% % 202311 ASkET (53hK)
% 2023FE7HWET (H2h)

BfE | SRR
BHHAA : 35

e

HMG-CoAiETTEEZ=IEEH|

BAEEE R HE S

872189

RS f7ERd s

$Ebmg | 22400AMX01280000 | 20124121

$£10mg | 22400AMX01279000 | 20124F12H

g845m5 7 NJDINAIF U HILY D LEE
P IVNZAIF > 5i5mg UG
P BVNZRIF 2 5210mg [JG)

Atorvastatin Tablets

E)ER-EMSEONSZICIVERTL L

16.6.2 2]
9.6 28]

ZIH]

2. B2 (ROBEICIFRS LBV E)

2.1 RRIOR I UBBIEDEBHERED H 5 BE

2.2 FFRHEEDPE TR LTVAEEZSNBLUTOLS hEE
ST, B A0SR, FFEZ. fFE. #E(9.3.1.

2.3 BRI SRR U C W 2 ATREE D & & L R OEALAR [9. 5.

24 JLATLEL - BT LU AL EREGFROBEE[10.1

3.1 #8m
. AL .
R4 (L ) RN

T RNIVLNZAY F
$E 5mg ]G]

HE 7ML F >
AT LK
5.42mg (7 USRS F
> & LT 5mg)

FUEKAY . &t o—
A, BKZEBLr 1% &
Fafy7oiltio—
A, JHAKRE RV, 3
W AT )L, 7o
AU—A, vr7ud—)
6000, BfLF% > =Zk
{b#k, HILF Ty

T RIVLNZAY F
#& 10mg []GJ

HE TMUNAZRYF>
HI T LK
10.84mg (7 bR
F> & LT 10mg)

FUEKAY . &t o—
A, BKZBLr 1% &
FaFr7oviltia—
A, ZJUZARE RV, ¥ 3
WEEM#®RI AT L, 7O
AO—A, vr7uad—)
6000, B&fLF% >\ LT
v a

3.2 EFIDMIR

HR7E4 & - Al HWIE - K& - ER #pla— K
FH B/E  fE
fLED 7
VAN ZAV S A P N O — 1G E66
#E Smg ]G -7
75 BE Es 68
5.6mm 2.9mm 70mg
FH B/E
HED 7
7 MUVNREF |4 )L O [—
g 10mg 1G] |—7 1> JG E67
7% Eg  ms am
6.lmm 29mm 87mg

4. FHRENIFFHR

O/3dVUARFO—)VINEE
OxiEER IV A5 O—IVIIAE

5. FEENIFIRICEDET BER
5.1 AN+ REZERL. I L AT O—I)LIIE. F
BHEEIV AT —)VIETH 5 & 2R L ETARA O
AxEET A &,

5.2 FEHE I L AT 0 — )VIER EFESAEICOWTIE, LDL-7
Tz L= AFOIERYBEOHE LT, HH0IEEFNHD
BBEENERARRIGE AR OBHEZEET 52 &,

6. FIENURHE

(&JULRF0O—)LIAE)
EEL BRACET PUANZRYF & LT 10mg % 1 B 1 EREO
#59%.
sk, FEin, ERICEDEEEERT 22, BEEOCHAIX1H
20mg £ CHEETE S,

(REHESE I L A7 0O—)VIEE)
BE. AR MRS FELT 10mg = 1 H 1 EFREO
59 %,
sk, Fi, ERICEDEEERT 22, BEEOHAEIZ1H
40mg ETHETE %,

8. EELRELXNER

8.1 52 LOEIL AT U— VIEIREOERTH 5 BHEE
T, BIGESRESLEME., BUEEO R EEREDY A
7777 —DERELTIEERTHI L,

8.2 B E5HIIMAPAREE %2 EHITHRE L. BB ICHT 2 KB
ROSNEVWIBEIZIZERSZHIET S &,

8.3 BIEFREDODHRBHHHONDHT ENHAHDT, Bl - IR,
BRBEOERDSH 5 b HBEIEAR 2RI L. EMEIC
HERTHEOBBICIEET S L, BEFIEIBRSHAXIIERE
Br&D 12 BZ oI 1 BELE, 2 DIBEIEERN CREIC ]
[%) ICHBEEMEZTD Z & [11.1.3 ]

8.4 EIENIERAE. PLMEREAME. M/IMEBAENH S bbb &
WHcHOT, EHNICHREZITO RETHLHBREZITH T L,
[11.1.5 ]

8.5 FifE. WIRIEFHODONAZI ENHHD T, 118, IR,
2HBRBEOEROFKBRICERT 2L &b, EHNICHE
BT E+NRBEETO I L, [11.1.7 ]

9. BEDEREFI2EEICATIIER

9.1 SHHE - IEEEDHDEE

9.1.1 BERFDEE
BRREELS L ENH 5,

9.1.2 #ERARBELS B SHOHNPITVEDRELNHBUTDES
- BRI REE TED BE
CBZEEOFEER (YA MO T 0 —%) VEFORKEREOSH
BEE
- HAMOHEEDOREROH 5 BE
s IO —ILVHREOERE
[11.1.1 ]

*9.1.3 EEMEIENISZOBHEEDS D EE

HREMHEE (RH. 250) PELEXIERITLIENH
%0 [11.1.9 SH]

