20244F 2 AET (55 1 1)

Bl 1 IO

FRHEE

34E

BAEERRIEES
872189
5mg 10mg
ERES 22300AMX01141000 | 22300AMX01142000
BR5ERaa 20114711H 20114711 H

HMG-CoARTEZHEEA

BAERT

T RIVNZXBZF AV ) LEE

PRLIAIF IR 5mgro K.
PRI AIFIt10mgry K.

Atorvastatin Tablets 5mg * 10mg [SANDOZ]

T
) TER — AT ORI ) (S 5 S

[9.3.

ZH]

2. BT

S

(ROBEICIIHBRELEWVC L)

2.1 BA O LEEUEOBEREO & 5 B E

2.2 JHUHEEDE T LTV A EZEZBNLUTO L) B
SVERF S, 1B PRI 2 0 Sk E,

1. 16.6.2Z:H4]

2.3 HEIm AR L T2 T REME D & 2 2ot K O 3L (9.5,
9.6]
24 VL AT LEN-ETL Uy F AL EERSHOBEE [10.1

JFREAS, e, #OH

3.1 fHEE

3. L -

IR

W74

VAN ZAV.E AT
5mg [H > K]

T NIVINA Y F U
10mg [H > F]

ARy

e HR 7 b VNS F
H1V 7 LIRS . 42mg
(7 PN ZHF & L Thmg)

18 Hlj 7 bVNAR S F >
7V LIKAI0.84mg
(7 MWNZA % F >~ &L Tl0mg)

AN

WERRRER T N ) A ARSIV
O— A, BEEKTARR, 70
AHNVAT—=AF M) T L, 7
TIVEEATTI)INF M)A
LSO AT—A, v ad—)
400, BRLT ¥ >, = ERALER

L2l RN - B %
O—A, BHEEKT AR, 70
AHNVAO—=AF M) T AL, T
TWVEEATTYINVF R T AL
LSO AO—A, ¥ aT—)
400, FRfbT% ~

3.2 HEN DMK

B4, 7 MUVNA S F g VA ZAV S s
- 5mg [ F | 10mg [~ F |
FITE MIEO7ANLT—T 4 2788 | RO TANVAT—T 4 VT §E
o TLH T WAL =
., Sa\
e O = O =
RS 5.6mm 6.6mm
JE& 2.6mm 3.1lmm
B 63mg 104mg
ikpla— SA5 SA10

4. EERIIHHR

==

L X 50— JUInEE

OFEMES L X7 O0—JVILE
5. $BERIHRICEET FE
51 BRI 2L, &2 L A7 10— VIIE,

FIEWS I VAT 0= VIBETH 5 Z & ZifEsl L 72 B CTAH

D

TEETDHI L,

5.2 RiEMEE I L A7 0 — VIMILE & EESMAKIZ OV T,
LDL-7 7 = L — ¥ A IERYHEOMBI L LT, S
X EN S DIEREDERARRE LG IR OB & LB 5

Z&
— o

6. RERUVHAE

=17

Z 5 0O—JVISE)

W, RAZET PVNZA Sy F 2 & L CTl0mg% 1 H 1R
w535,

B, FEE ERICL D EEERT 2205, EEOWAIZIH
20mg¥ THETEX %,

(FiEME=a L X5 0O—JVIE)

JH L RAIIE T MVNA Y F e L Cl0mg%x 1 H 1R
53 %,

B FEE ERICE D EEERT 225, EEOWAIXLH
40mgF THWETEX %,

8. EELEXER

8.1 HOL2LOEIL AT U— VILEREDORAETH 5 AER
HaiTv, EIGEBEERL ST B E o B I G RO
VA2 7778 —ORBELHREET L L,

8.2 G-I AR 2 E I IRAT L. WE IS 4 B
DWRD LN WEEIIZ G 2T 52k,

8.3 BIEMFAZEDOHENH SbNAZ ENH LD T, Bl - i
. BEEEOIERD D S b HE I A 2 kL., &
MEE AT 2 &) BEICIREY 5 2 & &5 G- mih
TR L D128 F TORICIELLE, F RIS
CPRAEIZ1MEE) (ICHEREME 21T 2 &0 [11.1.350]

