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10 342+151 08+0.3 9.44£2.50 34.57+15.79
20 1129442 09=06 | 1069=291 50.87 + 1844
40 2705+1075 | 09+06 | 10.08+2.65 117.91 £40.88
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$Edmg
7 b VN R
y F v ogE| 120 21.05+761 483 +2.60 1.3+1.0 9127
10mg[ Me
;,)-’E iiid 120 21.85+7.78 433277 1.0+09 9.0+27
$E10mg
Mean£S.D.
(ng/mL)
E[]‘ L5
ié —e— 7 MUNZAZF Y55 mgl Me
—If\’ r o JE b —)V§E5mg
I (Mean+SD.. n=60)
N L0
A
b4
A L
M
o5k
Bl
L]
M-2) [ )\\’
i
K00 : i EMS

0 6 12 24 36 48
R [H] (hr)
X4 Smgedk GREOMmAEHR 7 M VSR & T A (M-2) 2 EEHERS

i —e— 7 FUNAZF VEE10mgl Me
7 I o JE b —VEl0mg
(Mean+S.D.. n=120)

Vo9

B
W
M-2)

® 00
0

6 12 24 36 48
| (hr)
5 10mgtfk G IMAEH 7 b VSN2 & F L ACEH (M-2) RS

3 R T MV A Y F A (M-2) O3B RE ST 2 — %

Bl AUCt Cmax Tmax Ti/2

%% | (ng - hr/mL) (ng/mL) (hr) (hr)
VWAV
¥ F v | 60 1262427 0.86 +0.42 49+23 102+26
5mg[ MeJ
o PV 6o | 12205417 | 0812050 | 54+25 | 104+29
BEOM Y
VR I ZAWS
y F v g 120 29.87+11.17 270+171 24+22 112+23
10mg[ Me
‘,}-, e b= 120 29.64+11.84 225+1.18 32+26 11.3+£26
$¢10mg

Mean£S.D.

MAEFPEEEENE OIZAUC, Cmax 0285 X — 1%, Bl o@IR, KiK o
FREUATEL - RS OB & > TR 2D 5.

16.2 MRIY

16.2.1 BEOXE

TEERNL2H0 T T hIVNA & F » §E10mg 2 A £ F & OV 2 LRI RE L1

LR, 7 MV NAY F Y EOWIGEEIZEFICIVETT 250

O, WIRERIZIT L AL BEE T hhor?,

16.3 D

16.3.1 EEREER
b MEZE W zin vitro DFEBRT, SR A H1295.6~99.0% L xR L
-6)

16.4 {3

TEERER GBI 7 DV INA S F 2 5810 O40mg & IR FE 135 L7z & &,

MAERIZT I FREAME O XY ¥ VB 0K (M-1) K 0260 K

WALtk (M-2) O2F AL X T v 525, M4 EER#H Y EM-2T

Ho727,

T MVINR S F v O EZACHIRAH I TH D . M1 OM-21&CYP3A41Z

FoTHERTHIEPWSNITENTVSED, [10.5H]

16.5 HEttt

HEHERR N ICIUC-7 P VN A & F 2 BROHES Lz & & B teo R i Bk

H 3RO T (<2%)8) . FP s RZE, MAROM253 2 2 n 3k

WeathED8.3%. 11.7%J% U°18 2%kl & 11727,

16.6 FEDEREEI HEE
16.6.1 BiEEESEE

RS REIE T S OB R R S 7 PVN A Z T $E10mg % 1 H 1238 [

BRI S Lz & & BEREREIX, 7 PUNR Y F VS D3R L Ok

MBS % RIS e d o729 BHEATF— %),

16.6.2 fFikaEEEEE

TERE R K OS2 811352127 MV N R & F » $E10mg % 1 H 11258

MR G- LAz & & M2 B Tl Ees A <X T Child-Pugh A
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AUC0-24h Tl Z N ZNAAE R V98 DHE . TmaxTldW3INndl/205

MDD LNV EWIZIZ E A EBL L e o 7ee F /2, MENRENSH

FBUEMICIZED 2 h 5 729 BHEAF— ). [22. 931, 9.32%11]

16.6.3 SHE

HEHE R i (66~T737%) 661 L OH54E % (20~22/%) 66112, 7 MV 7 F

$E10mg % M T HMER T3 5 L7z f 20, B 135 F# 12 R TCmax 2

UAUCO-o lZRI2FEITHEM L 7275, Tmax B OV IEB0 Sk ho

7210, [9.8% 1]

E)AKIOARR SN2 - &, 78U AZyF 22 LCTl0mgZ1H1
RS- CTH Do HB. Fh, ERICE D BEEHIRTE 225, FHIE
OHEIE, WAV AT a— ) VIIECTIH20mgE . KEMEI L A7
O —)VIfdE ClH40mg % TOMETH 5,