9.2 BREEREERE

9.2.1 BEEXIFZDEFEDSGZEE
M RAEDOREF DL PEREREZHEITL2EETDH
0. iz, BEERAEICE > CTREEEHREOELPRD 5
nTws, [11.1.1 2E]



9.2.2 BRERBEEREDSHZEE
KAE 74 77— b RERZHATLHEI0E, BEEPTE
BV SNLHEICOAFHT S L. SBUBHREE
L% S BRUHRBRRE S & 5 b T L, LTEEBTHHAT S
Beici, ERMNICEREREScER L. BRER (HRRE.
BER) oFH. CK L7, P RURPIF7aey LAWY
KIE 2 V7 F = EREOBREDOE(L 2RO ZBARES
WG EHhIEd 5 &o [10.2, 11.1.1 ]

9.3 FFikeElEEERE

9.3.1 FHUBIEENMET U TV B EZZASNBUTDL S BES

SUERFR. BEFROSUMEHEE. FEE. HE. 8B
BELGWZ &, RAIOMBEFREDN LR L. BIEH ORI
EPEMT 28ZNMPH 5. £z KAIZEICHEICBWTE
ALR#ENZ20T, HEEZBILSE2BETNDPH 5. [2.2,

16.6.2 2]

9.3.2 FFREXIFZDEHEENSH HEE (9.3.1 [CKHEITIEE

ZFR<)

AFNFEICHEICBWTER LRBI S NS0T, HEEZE(L
SHELIBENDDH B, [16.6.2 ZHE]

9.5 ¥Ti%

IR TR L TV A AR D H 5 ZEICIEHRE L s &,

BMEBR CHERBOBA R CER. HFEICHT 5

HEDRD

SN, BRICOEFERET ERBIHPRO SN TS, H1z,
Z v Mt HMG-CoA BB REEAR 2 KBRS L2 HE
CIRROEBEBFEPHRESINT VS, HIZ, B TR, D
HMG-CoA BItBERAEAIT, i34k 3 WAL TORICRA L

&, RRICERETES S oD LOBRENH S, [2.3 &

i1
9.6 {7

BIBIIBE LW E, Ty P THITFAOBITIRE S
nTns, [2.3 ]

9.7 IR

NREE R & LA RO R et 2 181F & U BRI

EEL TR,
9.8 EEE

BIfEADPRR L 2BEIC3RE2TIET a4 8, B ZLEE
T22&, —fRICEEBEPETLTWS, £/, BRI
EAHLDNRTNEDRENH 5, [11.1.1, 16.6.3 ZH]

10. #BE{EA

KANZ. F& U THOEMRHRESR CYP3A4 ICL D RB SN
%, 7z, P-HEEHE (P-gp). FEMEESD (BCRP). A
7=F Y bF U AR—-%— (OATP) 1BI/1B3DEETH 3,

[16.4 &H8]

E it

10.1 HAER BGRALBWLIE)

HHIZ % R RAEIR - 5B R W - fEERE T
TUATLEL - T | TLATLEL - T L | F: 7L AT LELD
LyF AL > % Z¥ )L (400mg - |OATPIB1/1B3 % O
(w74 Lwh) 120mg) & DI & |BCRPHE. Y7LV %
(2.4 28] D7 MURZZF DA LD OATPIBl &

AUC 7 8.28 15 .
Cmax 7 22.0 %12 &
ALIEDOREN D5,
ARE O I A 7
EERAHEE LT
{8B5BENDH %,

U'BCRP [HE ICE DL
ERICEBbDEEZ
5NTWV5,

10.2 HHAEES (HAI

SEETBRL)

B E

ERPRAER - $EE TR

W - fEbRE T

74 77— b REA
NPT 4 TF—1
&

[9.2.2, 11.1.1

i)

%

e

i, i/, CK L
F MR ORF I A7
ner EReRHEL,
B BEREE(L T
> BRI RLRE A & 5
bhPdLEDHEN
Hbo

W74 77— 2%
#l & HMG-CoA &7t
BEREEA & o BIER
7 O MHEMEH DR
BENTWn5,

fERRET  BEEIcE T
HERBEEICEED
ROLNLEE

&k

BRI AE HRARAEIR - FEE IR W - fERER7
— a5 o ERBIH| iR, BiiE. CK L\#F: —aF U EElH &
-t ru—JL . IR ORS 3 4 27| HMG-CoA &It E
= Oy ERARBE L. EREOBIERFRE
[11.1.1 2] B EREEE | OMEMERPTRE S 1
DR RBIE NS H 5 | TV 5,
bhed e OWEN|EHERRAT  BRERE
HBo
GO 1) AR, B, CKI#F 1 1) Y7 a xRy
YIUAARY v EFMFRORF I 4| & HMG-CoA # 7t
% suvy EREZEHHE BRAER & ORIER

[11.1.1 2]