8.4 MRIERAE, JLMERIAE. M/NMGEAED S bbb
EWHHDT, EUIMITHELIT) R T RBIEE 1T
Lo [11.1.5%H]

8.5 EIkE, HERIRAH S5bNDLT EDHDLDOT, g, MK,
EHBEEEOIEIROFEHINEET 5 & & b2, EITHR
BEAT) B ETHRBERT) 2L, [11.1.75H]

-

—
-

[

9. BENEREFIHREHEICHT AR
9.1 AHHE - IEEEDH 5 FF

©

A1 BERREOERE
BERIR 2 BL XS L 2 DD D,
9.1.2 BBBMBEL H5HNPTVEDHREF HIUTDOR
#
- FURBRAR AR MO B E
S WIETEORES (YA MO 7 4 —5) XIZFOFRRED
»HoEE
- HEHE O R DB D & B B
7V a— )VhEDOEE
[11.1.1z&]
9.1.3 EEHENERIZZORETEDSH 5 BE
TIEREEIE (ARAHEL, &HT) 2ELIUIFET 5 2 LA
HbHo [11.1.9%0K]
2 BREEERE
2.1 BEEXIZOBREEDH 28BE
MR BUHE O MEBI O DS EHREREL HT 2 EETH
0. F 7. RERUERTEAE | RE o T AR BEERE D AL AT
S5NTwid, [11.1.12H1]

o ©



9.2.2 BREREEREEDHIEBE
KL T4 77— REH T 205G 121, HFEERD
ZEEVEHB S NS EIIOREHT S b, S Bk

HRMREDS S bR T Ve R T2 59 if

AT 286120, EMICE RS HiG L. HREEIR

(s, BB %8, CKER., Mk ORh I 4+ 70

vy BRI 2 LT F = v EREOEEREDEALE R

DIGEGEB IS AT 52 &, [10.2, 11.1.12M8]

REEAL & B ) AR

9.3 FFkEERRERE

9.3.1 FIRHEPETLTVBEZEZSNBUTOLS LEBE
SR, BEFROSMER, FEE. TE. BE

BHLeanwZ . FHlO

AR EEAS A L. BITEH %83

HESEINT2BENMD D b, Tl RFNIEITHKIZB W
TERALRB SN0 T, FRELXTELSELBENINDH
5o [2.2, 16.6.25M]
9.3.2 FFEERIZOREENDH2EE 9.3.1ICEETHE
H%<)
KRANTFEIFFIC BN THEH LA SN0 T, FEEZE
LE3ELBENDDH 5, [16.6.22H]
9.5 1F1%
TR AR L T B AR & 2 etz id 3k 5 L 2w 2
Lo BMWIEERCTHIUE IR OB K UL, FE IS 5 i3
WO AT EBFIHAFRD S Tw
%o F72. T v MMOHMG-CoAsB TR I EHR # KEH%
DOEHKFEIHE SN TVWD, FHIZ, b b
TlE, MOHMG-CoA TR HER T, HiIR3HT HFTD
MHUCIRH L7z & & JRIBIZEREHEL S 5 bz & O
Wb [2.35H]
9.6 3L
BIFICIEHEG L Es Ty T IAORBITHIHE
ENTWD, [2.381]
9.7 MR
INBEE RS R E LR O 4R b L 22 R R
WEFEH LTV,
9.8 =&
BIERAZEH L 23 A3 5 2 ik 37 5 7 &y ) 70 i
D) Tl —HRICEBBFEIMET LT b, F 2. BN
RURAE DS H bR TV E OIEL»H S, [11.1.1, 16.6.3
2R

10. #HE1EH
RHENE, F & L THOEMRBEERCYPIAUZ LY s
%o F7o. P-HEEOE (P-gp). AMEIEED (BCRP). A
W7 =4 b7 AR=%— (OATP) 1BI/IB3DILETH
%o [16.4%H]

10.1 HHZER BHRAL AW &)

RO LN,

L7280

= HL
2EiR

=]
DLLA

FAIE

FRAREIR - R ETT 5

W7 - falp T

TFLHTLEL - ¥
TLYH AN
(¥7 4L h)
[2.42:8]