17. ERPRANAE
17.1 BWMERURLMEICET 255
(&3 R5F0O—)VIMEY
17.1.1 EREHEAE TEHER
ER L B 2435 2 W 502, T MVNA Y F UEERTHLIAIA #1281
BG L-BoliEREasEHolRERSEERS L et 240
(25mg. 5mg. 10mgF 721320mg) 12 X 5 “EEMBEM LI X 0 Eiit
L7207 MIWNZ S F 25851 ~20mg % 1 H 1 & %124 5 L 72 B o i
PeBEOZALE RO T L AT 10— L <220mg/dL & 7 - 7= FE il O B4 (G
IV AT H—V<220mg/dL#EA), LDL-2 L A5 0 — )L <150mg/dL &
7o 7EBOE G (LDL-2 L A7 10—V <150mg/dLE&) X Tt B Y
THHW,

- -
Wi | g | © LSS 7| MuzvevE | HDLaVRT -
(mg) N (%) (Amg/dL)
(%)

5 51 250 197 32

10 51 2302 167 52

20 52 338 120 6.1
. LDL-I L A | 3L A7U— | LDLILAFU—)
(mﬁ) W | Fu—u <220mg/dL <150mg/dL

8 (%) W (%) H (%)

5 51 2320 569 745

10 51 396 725 86.3

20 52 495 865 904

B R OSB3 75 58 S M7 20 o 72 B IR MUA I S H A B O FEBISRIZ Z
ZN50~12.1%K 1U'33.3~46.6% T V) ERRMAMILE ZH I FEI20mg
TR 572500, HRKAHEZRD bNA o7z, EaEIEHIE
HIRA P26 (2.5mg, 10mg 45 161) . —#e4s iE k261 (2.5mg,20mg 44 1
B Thotzo B, EELREVEREROCHRBRAMEZBOFBILRD
Loz,
(FEE I L A7 0O—)VINEE)
17.1.2 REES IV AT O—)VIMEBRENT ORRZKER(ER)
REHE I VAT O — VIIEN T TS RBE24BIZT MV Y T 2§
10mgx 8ME G- L. 2%, SHMmI220mg, 40mg &l L. FEEH
M- FEIBGRER IS TG L 720 2 O8EHE, 10mg K UM40mg TR I L A7
O—ViEZFNZEN-318%. —41.1%. LDL-2 L AFa—LizthEh
—37.7%. —483% X AKX T LIRAHEAE SN2, FIVEIZ16.7% (4/24
Bl) . B AT E S N Do 22 BRI SR A B)1341.7% (10/2481) 12
B ONTz, EREWER I, BB - )EQH) THho7zo b, EE
2 RV R OB RS T B B D FBUE D S M ie Ao 7212,
17.1.3 REUE IV AT O—/VIESE R ERRHR (EA)
LDL-7 7 = L— Y A& iifT L TV A RIRMW R 3 U A 7 80 — VIE & EH4
REFIPNC, 7 FUNR Y F 2 5E10mg % SEMIK G- L. ZD#%20mg (838
H). 40mg (8~20:) ~ Ll L, JFEM - FILBGABIC TR L, £
DFER, 6B TR AL AT O —VH -314~-49%,. LDL-2 L AFT—)b
AS=393~—46% LT L7zo o3BT L AT B — )L HT1.2~152%.
LDL-I L A7 0 — U $H33.1~11.8% & B L 720 K F 2580 & N/ Ef o 5
HABITIE T PVNA Y F e a2 DL R A R L 22 38k L 13
FIFEEEDF T L A5 10—V K OLDL-I L A 7 0 — UK F 23538 57212,
FIERNZ11.1% (1/961) . BIMPEDSTE S N7 2o 72 B i 52 A 81X
44.4% (4/980) 1RO b, B, AR LOR(K) Thotze 2B, E
5 7 BRI B OB R M I R R A B O S BLE RO b o 7212,
17.3 ZDfth
17.3.1 [BHAEEICE X 2E(ER)
MR L R 7B & i RACHEE M - JEILBGRERE LCT MVNR S T g
10mg% 1284 5 L7245 3 it o a L A7 o — VEaflEE, i
HEE R OHRF AR B A A 2 b A S U3, I IR DR 2
% RITE Ao 7213 RIMEINZ6.3% (L/1661) . BN E S ko 7z
ik R A i S 28 B12.25.0% (4/1660) 1380 B 7z BIVERIE, B ERANHE
& & B A RN EBIL Tz, B, RRBRICB W CEEZREITER
B OBRRBRAE R ZE B O FHIIED SN h - 7219,
17.3.2 MFRERERICKIFTZE(ERN)
R IR B 2060 2 X G027 M VN R ¥ F U 5El0me & FEE M - FEHLEER
Br& U C28M MG L7zl A SR 45 VI K FIE M ) O O PR R D4 B 2
ICF 2 O MAARTEIR BB A A SN Fze — )i Mo MR F s %8 5
A=FIZ—EDOMEINEA SN o722 & X0, Sk E U CIik s E s
RICIRERE 2 LTS 2o 7213, FIEHIZRD SE, BT E S
Nt o 72 BRI S 22 B 1231.6% (6/1961) 12388 S 7213,
17.3.3 BRAEICRIFTHEEN)
R ME % A PF U 728 R B 5060 (775 2 R BE2461, 7 bV NA & F
FERE26/1) 12T MV N R F F Y 5E10mg I3 7T R & T E MR I LR
Bl LCI2BMES L. 7 FUNRY F U EEOFRES L O & M
L7zo 7 PUNA S F EER 128035 L72# %, HbAle, 15-AGK U7
N7 NI VICRT BB, T MUV RYF UEREE 7T R E O