L. B8 EkeE bz
£ S R KU REARE 2 &
S5bNPT nEDORE
M5,

2) Yr7uaARY L ED
BHICED., KA
AUCo-24n 78 8.7 112
ERLULEEEDOHREDH
%o

FHFRMEOMEIMEA. 2)
YIBaARY Lk B
HMG-CoA &t EE A
ERORH - BT
I 2B EEICE
SOLAMEMEA. 3) v
o ZRY VI &k B AHA
DALY A HHE
ICE DB R
BIshTWwb,

fEpRRF - RS

7V =V RIEESE
A4 FarJy—)
£
IYRavA v
[11.1.1 =]

i, BiAE. CK b
F MR ORA I 7
ney EReRHEL.
B BB M
D AT RARIE D & 5
PRRTVEDOREN
H%o

MR 7V — LRI EH
HEY Y 2avA >
> @ CYP3A 2%t ¥ %
FHEEAPEZONT
W5,

fElRET - BieeRE

J79)AuvA vy

AF O 1 5 R Y R
OFEEZ LA (Cmax:
+55.9%. AUCo-Tiast :
+81.8%) HHHMNTz,

[ s AR S i
> @ CYP3A4 1T 5
FHEEAPEZONT
Wi,

HIV a7 -+t
FAl
=Rl <D RN N
<9/%
k3

oEFEL-Y M FEL
EOBAEICE Y EAF D
AUC #5.88 fic b7
T2EDHEDDH %,

W1 26 DA X
% CYP3A4 OIHENE
ZAoNTWb,

ZI hLILEIL - b
F e

PERIC & 0 ARAl O ML
BENEATIBEEN
BH b, RENOREIER
BRERREALLTLLESB
ENDH B0 Tk
B2 TV EPHEHE
15 L EIZIE T
BEPLRES DM %
EEE#HT S L,

W AR OR#ZHE
WICHET 2720 &%
ZBNTW5,

IVYhLULEL 7%
Vi

BERIC & 0 KA o I
BEN LR L., BIERN
HRBELPIL<hbB%
ndH s,

BF T hLILEL
7 < IV D CYP3A I
NI BHEEERANE X
5NTWV5,

75T LN

VA B R VAR <AV
(200mg) &DPFRIC K
0 ARH| O M YR
Er LR L7z (Cmax:
5.66 5. AUCo-«:3.00
%) LoHmENH L.

WF: 75V 7L eI
X BBE D CYP3A &
' BCRP OHENE X
5NTW5,

LTILEE L

LT LEEILEDHA
12 & 0 AR o i 4
MBEMNLR LKL
(Cmax : 2.17 15 .
AUCo-» : 3.29 &) &
DHENDH 5,

R LTILEELIZEK
% CYP3A .
OATPIB1/1B3 & Of
BCRP OHENE X 5
nNTnb,

TFNF=T

BERIC & 0 KA o I
BEN LR LU, BIERAN
HRBELPIL<BDHB%
ndH s,

W 7FNFZTIC &
% BCRP OHEMNE 2
SNTV5,

TLV—=TITN=D
RS

TL—=TTN—=Y P
—Z 1.2L/HEDOMH
&0 KA O
AUCo-72n M %9 2.5 %
ICER L EDBRED
H5o

W 7 L—T7L—
Vo1 — R &K B
CYP3A4 OHENE 2
5NTWb,

I77ELYY

AFH O 1M 5 Y R
» & T L &
( Cmax -12%
AUCo-24n : -43%) & D
WEND D

W7 7LV
&% CYP3A4 OFFE A

NEFACY (A QY-




I %E

ERRAER - $EEST R

WP - fElRE T

DR

DRV VA <% =2 Wk
R ICARAl 285 L
7o & T ARAO MM
EMBEPETLL
( Cmax -40%
AUC : -80%) & O
BH 5.

BFE. V77 rET I
&% CYP3A4 OFFE N
EZZ26N TV,

NEHOT Y

R¥FHosFrEnptH
I & D ARAF D AUC 2»°
9 50%E TN L7z &0
EDD B,

B ARNFHOFIck
% CYP3A4 OFEEpE
Ab6NTWA,

R A > AR

AH O M FEYRE
PRI 25%AE N L 72 A%,
LDL-2 L A5u—JL®
BETFREIZNhZhEZH
MTHERLZEELD
KEho7z,

WP o OFANIC K
57 MNUNZAYF D
TRE (E) 12&D
< I B o R O K
THEZLNT VS,

vaxvy

TEHIRAEICB VL T
hYIF VBEENL
792 (KAl 10mg %5
T Cmax @ +9.9% .
AUCo-24n : +3.6%
CLr : 129 — 128mL/
min . 80mg # 5 T
Cmax +20.0%
AUCo-24n : +14.8%
CLr : 160 — 149mL/
min) ZEFRESINT
Wb, HHHT 5581,
MmigFEMRED €=
& —%+IdTO T Lo

[ 1 e N i e e
YO P-gp ESTLRE
PR O MHI BRR S N
TWd,

FrqmpEE o
JIVLFrRuar
—IFZJ)LITRAb

J VI F ¥ Rarv
( Cmax +24%
AUCo-24n = +28%) &

HEFF  ARFINC LB LT
FrRuyRUOLF=
LVIZANTIF =D

FVF =) T FZI)VT AT D|HELEE RO R A
=)l (Cmax :+30%. |ZZ 56N T35,
AUCo-24n : +19%) O
MmEgEFBED RF MR
HHNTz,
1. 8ERA

ROBUWERDPHSbNBEIENHHDT, BEEZTTITITVL,
BEENPRDNEEICIEBREG 2 HIET 570 E@EY) 2 0NE =17
5T &,
1.1 EXGEIEA
11.1.1 1BARERE. S4/NF— (WITNhBEEELRH)