JLUHhTLENL - ETL
% Z¥)V (400mg - 120mg)
EDOPEHIZE D T RN
A& F v ODAUCHS. 28%%.,
Conax®¥22.0F5 12 B A L 72 &
DREDD 5o RA O ILH
WEDS EA L. BEH 2%
HLRI L R2BZN00H
5o

Bt 7L A 7L EN
DOATPIB1/1B3% O
BCRPIHE, Y7L ¥
¥ 2 ¥V OOATPIBL
K O'BCRPIHZE (2355
CHERIZE Db D%
AbLNTW5h,

10.2 GEREE

(BHRICEET B L)

T

FRARAEIR - 8T

W7 - falA T

18]

T4 77— bRIEH
NPT 4T T — |

A=
I

[9.2.2, 11.1.1%

=T R
S RN =
P

[11.1.1%MH]

e, B, CKES.
M RRFIA 7B~
LREBERE L, AU
FERETEAL 2 Rl 5 AHU fl g
SEA S BN TV E D
Hd b,

W 714 75— %
3] £ HMG-CoA & T
R IER & ORIVEM
I EOFIER 257~
SN TWwb,

fa bR B EREICEY
ERAY R e
DFRO SN D BE

KR © = o R
L HMG-CoAE TCHEH#
FREFH & ORI F5
TEDFEIIEF ATRIZ &
nTwi,

fERR T B RERERE

T

ESiES BRAER - F5E 51k e - kT
RPN 1) g, Biig, CKE|#E 1) vy2rox®
ToUARY) v F MF R RE I 4 7 a|1) v EHMG-CoA It

&
[11.1.1ZH]

Yy bAERE L, B
7 E R RETEAL & B O AR
RURREDSH H bR TV &
DFEDD 5,

2) Y7 uARY » Db
2L D BHIDAUC) 24
M. TR A L7 & ok
H0D 5

fESR &R & ORI
FIELEOMIE. 2)
TIUARY) LIZKD
HMG-CoA#TehEF
EHN O - JHHHHE
Mk 3 2 A HE S
HOCHEAEM 3
D2/A =0 % 1) IV i )
KHNDFFNDHLY 1A I
FHE D CHHEMER
DIRIBEENT NS,

fabRET - HRRe T

TV =V RPTE R
A M7aF V=N

4

T AuTA ¥
[11.1. 18]

e B, CKLS,
IR QO L A = A

S| EARREE L, 2

FEREEAL & BF 5 HlAL S
FED D H DN F V& D
EHVH Do

WRe @ 7 — IV RITE
W gy A~ A
2 Y OCYP3AIZXTT 5
FHEEH % 2 5T
Wb,

fabE T ER R

7y AuxA vy

ARHI O 5T Wi B AT
B LA (Cou - +55.9%.
AUCq 1t - +81.8%) 7% &
bz,

Bee 759 20~
¥ v OCYP3A4ITH§
HHEER E Z 51
TWh,

HIVZ/ o 77—+
EH
o¥+E) )b
F

4

OEFENL - RFELE
DHEHIC LY KA OAUC
235 88512 LA 5 & o
H2H 5,

[N (YAF 3]
£ 5 CYP3A4D [HEH
EZHNTWwWh,

V< hLEL -
) hFEN

PRI X0 ARG o it i
WEATLBZNDDH S,
AR OEERHFEB L 2§
(R BLENND D20,
THRBIE T RN HHE
HISHEG L, BEIZELT
IR i R PRHE S D 3 B1) 70 51
TS AL,

W AFH O % 8
BIICHES B2k
FEAbNTWwb,

¥ MLILEL
7 < IVIE

P & 0 AF O P e
ML, BIEM S L
RIL b BENDD S,

Wy o MLILE
V7 IVEDOCYP3A
2k % BHEEH 2%
ZHNTW5h,

7TV EN

757 L EL (200mg)
L OB & ) ARFH o E
SRR EE A AL
(Cinax * 5.66f5. AUCpos :
3.00(5) LoHEDD 5.

Wy 7o 71ren
12 & % 1% OCYP3A
% O'BCRPO® [H5E 3%
ZHNTWD,

LT IVEE )L

L7IVEE L EDOPEHIC &
) AHI D M EErh S i L7
L F L 72 (Coa 0 21765,
AUCy - : 3.29f) & D ¥R
b Do