CAHBETEDON P72 80, 7 PN F 7 GEIIHCHIT

FHHBIRD o, FEHIE. 77 EEREE T MUY F UGS

$5.3% (1/1960) 12 A S AL, BMEATE S N7 o 72 BRI R R A T

1375 £ REE26.3% (5/19681) . 7 FIVNA F F »§ElE21.1% (4/1960) 12588

SN7ze BIERIE. 79 B RENLE, 7 MVNR Y T §ERED N T

Hotze B EERENEH K OCEAREMREZORBUIRD Sk

o713,

) AKIOAKR I NS - R, 7 v xyF v LTl0mgx1H1
RS- CTH Do BB R ERICE D BRI T E 525, FHIE
O¥AE, WAL AT — VIETLH20mgE T, FHEMEIL AT
O —)VIfdE C1H40mg % TOMETH 5,

18. EHRIEP
18.1 fEFKE
T RVNRZAYF MO T L AT 0 — Vg E RT3 EEHSETH S
JFIE DO HMG-CoA M LB R % BIN A DBAINCHEL, 7 MV NA S F
CERREDOEE AT AREmE & B2, oL AT — Ve
WS 5. ZOFEE. 7 PR F VI FEOLDLZ R 2 8N s
B, PO REHSWENETAZ LI P REREAKT X5, £
7os T MUNAS F PR EEIREA Y LT, Ha L AT a—VIE
W2k S BRI L D6 % 33 519,
18.2 LA FO—)LERINFHIER
© M R HepG2MIIBIZ B W T, 7 MU NAZF Vi3 L AT H—
VD HE A R DR T B 5 HMG-Co AR oI 2 BRI 2 D i 4B
RS L, BRSO T L AT 0 — VA & I EERAE I ] L 721516
PUZT PVNZAZF IIROAHKGICED, Iy boFaL 25 a— vk
IR & B LT Il L 2217,
18.3 BEEMAEE T )LEMICHIT DREER TER
18.3.1 AL ARFO—IUETER
TLATFO—VEAMIZTZIZBWT, 7 MUANAYF VI3RS X
DRIV AT O — U KT S22 L b2, LDL-2 L A5 0 — )Vl
T NS 7 B A AR T S 2721819 LDLZAMAKIA~ 7 A L O'WHHL
FEIZBWT, 7 MUVANRYF VMR T L A F 0 — Ul OLDL-2 L
A 50— VEE LT & 7:20,
18.3.2 NUJUEY NMETER
ILATFa—VAMI =Ty KOy aifmE ) 7)) FIGES » b
CBWT, T RUARSF Ui b)) 7Y &) FEERET S 721920
18.4 EnifREE( LERIDHIVER
IV AT a— VAMNNEEEY X ROWHHLY 3 FI2BWT, 7 MU
A5 F VIZBREALR AT L CMERI L 270 - L ERE KT s¢
7»;22.23)0
18.5 R DEEIER
Ty MFIZuY—A2B0T, L MIBUILERBWTHLT I NS
fLE DR Y € VB O KEEILIR (M-1) K 0262 D K EE LA (M-2) 13, 7 b
WSAZ F v b WFLEOHMG-CoA R LR E G %R L 7220,
18.6 UREBRRHICH T B1EA
HepG2HIfZI2 BT, 7 MW NRA Y F VIFMIEHN I L AT 0 — L &R 2K
TEELEE BT, HLDLZAMAmMRNASEH & K ONFLDL S 240G % 4
MEE, 7TAEBSWEBL MY 7Y &) PR EIT X422, 4
ENVEY MIBWT, 7 PR Y F 2 ZFLDLZ RN 2 in 2 %
Lo, THEBHWEAE T SR/82), aL2Fu—VAKI=T ¥
IZBWT, 7 MV SRS F VIEVLDL-7 KBRS E 2L T S 7218,
LDLZAERKIE~ T ZI2BWT, 7 MRS F Y Ida L AT O — V5
HERLT S27220, Y afams ) 7Y k) FIET v MIBWT,
T RVNSAZF Y 7Y k) FSWMHE A LT S &7220,