P, B, CK bR, MAEORF I A 7y LR 25
BMETHENGRBEN DN, AHERESOEE L SE
ENHODONLZIENDH D, £low ITNNF—DhbobNb
EWHBOT, REZHARE. HRNERPEHLZ CK O LAY
HobnlGaicidBszdibd5s2 &, [9.1.2, 9.2.1,
9.2.2, 9.8, 10.2 &H]
11.1.2 BENEEEFEES A /VF— GEERE)

VAR, CK S, REZEDRVWARMEDOEI, i
HMG-CoA #E7ti#E#%E (HMGCR) A ES 2 # e 3 5 %%
NMEWETRE I A NNF—Pdbobh, HE5TIEBLERT 56
PRESNTWDEDT, BEOREZT+DICEET L E, &
B, REHHIFIEGIC L DEEI RO NIZEOHREFDDH 5.
11.1.3 BIFERTR. BFR. FFREEERES. BB (WInbHEEARR)
(8.3 2E]
11.1.4 BBUE (B REH)
MEMEMEZE. 7571 55—t W2 % & OREE

Kb obni-tO®RENH 2.

11.1.5 #RFRRIRIE. FLMIKEIAME. MIVRRAME (V9 LIEE
NBA)
(8.4 2]

11.1.6 thEMREIEFERIAFAE (Toxic Epidermal Necrolysis :
TEN). REZEFIRERMEIREE (Stevens-Johnson SEIREY) . ZHZ
B (W h B EEEAR)
BRI H 5 bNIz EDWMEDH 5.,

11.1.7 SI¥E. FERE (LI s HEERR)

(8.5 ]

11.1.8 FAEMER (SHEAHR)

B ETH- T FE UM, WIRRE. MR X REESE
RO LENIGEICEHREGZFIE L., BIBEERILE VHIORK
BEQ#EY)LMEEZITH T L.
11.1.9 EREEEIAE (BHERH)

EEMENE (RHFE. 258) PRENIELT LI EP5DH
%, [9.1.3 ]
11.2 ZDDEIER

5%,k

0.1~ 5%

SHEENB

e

BB LiE
B BERIRE
R, okEE

1M

Mm/MREA . B
ipd. &l

FiT

AST k5. ALT
£H. y-GTP
s

Al-P b5, LDH
b FEE

HLE

737 —tER
01 N N TIN
R WE. B
HA%. g,
fER. B AR,
P2, D& EE
(DEHDER) .
I B i i

fEge. BEYES o
HEE., BRA
R, EIEAR, B
D 8. HE.
FRHFEOLY
. OoLdth,
OBE%. WER
sk

M2

%

CK £#

. M4 7o
vy bR, &S
fE, BAETE. % -
BoZv. .
HEE., 2hidy
B Y. R

RERAE., KM
REE. BB,

B

B FE N, AR CEF) | ZhEdf®. UL
Un (). R,
IS 15D,

y==4
B

ZHALIE

TEHEER

Y YIATT
—+t R .TSH I
. ACTH L&.
TIVRATFar
BT
7%= R Sl =N
HbAlc E&. I
TERET

K b7 BUN L&, I
= LT F i
f IfpR
TPIE (BEM - U
EJNE [N} N
HHEEY. HIR.
HREE, &

FARRATEY
(i3
P

[
KRN

Z DAt (,t\\) N

PR BARR, FERA

14. BRALDZER

14.1 FHIRMFEOER
PTP A DZANZ PTP ¥ — b6 WO LTIRAT 5 & 54
HYBHI L, PTP ¥ — bDORBREUT KD BRI BB
AFIAL, BEICREAEZB I L THIRRAREOEE L GINESE
HRERTEHLEDDH B,

16. EYIEHRE

16.1 MMHiEE

16.1.1 BOi%S
R 6 fllc. 7 FILNZFZF > 58 10, 20 KU 40mg 2R T H#
EAR O G U7 AER, mEEpRZEAD Cmax KU AUCo-«3 % 5&IC
AL THEML., Tmax ROEEHIZIFIE—ETH -7 &N5. T ML
NAYF 2 OENBRRIIEEE 2RI EE2 6N, 2B, HAALS
EA L DENEREE L L7 ER BAZEE LR2 NERIZED s h

>7z2,



ESE) A S a4

BE58 Cmax Tmax ti2 AUCo-w

(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
(CFHE R )
$7. 7 MRS 7Y 10mg ZRERA 6 flICREREORS Lz & &

OMEFEFERBM TH 27 I FEEGMEONY X VBO 2 (M OKEBEEY
(M-2, 0-OHf4) @ Tmax. Cmax RU¥EIEZNZN 6.17 KR,
1.39ng/mL %O 8.00 B¢ -7V,

(ng/mL)
6
; —o— RE(UE
1 —o— M-2
%,E 4 FHEEERZE (n=6)
%
”
1
i3

R S s
0 4 8 12 16 20 24 28 32 3% 4 44
5

7 MVNRY F VR ERRAIC 10mg BEREORS L & S omERE
AR U M-2 BEH#ES

16.1.2 RS
TEREREA 6 filic. 7 MULNZREZF > 10 KU 20mg % 1 H | mE&HE, 7
HRERERZE %S U5, MR R 1348 55n%k 4 HE X TICE
HEAIRRBICHZ LTz,
7. 1 HEE 7 HEHOMFEHEDREZHE T 5 L. 20mg HEHTE
ALTWAHDOERRETIIRL, TREIRD 6N AL 2729,