e LTIVEE VI
£ %5 CYP3A, OATPIBL/
1B3J O'BCRPO [ E A
ZEZHN T2,

TFNF =T

PFRIC &0 ARG o> i i
LA L. BIEM R SEBL
RILBDBENDD 5,

Beg : 7FNF =70
£ ABCRPD & A3 %
ZHNTWh,

TVL—=TT)—=
Va—A

VA2l 2 AR S
12L/HEDPERIC LY. &
FNDAUCy o2 50512 1
AL DWEDVD S,

W 7Lv—77)1—
VY a— ALK AHCYP
BAMDIENZ 2 5
TWwh,

IT77ELYY

AR O I S i FE A
TL7Z (Cuax: -12%.
AUCqom © —43%) & OHHE
DB 5o

Wy 7L Y
12X ACYP3A4D i5E
MEZLENTWA,

V7 7YY

DI ASIE o8 i
BIAH ZZG LA
ARFHI O LT S FE AR
T L7 (Caax © =40%-
AUC : -80%) & @ #HE A
H5o

W77 Ev
12X ACYP3A4DFHE
WEZHLNTW5S,

ANFH T

NFHaTrEDfFHIC &
0 ARH| D AUCHHFIS0%IE T
L7zt OHEDD %o

[ R S = A
£ HCYP3A4D Tt/
EZHNTW5,

A oF > 2SR

ARHI O MLHE 38 E A5
25%fK. F L 7z #5. LDL-=
L AT = VO TRIZZ
NehzHEMTHHELL
ELhR&Ehorz,

B 2o OFANZ
YB7 MUY F
DOWIHE () 12
o L MHE P IR
DIKTE 2z 5T
%

vaxv s

SEFRIEIZ B CIiE 2
TR VRENS TS (R
F10mg# 5T Cuax 1 19.9%-
AUCq4 - +3.6%. CLr : 129
—128mL/min. 80mgi% 5
TChax - +20.0%. AUCo-an:
+14.8%. CLr : 160—
149mL/min) Z &3 &
NTwz, fFHY 256
1, AL IR O € =
F—E a2k,

[ e N [ g g
* ¥ v OP-gpE A L
7eHE P AR S
NnNTWwib,




e R AR - 58T W - febE T

A A5 INVIF Y P Y (Coa: [BEF  AFNCL D 701
JNVIF v R r=(+24%. AUCqom - +28%) M |TF ¥ Fo v i’ =F
IFZNWIAMT VT ZNWIZA T TF—|ZVZA T I H =

TA =N WV (Cunax * #309%y AUCq 240 © | ORI ELE R R O A
+19%) O MEEFRE D L|BEZHNTW5,
HADFRD BTz,
1. BMER

WOEWERNH B bNDE I LD EHOT, Bigx 41247
W, BEDEO S NS E RS A 7 ) 2
BEiT) Z &,

1.1 EXGEHER

1.1 BEBREE. IANNF— (O FRLEEAR)
M. B, CKEH., mMA KRB I A Z7oe s 5
R L T AU ERED S S b, SMEERESEDERE
REEERHLbONDLZEND DL, /20 IFTF—=DH 5
bNALZENHLOT, JNFRHRRE. HRERPLEHZRCK
DOERADH S bNGE IS EPIET 52 8. [9.1.2,
9.2.1. 9.2.2, 9.8, 10.2&H]

11.1.2 SRENEMEFEME I A/NF— GHEARH)

I ). CKEE. 2AE % fEb WM ME O T, bt
HMG-CoA# Tt 3% (HMGCR) $Ufkbathssz 05tk 3+ % %
PENTEEIEICE I A /3 F —2%h b, 5 IEHE L i
LBMESINTHWLOT, BHEOREZ TBET LS
Eo B, BIEIHIFIR G X D EED AR S N & OB B
Vb

11.1.3 BUEFFR. FFR. FFEEREE. 8E (I N HEER)
[8.3%:H4]

11.1.4 @BEEE HEARH)
MEHRERE. 75714 7% =Ko, RS % &4k
SERDSH S b & DMEDD S,

11.1.5 |FBERERAE, AMBRDIE. MMMORDSE (WTihd
HHEEA)

