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WHEVRAIZIET MVSA Y F & LCl0megx 1 H1RRE %59 %,
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9.6 BILF

BARI T LB Ee 7y b TR~ OBFTAHE S LT

W5, [2.351]
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16.1.1 BEIES
R NGBS, AHISD ., 10, 20K F40mg % #i & T ML RHE 14 5 L 7265 5.
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el Cmax Tmax tiz AUCo-o
(mg/man) (ng/mL) (h) (h) (ng - h/mL)
5 2.64+1.36 0.6+0.2 10.60+2.91 17.33+9.29
10 3.42+1.51 0.8+0.3 9.44+2.50 34.57+15.79
20 11.29%4.42 0.9+0.6 10.69+2.91 50.87*18.44
40 27.05+10.75 0.9%0.6 10.08+2.65 117.91+40.88
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16.6 HENEREH T 28E
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16.6.2 AFiREREERE
fR B RS N M OV 2% JE o 8150 37D L AR K 10mg 2 1 H 111 2308 ] RS 185 5- L 72
b P2 B TR AZ X T Child-Pugh A% % O°Child-Pugh
BEZIZBW T, Cmax T ZFNEN5 .56 K 14 445, AUCo2an TIZZENZ
N4 AR K09 $EDB, Tmax TIXWFILD 1/20 85D & 72052
I EAEZIL L hoTze T2, MHEREICH T 2EHICIZED Ao
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16.6.3 SHEHE
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THUARE G L AR, Sl 35 % 12 R T Cmax X FAUCo - 1392
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1) REOKBE SN HELOHEE 7 PV 5 F 2 & LTl0mgx1H1
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17.1 BEHERUREMICET 2558
(&L 25 0O—JVIfE)
17.1.1 EREEASE 1 HE58%
R IMLAE 24360 % oh R A2, AFI % 1H LAY A1 28RS L 72BR o i iR
G EERoOHeEKoERs L 02ett»4H&E (2.5mg. Smg. 10mgF 72
1320mg) 12 & B EEMREERLEEIC X D EB L 7. AFI5P ~20mgE 1H1
[4 FHIHRS L - BRo EIREEOZLRE R R T L A5 10— )L <220mg/
dLE %o ZZEROEE (B3 L A7 10— )b <220mg/dL#4) . LDL-2 L &
70— )V <150mg/dL & 7% » 72 fEB O #E & (LDL-2 L A5 1 — )b <150mg/
dLEIE) X TFROEBY THBY,

ik i warvAro—)v P ZYEY R HDL-a L A5 u—)b
(mg) (%) (%) (Amg/dL)
5 51 -25.0 -19.7 3.2
10 51 -30.2 -16.7 5.2
20 52 -33.8 -12.0 6.1
AL ATFua—) ~JLATH—)b
£§ P ID&Z?;%Dﬂ” %i?m;ML Ibaqgm;&
Ha (%) HE (%)
5 51 -32.0 56.9 74.5
10 51 -39.6 72.5 86.3
20 52 -49.5 86.5 90.4

B B O BB PE SR 52 SN 72 o 72 BRI R F A B O FSB I 22
N5.0~12.1%K% 033.3~46.6% TH V) . [RHEHA it 2 B 5 BIEE A 20mg e
TRRED 272000, AuiKEEIRRO SNk o7z, EREIERIZE A
26 (2.5mg, 10mg&151) \ — i 4 S EER26 (2.5mg, 20mg&161) Tdh -
720 B EERENWEN R CEAREME R A OFHUIED SN h o7z,
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5L, 20, 8HEMEIZ20me. 40mg~ &t L, JEEH - JEHERERIC
THE L72W, Z08%E, 10mgh M40mgTHR I L A5Fa—VvidEnZEh
-31.8%. —41.1%. LDL-2 L A 5 0 — WX ZN21-37.7%. 48.3% & I F
LR o N7z BITEHNEL16.7% (4/240)) . BIEMEDSTE S e o
72 BRI SRR 01341 . 7% (10/2481) 12380 HN7ze ERFIERIZ. #k
FEAE - SRFE (26)) Tho7ze B, EELRER R R MR T2
BOFEBUIHD SN o720
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WaL A7 10— )H-31.4~-4.9%, LDL-T L A5 10— )L75-39.3~-4.6% &
IF L7ze Bo3BlTiEga L A7 0 —)b%1.2~15.2%, LDL-2 L A7 10—
VA3 1~11.8% L Bl L 720 AT 25528 6 NIHEFI D 9 HAFITIEAK S
BIZ2#I LU %GR L 7238 & I3IZFREE 0K 2 L A5 10— )b [t OLDL-
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FHL TV, B, ARERIC B CES 2 BIEH & O R R A H R LT
DIEHULFRD LN h o 720
17.3.2 MAERERIRICRIEFTHE (ER)

R I AE BB 2000 % kF S ARHN10mg % JEE M - JEHEIaRER & L C 28 ] #%
HoU 7o g B A VIR FE M R OS2 OFUR B 04 B4 I 2 o R
PRI 2SR S I Fze — 5, M MR R/ ST A — Z 12— E D @EIE
BONGHo72Z L XY, Gl L CMERERGERICIIEREL TS %
Ao 720 BIERNZERD ST, BB S N7 20 o 72 BRI A S5
ZEEIX31.6% (6/1961) 127380 S 7z,
17.3.3 ERBICRIITHE (ER)

EIR I % A BF L 7 B8R 506 (777 1 KB40, RAIHE2661) 124 FH]
10mg i 7' 7 R % ZHERBFMILEGAR & L Cl128M%S L. RHOHR)
P X O et 2 MiE L 7ze K 2 128 #%5- L 7245 4. HbAlc. 1,5-AG