16.1.3 EY2HEZE R

(7 MUNZS F 8k 5mg [JG])
7 MVNRE F U8 5mg [JG] &) ¥ h—)V§ESmg &, 70 A% =)\
—RICK D ZNEN28E (7 FIUNAYF > & LT 10mg) BERASBE
ICHEREERE OIS U R REUERE ZHE L5 5 - 1B
7§59 A =% (AUC. Cmax) 122\ T 90%EHEXEIEIC THEMHEIT 21T
> 7z#ER, log (0.80) ~log (1.25) O#HENTH V. WAIDENZHN
RSP HER SN,

(ng/mL)
7 -
ol —-o— 7 MU ZRFF UiE5mg ]G]
I
a5 -~ UE b—IL§ES5mg
gt
{ Mean®S.D., n=24
1%
N
A
4
q«
@
b
rg ¢
00 ‘ljS\é\{S\O\A)‘O
obg1152 3 4 7 12 24 3% 48
025075

HE5 % OR:RE (hr)
ESYE) AP a4

HENRT =5 BEIRTA—H
AUCo-48 Cmax Tmax T2
(ng - hr/mL) (ng/mL) (hr) (hr)
TPNRAIT I 3] 06+11.47 | 5.18%2.69 | 1.240.9 | 8.6%1.3
5mg [JG]
U~ —L$ESmg | 32.23£13.43| 5.31+2.64 0.9+0.4 8.3£1.5

(Mean+S.D., n=24)

MEEFEEN I AUC, Cmax 0785 A — 413, #EE ORIR. (5K
DOPRENEIEL - BEEOHBRMFIC L > TR RN D 5o
(F MVNZRIF 8 10mg [JGI)

7 MUNAY F U8 10mg [JG] &V ¥ b —LEE 10mg 2. 70 AF —
N=FICKDZENRZN 18 (7 PUNRYF > & LT 10mg) BERASR
ISR RERE RS U TR CARRE 2 JE U 15 5 h -5 E)
887 2 —% (AUC, Cmax) 12\ T 0% EEREEIC THETF#T %
fTo7-#%. log (0.80) ~log (1.25) O#EHENTH V. WAIDOEM
MRS S N7z,

(ng/mL)
18r +

16 —o— 7 FWARY F EE10mg (]G]
Mr o~ YUY h—LEElOmg
12 Mean+S.D., n=24

e AN AN IR A B e =

02— " L L L UFO—(!)—Q%)_O
obd1152 3 4 7 12 24 3% 48
025075

5% ORE (hr)
EYBRE ST A —¥

HENRT A =% BENT A=Y
AUCo-48 Cmax Tmax T2
(ng * hr/mL) (ng/mL) (hr) (hr)
VEWIZAVE LT
10mg [1G) 29.25+9.13 7.57%£9.54 1.6+1.4 9.2+4.1
U ¥ —)LEE 10mg | 29.78+10.22 | 8.09£11.25 1.0£0.7 8.4+2.2

(Mean+S.D., n=24)

M#EREEN N AUC, Cmax Z0/85 A — 413, HEEOBIR, (AR
OREEE - BREZEORBREHFICE > TELZRENESH 5,

16.2 ORUX

16.2.1 BREDHE
BERA 1261T7 LAY F > 10mg Z A TR OA%RICEERED
BE LR 7 MUNRYF U ORIGEEIZABICEVETT S0
D, MIRRIZZE A EHEEZ T o720,

16.3 9

16.3.1 EEHES
b MEEE FW 7 in vitro DEEBRT. BABARIL 95.6~99.0%LL L&
mU7D,

16.4 X5
A 6 BT MLNZY F 2 10 kU 40mg = BEREO®RES L &
&, MEEPICT I FEAMNEBORV Y VRO 4 foKEELE (M-1) &
O 2 DK IE (M-2) @ 2 BEAPHER SN TV DA, MmEEFRFEEE
R M-2 TH - 70,
T RUNRYFOEEREES IHBETCHD. M-1 RV M-2 &
CYP3A4 IC L > TEMT A ENHLPIZEN TS, [10. BE]

16.5 HEtt
BRI ANICHUC-T VWA Y F 2 2 FOHE Uiz & & JRSRED IR
RIIMOTEL (< 2%) FHICKREE M-1 RO M-2 BEhZh#
FRETRED 8.3% 11.7% K%V 18. 2% HEt S 7-9.10, B |z, 14C-7 k
WY F vz fnice METHREREEHBR TR, REShABETED
43.7~70. 2% it I HR S RELEO I M-1.M-2 KU M-2
D7 a yBAESEPEE S,

16.6 EDEHRZF I HEE

16.6.1 BigEEEEE
BHEEEEE 8 IR UBEHKEERESE 11 flIcT MULNRY F > 10mg %
1 H 1 E2ERRERORS L L & BREREIE. 7 bUNNRYF
DN R OENENEICHEL TS %7212 (HEAT—%).

