER
HANAZF U HANTYTAE, 7y MFilRO I VAT 0 — V&% &
AP LS L7235
18.1.3 LDLEZHAFEIER
QANZAYF ANy Ld, b MFEHEHepG2MIL O LDL % 214
mMRNAD S % W ERARICHFE L, $72. LDLEG T2 NS 27
(in vitro)39,
18.2 MAAIL A FO—/VIE™ER
OANZRYF AN T AE, A X3, H=y 43 WHHLY ¥
(b MRBEMEEI L AT 9 — VIEDE T Va3 IS B W iR L A
Fu—LV%, ¥/, THREHUELeidenh T v AV 2=y <y A (H
VLDLIWE € 7V #1) 40 R ok b 7 K& AB/CETP (2L A5 0 — LT A
FVEEREH) P v AV 2=y 7wy A(k boa L A5 a— U
PLRERBBRSEZET2EFVEY D ICBLCREhaL 27
O— L EHEIALT X872, 4 X 2BV TIld. HMG-CoARRICI#EH O It
FEWICdp % A 31 Y O ML IR EE % R ARAT I IR F S 87257,
18.3 BIAREE L BHIHIEF
TANZAZF ¥ HVT Ak, WHHLY HFI2B W T, KBIROIRE LS
WA, AL ATFO—VEROETE S 725 L, BIRBILRZ o 2 30
L7399,
18.4 RUSUEY RIETER
TQANZAEF U HNY I AL, THEEKHAE3Leiden 7 v AV 22w 7=
AR P TREAB/CETP I v AV 2=y 7= AOMMEH ) &7
YY) FRET &72104D,

19. B ICET DEEFHAR

— R AR T @ AN Y F ¥ BV A (Rosuvastatin Caleium)

1244 : Monocalcium bis[(3R 55 6 E )-7-{4-(4-fluorophenyl)-6-(1-
methylethyl)-2-{methyl(methylsulfonyl)amino]pyrimidin-5-yl}-3,5-
dihydroxyhept-6-enoate]

473X (C22H27FN306S) 2Ca

S 100114

P RTINS F U ANT Y LIABORERTH S,

KREE 7L P P Y VIZHETR T A7 = VIR RBE TR
{y KRXIFZF 72—V (995) 1ZiETIZ L W,
AT ETH %0

s =5
- . _
ca?*
P co,” a
o o N
\\S// )\\
He” \w N
L CHs CHs 1y
%22, G

(ORI\Z%F>0DsE2.5melBEA L)
PTP%:  100%E (105E % 10)

(ORI\Z&F > 0DfE5MeBEA ]
PTP@2E  1005E (108E % 10)

%23, FEXHR
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12) 4t NE R 2N 2 & F > ODEdmgl BiE 1 2127 1 7] S5k 3B 2 B 9
% R



13) 7 LA+ — V200541 190 KRR, HIAEERHIE S A~3.5

14) 7 LV A+ — V§E20054E 1 19 H KGR, HIGHERHEZEN375
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2D HNE R T 2N ¥ F 2 ODSE25mgl BT 1o i 1 (27 [ A5 1

B (BT Bk
28) 7 L A b —VEE20054E1 T 19 H KR, HRE RIS F1.32
29) 7 L A b —)VEE20054E1 H19H &R, HREE R 11.2.3
30) 7 L A b — VEE20054E 1 H 19 H KR, HIGE G REE h2.1.21
31) 7 L A b —)V§E20054E1 H 19 H KRR, HIGHEFHEZE h1.52
32) 7 L A b= VEE20054E1 H19H KGR, HREE R ER1.2.8
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34) 7 L A b —)VEE20054E 1 H 19 H KRR, HIGHEFHE 2 R1.2.2
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36) 7 L A b — VEE20054E1 H 19 H KR, AR EE R 123
37) 7 L A b —)U§E20054E1 H 19 H KRR, HGHEFIEE AR LLL
38) 7 L A b= VEE20054E1 H19H &R, HRsE R ER1.1.2
39) 7 L A b —)VEE20054E1 H19H KRR, HREE R ER1.1.3
40) 7 LA b —VEE20054E1 H19H ZKGE. HIRE B RS A 114
41) 7 L A b —)VEE20054E1 H 19 H KRR, HEFE R ZE K115
24, XatsERERUBEVEDEE
Meiji Seika 7 7 VA& T D ARKE
(Me7 7 V< HRXStHLEH 54 Y v)
T104-8002  HHUHRHI YL X 3452-4-16
71) =% 4 ¥ )V (0120)261-158 FAX(03)3272-2438
26. RERTTHEES
26.1 BHEERFETT

Meiji Seika 7Lk 1t
RRBARRERE 2-4-16

26.2 BR7ETT

Me J»ILIH%kKE&tt
ERBOREFE2-4-16
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