B 707 b3 VIS 2240k, RERELE 77 2R E OMICHZE
BOLNLho/T e b, RENIFERBIIK T 2B b o728, FIfE
Fid. 79 REE RFEEEL $5.3% (1/1961) 12A S, BIEEDTEE &
N2 hr o BRI E R AL 7 7 1 R26.3% (5/1961). AFI#:21.1%
(4/1961) 12380 5N 7ze BIERIZ. 75 L RBEDPTCLE, AFEEWFHETH >
7o B, EELEIWERA R ORABRAMREEBOBIULED SNk o7z,
) RAOKRE N HER ORI, 7 MVWNAYF 2 & LCl0mgx1H1
M35 Th Do BB, Fy. ERICL D BEBERTE 2205, HED
BAE, BI VAT — VIETIH20mgE C. REMHHIL AT 00—
VIETIH40mgE TOMETH 5,
18. ZExhZErE
18.1 1EAHF
T MUVNZYF RIMETF O L A7 — Va2 T FERETH LT
JiE OHMG-CoA LS % IR A O BWAMIZHE L, 7 bR YF &
FARFEOWEEZ AT A2 RE L & b1, FEO 2 L 2570 — VA% Ifl§
bo TORRE T MVNRY F L IFFROLDLZERHE NS &, 50
REAGTWEIHT 22 LICL )M REEAKT S5, £/, 7 N
A% F L FMPRREBES s LT, ma L AT 0 — VIISE B BRI
DI & WIS %o
18.2 OL A5 O—JLARINEER
v R R HepG2Mialc BT, 7 PV XA S F ida L AT H— b
DA BB OB CTd A HMG-CoAE T H = B RN o8t A 1 BH
EL, FEEEA SO T VAT O — VAR IR AP L 721,
27 MUVNAS F 3RO I2ED, Iy boffaL ATo—VvaE
HHSE & R LR L 7220,
18.3 BEEIEET ILEMWICH (T 2EEEETIER
18.3.1 AL XFO—JVETFER
ILAFO— VAR FFRIILATO— VAR I=ZTFIZBVWT, Tk
WWNAE F IR G L VMR I L AT o — M xR T s 5L L0
12, LDL-2 L A5 0 — UE R OIfLE 7 KB 2 K T & &7:2%, LDLZZE
RIE~ T AR OWHHLY B FIZBWT, 7 MU A Y F VISR I L A7
O— UEKOLDL-3 L A5 10— VEZL T 7252,
18.3.2 U T U &Y NMETER
ILVATH=VERI =TS RO ali@mEm by 7)) FIIET v M
BWT, 7 RWANASF Gl b ) 7)) RIER T &87229,
18.4 EnAREE{LYERB I HI1ER
IV AT U= VARNEEGE Y FROWHHL Y FI2BW T, 7 hVNA
7 F R BIRTE LR R R SR D L A 70— VEREZIERT S840,
18.5 R DOEIEER
Gy MFIZOV—AIZBWT, E NIBIAERBWTH ST I NS
BONY X UBOAMLOKEBEILE (M-1) KULoKEELE M-2) X, 7
FVISAZ F > D1/2~ FFEE DHMG-CoAs@ TR F A EG ML &R L7229,
18.6 U AREARBCHT 21EH
HepG2HliZlz BT, 7 MUNZR S F U IFMaN T L 270 — L ERE Z T
S5 L L L12, FFLDLEZAEAmRNASH & & OFFLDL S 240GV 2 B &
B, TARBGWERL M) 7)) FpE e SE27%, IEEEVE Y
MIBWT, 7 MUNZRSY F VIIFLDLZRRE T Z M S €5 & & 12,
TAEBSWE AT EE2Y, gL A7 - VAMIZ7FIZBWT, T b
WNAZ F ZIIVLDL-7 RBEAME# KT &8 722, LDLZA A KIE~ Y
ZWZBWT, T RIWNAFTFZT L AT O — Vg2 T 38729,
YoafEEmE ) ) R FIUES v M2BWT, 7 WA FFid b
7)) RO KT S8 7%,

19. BRSBTS EEFHME

—HRBIRREE T FVSA Y F U AV ARA (Atorvastatin Calcium
Hydrate)

1244+ Monocalcium bis { (3R, 5R) -7-[2- (4-fluorophenyl) -5-
(1-methylethyl) -3-phenyl-4- (phenylcarbamoyl) -1#/-pyrrol-1-yl]
-3,5-dihydroxyheptanoate} trihydrate

713 CesHesCaF2N4Oio - 3H20

7 0 1209.39

IR 0 7 FIVNR Y F 2 h v ATKFINE A G~ oGSO B R T
HBHo A= NVITBOTHEIFRT . VAT VA VEF Y FIETFRT L
KNI 7= (99.5) 1D THEIFIZ K Vo T L o THR A ICH AL 2 5o
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20. BV EDEE
PTPEIZT IV I RICE ) SVEBEZ 3o TWADT, 7V I BHEZILR
KA THRAIET 2 2 &0 R MV CRHERFEZ 132> TV B DT,
HEEBH-EFICLWT L,

22. A%

(U E +—ILiE5mg)
10082 (10%% x 10) 5008 (10%E x50) .5008E (/37 BeHIA Y ). 1,0008E (10
£ x100)

(JE k—IL$E10mg)
1008 (108 x 10) 5008 (108 x50) . 50068 (/N7 A A D), 70088 (14
$Ex50). 1,0008¢ (10§ x 100)
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25) SEACHERE b : FEFL LG 1998 5 26 (9) : 1469-1474
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