16.6.2 FTEREREEEE
AR OREZEE 8 fl3 217 MULANZRYF > 10mg %2 1 H 1|
2R REROHREG Lz & &, FEERE TIRERRAICH AT Child-
Pugh A & O Child-Pugh B &5\ C,.Cmax TldZhZn 5.5
BERV 14.4 1%, AUCo2an TlEZENEN 4.4 5% 9.8 FDEM.
Tmax TIEWIFND 1/2 OB RS 5Ny FEIIZIZE A EERL
Bmholc. iz, MBREEICRT 2ERICIEES L - 728 (HEAT—
%)o [2.2. 9.3.1. 9.3.2 ]

16.6.3 SHhE
EFEERE (66~73/%) 6 FIRUEEE (20~22 %) 6 flic, 7 RN
2% F v 10mg #MATHRERORS LR, BhE 3EEE ICHR
T Cmax KO AUCo-ld3 59 2 I L 72 A%, Tmax K OEEHIC 21
BOLNEP-29, [9.8 BHE]
F) AHOERRSNI-AERCHERZIE. 7 PUNRYF 2 & LT 10mg
1 H1ERRORETHS. 2B, Fie. ERICEDEEERTE 57,
BFEOHEIE. BIVATU—VIMET 1 H20mg T, REKES I L
AT H—)VIEET 1 H40mg £ TOHEETH 5,

17. BRERRNHE

17.1 BMHRUREEICEY 2R

(&L ARF0O—)VINfE)

17.1.1 ER#%HISE D185
AR EE 243 flZRRIC. 7 MULNAYF %2 1 H1EY A% 12
RS L BoMERENEEROARKICHEGE L U0RLEE 4 H
& (2.5mg. 5mg. 10mg F7-13 20mg) <&k % “EHEMRER BRI
KOEM Lz, 7 MULNZAYF > 58 ~20mg # 1 H 1 [H4B%ICES



L7-BoMEEEEOZ(LRKR VBRI L A5 0 —)L < 220mg/dL &7 >
7EFO#EIE (3L A7 - < 220mg/dL #l#&). LDL-2 L2710
— ) < 150mg/dL & 72 - 7zEF O & & (LDL-2 L 2510 — )L <
150mg/dL #1&) B TFREOEBD TH B9,

Jiz) s e BaLvzxFu—)v FYZYEY R | HDL-2LZAFu—)
(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
®wa 7T u—)b - 70 —)b
@i i IDbjf%%U*” %<5£;ymf LDil%iém)
EaE (%) e (%)
5 51 -32.0 56.9 74.5
10 51 -39.6 72.5 86.3
20 52 -49.5 86.5 90.4

BER R OBEESTESNAR L - - BFAREEEF LB ORRRITZ
NZN5.0~12.1%K% 0V 33.3~46.6%TH Y | lFHEEEEFZEHFHEH
R 20mg TR PE N -12b 0D, AEREFEEERD NG 572,
FERFEIERIZBEEHAYE 2 41 (2.5mg,10mg % 1 ). —i22HER
261 (2.5mg,20mg % 1 fl) Th-o7z. B, BEZBERLRUEKRR
BHEHEELZHORBIIZOONL P57,

(RigMES I L A7 0O—)VIE)

17.1.2 REEMES IV A FO—IVIEBEAN T ORREHE (ER)
FHEEE IV AT 0 —)VIMENT OEEEERE 24 6127 MUY F
> 10mg % 8 AL L. 0%, 8BREEIC 20mg. 40mg ~ & HiH
U. JEER - FEHERER I TRET L 721719, 2 0fE R, 10mg K% U 40mg
THRIALVAFI—FETNZN-31.8%. -41.1%. LDL-2L A5 0—)L
B ZNEN-37.7%. -48. 3% LR LEEHMEIGE S N7z, BIFERIX
16.7% (4724 1), BEESTESNZD» > L EFRREEERZH I
41.7% (10724 f) 1ZRD SN/ FRBEWFRIE. BEMER - 5EF (2
Bl) Thotze B, EELREIEAKRVEFREEEREZHOXKFILED
SN o7,

17.1.3 FEEEI VA FO—-VMESERENRHAR (ER)

LDL-7 7 2 L =Y RAZMT LTV AREES I L AT 0 — VIMER T
HIRBE OB 7 MUVNAYF > 10mg % 8 AMHS L. Z D% 20mg
(8AM). 40mg (8~203E) ~EWitE L., JEEHK - IEHBERIC Tigat
L7199, 2058, 6 HlTHEIL AT a—LH-31.4~-4.9%, LDL-2
VAT H—=LH-39.3~-4.6%EET Lz, D 3FICIEHRILVATH
— LA 1.2~15.2%, LDL-ZLAFO—L» 3.1~11.8% &M L7,
BETRAROENIERD S B 4 FITIZT MLNZRY F HREHTIC 2 FLL
AR L ERELZEREEORI VAT U — LKV LDL-a L
2T 0= UERPRDS5NTo BIERAIE11.1% (1/9 61). BEESEE
EN o ERREEEEZEHIL 44.4% (4/9 1) ICRDH SN, BlfE
Rl BELUN (B) Thorz. &b BEERBIFRAKROEFREHERE
FBEBORKBIIRD o NE P72,

17.3 Z0fth

17.3.1 IEHEEICS5 X 2RE (EM)

EARMAERE 17 fle RIS - FFHEBHEE LTT PR Y F >
10mg z 12 BM#HE LR, BE5/1#%O I VAT o — LEME, Bt
JEERER OCEATEIERICER LA 6N T IR EARICEE
BETITS o720, BWEAIZ6.3% (1/16 fl) . BEENSTEE S
o EARREEERZEIE 25.0% (4/16 fl) @D 5Nz, BIfFA
13, BERBRIE S EIBOEEANICHI L Tz, 2B, REBRICB 1T
BEELEFRAXVCEFAEEERELZHOHRIIRD SN 7.