[8.4%:0]

11.1.6 hEMRFIEFERABEE (Toxic Epidermal Necrolysis :
TEN). REHEIRAEIRE: (Stevens—JohnsonfEfRE). &7
BT (9 d HERH)
IGHEIRE DD &bl b DREDDH 5

11.1.7 SI¥E. ¥ERE (V3 HEARY)

[8.5&MH]

11.1.8 BEEMME HEAT)
FEi#5-Tho T FEE, Wbk, MU, B XL
DR SN A S 2 ik Ly BB E RV E VH]
OYGEO MY 2 MEZITH) T &y

11.1.9 EEBHEIE GHEAH)

EIEM I E (RGEL 2H7) 2SFETET 5 2 LAt
H5. [9.1.3201]
1.2 ZOhOEIER

59U 01~ 5% T AT
T HERK. B BBl L.
F B, 5k e R
JROD
» MG F R
— m&?gmtjk
AST k&, ALT|Al-P.EH-. LDHE
R A rGTEE . e
7o —€ F5. E|ER. T -l
W R %, B EE . RAORIE. T
WA, LAY (RR. o, L8,
il Ko, R WO E. S, oL
Bk, T, LES| 0L Lo L 0L
H CLEORERS) | TR %, TR
LI
T B
CK 3% W W% A
RN
R S WS B
e HHOC ). K.
WA C DIED I
W%, b

5% F 0. 1~5% il BHEEANH
s o2 SR, A PR
B ik, HI5. B
WEG, A GF) |[BhERE, Mk Lo
TR %) . IRA. it
JE. H1H o, A
FANATFO YA YT AT T —Y | LI
wpw BT E 5. TSHE %,
ACTHES. 7L F
250 T
7y a— A L&, RIERE
R HbAlc b5, IMiEsk
K
g K& BUN L5 iz L
H 7 F = N, IR
B ZE Blig. SRR | E (RET - DUBRSR)
Zof EHEE ). Wk B, SR R
iokZ H L BEIR L HEVR R
AR, UK, FEEL

14. BREOIXE

14.1 FEHIZFEFOEE

PTPUH OIEHNIPTPY — oY L TIRAT % &9
88352 L, PTPY — hOREEKIC L D, T ELAHAAE
HiBEARIA L, FIZIZfLE2 B2 L CHBRASORE 2 &
BHEZ PR T A DD D,

16. EHEHEE

16.1 MAEE

16.1.1 BEHRS
TR AGHIC, 7 VSRS F 57 10, 20 M40mg % #i &~
HERE G L 7ok R, A KRR O C o X TAUC) 1355
mIZHALTHWINL., TatOFEZIZIEF—ETho72 LD
by 7 MUNAY F U EOKRNBIRBIIHIEE L RT EEZ LN
72V B HARNESEN L OFNTIREZ i L 728, HAZE
% LIal 5 AFEFEIZERD Sk o 727,

SEWBEEINT A — 5

Epacs -y Conax T Ty AUCy
(mg/man) (ng/mL) (hr) (hr) (ng-hr/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
(Mean=S.D.)

F72. 7 MVINA S F 2 10mg % HEEERL GG B RS- L7
EEDIMAERERBW TH L7 I FIEAMEONRY X VEDO2O
KAL) (M-2, 0-OHMK) D Tiaxs Cona X OFIINE 212 406.17
. 1.39ng/mL K% O'8. 00K Td - 72",

(ng/mL)
—o— RAALIK
5 —o— M-2
Mean+=SD.(n=6)

ERESHEERE
w

07 4 8 12 16 20 24 28 32 36 40 44 48(hr)

R

7 PIVNA S F 2 A ERE R 10mg HL RIS I35 L 72 & & o p k%
1bAR T ONM-2i8 FEHERS

16.1.2 R{E#&R5
TR ANGBILZ, 7 NIV AF F 10 020mg % 1 H 11al8] &,
TH M PARRE P G- U 7246 5. G i 3 B 13 3% 5- Bl an 24 H H
FCICERIRBICERE L 72,
F7/o0 1HH E7H H OIS RSEW i i 2 I3 2 L. 20mgfe G-
TLEALTVwA OO EELRETIE R, EREEREDONLE
ot