19. B ICET HEEFHAR

— AT T P VSRS F 2 AV AKFI (Atorvastatin Calcium
Hydrate)
Monocalcium bis { (3R 5R )-7-[2-(4-fluorophenyl) -5- (1-
methylethyl)-3-phenyl-4- (phenylcarbamoyl) -1 -pyrrol-1-y1]-3,5-
dihydroxyheptanoate} trihydrate
CesHesCaF2N4010 - 3H20
1209.39
7 PVISAE F 21y BORFINE L~ G T o RS ko
BERTH S,
KinlE A 7 ) = VIO TEF LT YATF VAV FF T FIZ
BT, KXITZF 7 =)V (995) (2HD THEITIZ L v
ARG L o THRAICHEAT L 2 5,
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20. BURWV EDEE
PSR 2 TIRAFS 2 2 &

22. A&

(7 MVIKR & F ggsmglMel)
PTPW# (GZMAIA) 1005 (105E x 10) 5005 (105 % 50)
NTAEGR PVAL HBFIA) 3008

(7 MVIKRZ F gg10mglMel)
PTPW# (ZMAIA)  1005E (105E x 10)  500%E (105 % 50)
NTAFECR PIVAL HHRFHIA) - 3005E

23. FEXHR
1) RF & T340 SE3 & 1% 1998 5 26(8) © 1253-1266
2)1) ¥ b=l 200043 H 10 H AR, HGHERHEZEEAN3.(5)
3) KAk 11T ¢ S & it 1998 5 26(8) : 1279-1293
DFENEFR - 7 BIVINA S F 2 EEbmgl Me | O A W21 ) S5k R 2 B 5
%8k
SAPIZLRE 1 7 1 VISR S F > BE10mal Me 0 Ay el S5 sk < B 5
%GR
6)1) ¥ b—)b : 2000437 10 H AR, HIGHEFHIEZEAN2.(2)
7)) € b =L 1 20004E3H 10 H KGR, HIE AR EEAN3.(7)
8) U ¥ b—b : 20004E3H 10 H KRS, HIGEERHEZIN3.(8)
9) Y ¥ k—)b 1 20004E3H 10 H KR, HIGEERHEEEAN3.(6)
10) KA T34 - S E AP 1998 5 26(8) © 1295-1305
11) U ¥ b= : 20004E3H 10 H KGR, HIREERHEE +.1.(3)
12) 1) € h—)b 1 20004E3 4 10 H AR, HHASERESE b .1.(7)
13) Y ¥ k=)L : 20004E3 10 H KR, HIGE &S b.1.(8)
14) Y ¥ k=)L 200043 10 HAKZE, HIGE GRSk 8
15) U ¥ b—)v 1 200043 H 10 HAKGE, HIGHERHEZE A1
16) V) ¥ k—Jb : 20004E3 10 H KR, HIGE RS R 2.(2)
17) Y ¥ b —)b : 20004E3 10 HAKZE, HIGS &Rk 2.(4)
18) U ¥ b= : 200043 H 10 H AR, HIREEARHEZE AR 3.(2)
19) Y ¥ k=)L @ 20004£3 10 HAKFE,  HIGE SRR 5.(1)
20) Y € b —)b : 200043 B 10 K, HIGEE R E K 5.(3)
21) Y € b —)b : 20004E3 A 10 H ARG, HIGH GRS K 5. (4)
22)Bocan, T. M. et al. : Atherosclerosis 1994 ; 111(1) : 127-142
23) 1) ¥ b —b 1 20004E3 10 H K2, HFSE RS & .6.(2)
24) ) ¥k —)b 1 20004E3H 10 H KR, I Gs &R 2.7
25) Y ¥ b —)b : 200043 H 10 H &GS, HI Gl @R 24 .3.(1)
26) 1 ¥ b —b 1 20004E3 ) 10 0 KGR, HIFS &R R 3.(3)
24. XEREERGERUBELED ST
Meiji Seika 7 7 V~HRatl <370 K=
(Me7 7 VY HREHHTF 4 Y L)
T104-8002  HUHUHEHI YL X 5U1E2-4-16
71 =% 41 (0120)261-158 FAX (03)3272-2438
26. BERTTEES
26.1 S4EHRFEIT

Me D)LY %X #t

RRHFBPRXTEF2-4-16
26.2 BR5eieiE

Meiji Seika IPILIHKEtt
ERBARRKRIE 2-4-16
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