17.3.2 MRHREHRBRICREFTEE (EW)

ERRIMAERE 20 flZRRICT NN Y F > 10mg 2SR - JEHEGE
B UC 28 ARG LR, BESVIRFEERVOZONFEROER
AR TR % R ML ILER D 4 6 N o —75. D M B ERRA R/ <
FA—FIL—EDERIIASN GNP >/ L&D ffE LT mKEER
BRICGERERZ RIS G o720, BIERIZRD 5NT . BEESEE
SN o EFRBEERERFEESHE31.6% (6/194]) IKRDENT,

17.3.3 EREICRIFIZE ER)

BARIAE % &0f L7 RERREE 5061 (XA B 2461, 7 MUNRY
FURBE2660) 127 PR F 2 10mg Xk T T AR 2 ZEEREE T
EEREE LT 12BKRES L. 7 MUY F L OENES KR etz
MEt L7z 7 MUY F 2% 12 BBES LR, HbAle, 1,5-AG
BOTNT b I 2EE 7 MUNRY F U E T REEE
OENCEBZRIRDNEP 122 D6 T MULNAY F I3 HERHNIC
W HHEB IR, BERIE. 7T ERE 7 MUY F UREE
$5.3% (1/194l) icixon, BMEESESESNED» - ZHEREEER
HEHIS T AREE26.3% (5/196F). 7 PUNRYF UEE21.1%
(4719 ) 2B SNTz. BERIE. 7T RBNIEL. 7 hAUNZY F
CVENSKIRTH oz, uB  EECEEARVERREEREZEH ORI
RNz ro7,

) REOERSN-AERUCARIE, 7 MUNYRAYF & LT 10mg
Z 1 H1OEORETH D, 58, Fiw, ERICEDEEERTE 25,
EEOHAIZ. BIVATO—VIMET 1 H20mg £T. FEESIL
AT U—)VIFET 1 H 40mg £ TOEETH 5,

18. EFIE
18.1 {EREER
7 RUNAY F L RMEROIL AT — VB EFAE TS FEEETH
2D HMG-CoA BITEEHR 22 IR DB AMICHEE L. 7 ML R
YF U EEREOEEAFETAREE LI FBO IV AT u—LE
AT 2, ZOEE. 7 NUNZRY F VIO LDL 22855 % 1
mEt, 2OV REAFWEIHI TS LICKVMFEEERETSE
Bo F7zu T MUNRY F U GMAHIEEEFEAZWEL T IV ATH—
VIR I 5 BIAREE( L O FERE % M1 9 52,
18.2 AL AFO—ILERINGIER
b MFEMRER HepG2 filalc BW\WT. 7 MULNAZF U IEa L AT 0
—VOEAEBRROEERR TH 5 HMG-CoA BITLEEE 2 BIRW 2D
BAMICIEE L, BEBY 5D I L 270 — LA % EERERNITINE L
f:24)°
FICT PUNAYF VIIREOKRSICED. Sy hOFI L AT O —LARL
ZAESE HE L TR HI LD,
18.3 BEEMETE FIVEMICHIT BEEEETERA
18.3.1 AL AFO—-IUETER
IVLATO—LVERYTFROIVATO—LER IZTYIZBVWT. T
FPUNZY F U ERABGICI VMR I L AT O LEZENSES
LEBi, LDL-I VAT U= )UWERTIMEE 7 R B E2 KRS E7:2027,
LDL Z&ARE T AR WHHL 73 FI2BWT, 7 MU RY F >
MR IL AT 0 — LERCPLDL-I L AT 00— LEZETS &
f:ZB),ZQ)o
18.3.2 FUZJ'ULU RETER
ILVATO—LVERIZTYROY afE&mE ) 7)) RIES v
MZBWT, ZPRUAZYFrEmbp ) 7Yt RIEZETESE
f:27),30)o
18.4 BHNREELERINSIIER
IV AT U—VARABEEY S X KRS WHHL 73 FI2B0WT. 7 ML
N2ZF >V RBRECEEEERCNEEI L AT 0 - LEB2ET S
H7-2029)
18.5 (K& DOFIRER
Ty MFIZ7aV—AIZBVWT.  MCBU2ERETH DT I NS
NMEORYE VRO 4 (LOKEBE (M-1) KU 2 oKEB{EE (M-2)
3. 7 MUNZRY F > ERIEED HMG-CoA BB RMEESEZ R L
f‘:31)°
18.6 UREBHICH T B1ER
HepG2 fificB T, 7 MUNRY FUIEMBANI L AT a— L &8 %
ERSEZEEHIC, fF LDL 244K mRNA HIHE K OHF LDL 2545
HrENsE, 7RBAWERT MY 7)Y NGWEZETRSE
72303, EHEELEY MIBWT. 7 MRS F V3R LDL ZA(EE
HEEnsEsEEbic, VLDL-7 R B EE2E RS 723, oL
ATFA— VAR IZTZIZBWT, 7 MUWSAYF i3 VLDL-7 A B
EREABTSE77, LDLZAEEREBEYTAICBNWT, 7 MULYRY
FURALVATU—LGEERZETSED, v aBEarmty 7Y
) FIEES v MIZBWT 7 MURZZF IR 70 1) RO
FERS /30,