16.1.3 EMFHIFEEMHHER
T RMIVINZZF U E10mg [ K]
T FWNA Y F 5E0mg [H > F] &) E b —V§El0mgk. 7
O AF—N—iE2 X ) ZnenlsE (7 bV ANA S F 10mg) fi




53D NG 2 o e < T S R a1 e B A (o NI (gl N VA 78
5F ) BROTEEAHY (M-2) BEEHE L.
BOENTZREAEOIEDEIFE/ ST A= (AUC, Cuu) (22WT
TEEHRAT 2 AT o 7245 F. * EafiE O P34 15 D 22 DI0%1E FE X [ 3
log (0.8) ~log (1.25) OFENTDH V). HH O W)=Y R &1
WHER S N7z ([BRBEEEGOAEYFHESEERBETS T4~
(RS LLA 24 A S A AT 3645 112400475) | 1255 )Y,

7 MVNA S F 2 EE10mg [ > B $E55% o msE bR s
(ng/mL)
’ KB —o— TMWANRYFUE10mg oK)
—— JER—)LEE10mg
Mean=+S.D., n=106"" n=107"*?

w =~ o

WRE VRN S e SR
oo

R — .
0 6 12 18 24 30 36 42 48
5w (hr)

(ng/mL)

3
M-2 —&= FRWLARZF24E10mg (48
—&— UM )L$E1Omg

i Mean=S.D., n=106"" n=107"%
oy

r_P

M

2

bl

JiE

6 12 18 24 30 36 42 48

2560050 (hr)

SR NT A — 5
| AUCis | Cuo | AUC. [MRT| Tpy | Tic
- (ng-hr/mL) | (ng/mL) | (ng-hr/mL) | (hr) | (hr) | (hr)
;E;;I(‘);; 2029 | 4.48 | 21.03 |9.88|0.78 | 9.12
PN oy +5.60 | 211 | =5.83 |+1.96|=0.58|+2.79
VU R—gE| 20.68 | 4.10 | 21.42 |10.05] 0.95 | 9.01
10mg £6.74 | +2.00 | =6.84 |+1.77|%0.77|+2.52
;E;;I(‘)ri; 2812 | 2.15 | 29.76 |13.37|2.75 |11.14
iy o8 | #1043 | 1,20 | +10.74 |+2.09|2.24| 283
U R —LGE| 28.06 | 2.04 | 20.66 |13.56] 2.98 |11.05
10mg +10.85 | +1.13 | =11.28 |+1.81|+2.56|+2.42

(Mean#S.D., n=106"" n=107"*?)

WD) 7 MVNARSF UEEOmg [ 2 K] 5
#2) V¥ b —LEE10mgtk 5

A EENE NN AUC, CondZE D /3T A — F1%, #iERE O8I,
PR OFRIUAHL - RS O RBRS & > TR 2 WREED D 5 o
16.2 TR
16.2.1 BEOFE

T AL260TT b IVNAE F 2 10mg % #i 50T e OVA 4 12 B [l
%5 L7258, 7 PSR Y F U5 EE 1 A3 X 0%
FTF2500, BILEIZITEALEERS T o727,
16.3 2%
16.3.1 EAKEAE

b MSEZE 7200 vitroD FEER T B S A E1395.6~99.0% DL
LERLEY,
16.4 X3

fEFER NGBIZ 7 B VINZ & F 210K U40mg % Hal& ¥ 5 L 72
EE,MFERIZT I FEAMEO NV ¥ VRO O KEEILHE
(M-1) R U26r0KEALE (M-2) O22RFAFER ST W 575,
I3 A I EM-2Td - 727

T MVNZ S F O FEAHERRIIETH D . M-1& OM-21%
CYP3A4IZ L o THEBT 22 LIz EhTWwE”, [10.5
7]

16.5 HEitt

TR CHC-T7 PIVNA Y F 2 21 G- L2 & &, tBED R

IR D TR (<2%)Y, eI REILE, M-1K% U'M-2

HENE NGO, 3%, 11.7%J% U818, 2%l X 417, T

W2 MC-7 MV NAR Y F Uk Ve N R R, B

G- &N MG RED43.7~70. 2%A B I HEM: S v, RE LKA D

MIZM-1, M-2K OM-20 7 Vv 7 a > Egda s g asmse s,

16.6 FHENDEREZE I 2EE
16.6.1 BipEEESEE

R BRI 80 K VB R RE R 1117 PV N A ¥ T 2 10mg

Z1H1E2E B SRR O3S L7z & &, B EIX, 7 PV Y A

2 OE R OENEIEIC B RIS e h o 72 (BHEA T —

% )o

16.6.2 FFi%pEEERE

TR B O P RE S BB 8B §°D 127 M VN A & F »10mgkx 1H

1R M AER OG- Lz & &, 2 BE Tl R s A2 B

CChild-Pugh A% % U°Child-Pugh BEFHIZBW T, Couw TIEZ

NEN5 5 KN4 485 AUCa, Tl N4 AR5 K 198550

BN, T CRWT D /205555 HF80 O 7= A32 iz & A

EBAL L e dr otz Fhzy MEMRE IS T 2EHICIZ 4D %>

7P HEAT— %), [2.2, 9.3.1, 9.3.2ZH]

16.6.3 SipE

SRS (66~T73%%) 661 U5 4EH (20~227%) 661z, 7 b

WINAE F 2 10mg & A BN HAIRE 8 G- L 72/, mled 35 45

FNZ AN TCrae X AUC o (T RI2RE I ZHEIN L 722, Toa 2 OV P05

HINZEIIED SN Do 72, [9.851H]

) AR OKBEINWEROCHEIZ, 7 MUNRAFF LT
10mgZ IHIEREOHS-THh 5. 2B, Fis, ERICE D B
BKTE2H, BREOHAIL, Ba L A7 10— VIikE TLH
20mg% T, FIEMS I L AT 0 — VIiE Tl H40mg ¥ Tk
=2Thbo

16.8 Z M1t

7 MVNZZ F VEEdmg [ R [&EFRZ 5RO E R

F DLW AR EEABE T A FF 4~ CPRISEILH 240 T3 &

WAFEHE112400475) | I2HD X, T PILANRA Y F U EE10mg [~

N ARdEgH L Ll &, BIEEESRETH ) AW

&L me S0,

17. BRIRRE
17.1 B3RO RLMICREY 2 55%
(&3 L XFO—)VmfE)
17.1.1 ER%EAE 185
R MUE B 24300 % K502, 7 M VSRS T 2 & 1TH LAY A2
S L 7B o iEIRESCEIER o HERISERE & Owaett
4ME (2.5mg. Smg. 10mgZ 721320mg) 2 X 2 5 5 R
WHEEIC L WV ERL 720 7 MUANR Y F 257 ~20mg# 1H 1A 4
RIS LBoMEREMHEOZALRR B L A7 0 —)b
<220mg/dL & 7% > - FEBIOEE (3 L A5 10— )b<220mg/dL#E
£).LDL-2 L A5 10— )L<150mg/dL & 7 - 7= Jiffl > El 4 (LDL-
I L 27 0= <150mg/dLEA) ETFROEBY THHY Y,

ik % #walLArFa—)| +) 7)) F |HDL-2 L A50—)
(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
= - ¥WalLAF7a—)V|LDL-2 L A5F0—)b
f’;; s LDL’ZI(%T””” <920mg/dL <150mg/dL
4 (%) 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

RIVEF B OV P 73 15 08 & L 73 2 o 72 B R AR AT 5% 2 B D FE 3L

#FZ N2 NE.0~12.1% % 0°33.3~46.6%TH ) |

i PR AR ff 5%

HEBEBRD20meHETRRE N> 72 b DD, HERIFIEIZED
L iroize EREIERIEE ANRE26] (2.5mg, 10mg#5161)
— kB4 HRER2B) (2.5mg, 20mg%1Bl) THholzo B, EE
% EER B OSBRI S R A B O S BLIRBD bk o 72,
(KM= L 27 0O—JVINEE)

17.1.2 REHSaAL 27O0-I)VIEEEATOXNSHE (BAX)
REEME I L AT 0 — VIIEN T DESREZE246127 P VN A
% F 2 10mgx QARG L, ZOk, SHEMEIZ20mg. 40mg~&