19. B (CRET B E(EENAR

—f% 7T MUV REF U HIL T LKA (Atorvastatin Calcium
Hydrate)

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

¥ 1 CeeHesCaF2N4O1o + 3H20

FF& : 1209.39

% R BE~HEACOBEEOHRTH 5,

A5 ) =IO TETR T I AF IR ARF T RIZBET P
I KXUET Y J =)L (99.5) 1T THEIFITL W,
HIck-oThRrICERBE L 5,

fEmEESRDOS5ND,

s
H:C. _CHs
@ o H OHH OH
NN ’
o )= Ca+ 3H:0
L F 2

20. BURL EDEER
FERIZBER 2B CTRET S &,

0. %

(7 MUNZIF U8 5mg [JG])
100 8 [10 88 (PTP) X10. #ZJ8H - BREERAIA D]
500§ [108E (PTP) x50. ¥Z48A| - BEEZRAIA D]
500§ [7ILIR, NT., FIRA] - REEZAIAD]



(7 MVNZRIF V8% 10mg [JG])
100 8 [10%E (PTP) x10. #2/8H| - FEEZRAIA D]
500 8% [108& (PTP) X50. #J&Al - BEERAIAD ]
700 $& [14 8% (PTP) x50. #2/2H| - BEEZRAIA D]
50088 [7IL 3L NT, EIRA - REBEHEAIAD]

23. FEXH
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KA M I EIRE 1998 ; 26 (8) 1 1253-1266

W RO EN TER S N BRAREERE ((FNERE) olE (Ve
—JL8E 1 2000 £ 3 A 10 HAGR, HFEERME ~. 3 (5) 1))
KRAEEMT M SBEEE R 1998 ; 26 (8) 1 1279-1293

HENER AR ERE (5 Smg)

HENER ARSI (58 10mg)

KA M I EIRE 1998 ; 26 (8) 1 1267-1277

WA it SIS JA% 1998 5 26 (8) 1 1229-1240

RBESR (V) ¥~ —JL8E : 2000 £ 3 A 10 HA&AR, HFEERMRZE ~.
3(7) 4)

et (U & b —)L8E: 2000 £E 3 A 10 HARR. HEERHIE ~. 3(8))
R (U Eh—)UEE : 2000 £ 3 A 10 HAR. HEERHEE ~. 3
(7) 3))

BE+AMUE HAERH#EHE B)IIFE 2021 5 C195-C201

Stern, R.H. et al. :J. Clin. Pharmacol. 1997 ; 37 (9) : 816-819
FFREBERRERIC B 1 B8 (U ¥ b —)LEE 1 2000 £ 3 A 10 HA&GE.
FREERMIE ~. 3 (6) 5))

KAEKMmT fh: FEEIAE 1998 ; 26 (8) : 1295-1305

RAHATE i Prog. Med. 1998 ; 18 (7) : 1690-1723

HEASE TAERER (FAERERR) (VY h—)L$E: 20003 A 10H
AR, HREERE M. 1 (3)

IIAtE  fih : EEPRESR 1998 5 14 (11) : 2031-2054

KIEER I VAT 0 —)VIEANT OB EEENRHE (VE M-
#E 12000 £ 3 A 10 HA&RR. HFERMEE . 1 (7) 1))
KIEES IV AT 0 — VIR EHEHEZIONT 2538 (VM-
JUSE 1 2000 £ 3 A 10 HA&GRE. HFEEREE . 1 (7) 2))

FHEE i BERESE 1998 ; 14 (12) @ 2163-2177

MRERE - ARERICKIT T HEOMKETHEE (U ¥~ —ILEE : 2000 F
3 A 10 HAGR., HFERMHZE M. 1 (8) 2))

FHERBA i #rEREEGPR 1998 5 47 (8) 1 1230-1248

e (U ¥~ —JL8E : 2000 £ 3 A 10 H&GR, HFEERMIE .
1.8)

AEEE  fth : SEIE E 959 1998 5 26 (9) @ 1435-1441

HAF(T fth : SEIEE A 19985 26 (9) @ 1451-1454

Bocan, T.M. et al. : Atherosclerosis. 1994 ; 111 (1) : 127-142
Burnett, J.R. et al. : Arterioscler. Thromb. Vasc. Biol. 1997 ;
17 (11) : 2589-2600

Bisgaier, C.L. et al. : J. Lipid Res. 1997 ; 38 (12) : 2502-2515
FeHEH fh o BRI EIRE 19985 26 (9) 1 1475-1481. 1483-1486
SRARTENE  fth - SEIEEIAIE 19985 26 (9) : 1469-1474

KRB OZEIEA (VU E - —IUEE : 2000 £ 3 A 10 HA&GR. HiEER
WE k. 1.7)

fRERELE  fth @ BRI LA 1998 5 26 (9) : 1443-1450

Funatsu, T. et al. : Atherosclerosis. 2001 ; 157 (1) : 107-115
AEHE  fth: I EIRE 1998 26 (9) 1 1461-1468
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