Wk L. IEEM - JEHEEERIC TRES L 22T Y, 2 o#E R, 10mg
K U40mgTH I L A5 0 — Vi ZFh21-31.8%. -41.1%. LDL-
AL AT —)VIdFNEN-37.7%. -48.3% & & T L &%) o

Bonsz, BIEHIZI6.7% (4/2461), BEMEDSGE SNz o7

PR A S 25 01341 7% (10/24%1) 12320 bz, EREIE

. SRR - BRAE (261) THhorz B, EELRBEHARLY

ERR AR E EBOEBIIRO SN h o T,

17.1.3 FREBSAL 27OV IMEEE R EHREE ER)
LDL-7 7 = L — ¥ A% JififT L CW A REME I L A7 0 — VIIE
REFARBZFNC, 7 FUINA Y F 2 10meh SHERIES L. #
D#%20mg (83AM) . 40mg (8~2038) ~& @it L, M - kL
BRI THRE LY, Zo/E, 6flTHRIL A Fa— LA
-31.4~-4.9%., LDL-2 L 25 10— )L %%-39.3~-4.6% & ik T L 72,
3B TIEHE I L AT —)L51.2~15.2%, LDL-I L A 51—
A3 1~11.8% L BN L 720 KT AR S NZERI O 9 HAFI T
X7 NVNZA S F AR GRNC 2R L 2 06 L 2238k & 1212
BREOHRIVATH— VEUPLDL-2 L A7 0 — VKT 5
7oo BIMERNEI1.1% (1/960) . BEGPEATE E S e 0o 72 BRIR AR
FEREETE44 4% (4/96)) (2BDH SN, BFERIE. GFLY
n (&) Thoroo BB, EERRVEH K ORRBRAE R EEH
DFEBIIRD LN h o7,

17.3 ZOft

17.3.1 FEHIEEIC5 2 2 HE (ER)

I ME B F17H 2 3t S IEE IR - FRILEGABRE LCT7 MY A

5 F 2 10mgx 1285 L7245, 5 HiHoa L A7 10— Vi

FIEE. MHT B LR RE K O MR AT AR B A B R AT & 5 LT,

JRYH B BRI B % TR & o 722 BIVERIZ6.3% (1/16

B, B EEATE E S N7 o 72 B R A B S 81325.0%

(4/166)) 1CRB®O S N7z BHERIE. BEAPLE & S 25F —E R

WCHRBL Tz, B, REERIZ B\ CEE 2 BIET K O RB

TR EEOFIMIIBDO SN o720

17.3.2 MFREHFIRICRIFTHE (ER)

EIRIIAE BB 2060 2 0f RIZT MV NA Y F »10mgx JEEM - JEHL

AR & L C28M M H G- L 7oAk R BERE S VIR iGN 2 ofit

JEU DA AR & RO AR TR SHIE @R A5 A S v7ze —F, i

DM FERATRINT A — § IC— BB A SN o722 &

L0, SfkE LTS BRI ISR L KT S 2o 727,

BIERNERRD S, BEMEDTE & e 0 o 72 B R A 25

ZENE31.6% (6/1961) 1278 572,

17.3.3 ERABICRIITHE (ER)

ENRILE & & BF L 7288 R B 506 (75 & RBE2406]. 7 hovoN

Ay T EE2660) 127 FIVNAY T 10mgiZ TS b ERE EE

R I EGRER & L CL2 M5 L. 7 PN Y T o F R

BLOGEERBRE L72e 7 MVNZR Y F o 2 128RE S L 72k

2 HbAlc, 1,5-AGR N7 V7 M3 VIR 224k, 7+

WNAG F Ve T2 REL OMICHEEETRO SN o7

S EMSL. T RUNR Y F AR BNIT T B BB e o 722,

FEE. 792 RBE. 7 MUNZAYF U BEE $5.3% (1/1961)

AN, BN E SN b o R R R AT T

+ RBE26.3% (5/1961). 7 FIVINA Z F L EE21.1% (4/1961) 12

FobNz, BERIE. 79 REIHTE, 7 MU RAYF VB

PRI CTH o720 B, EELEIER L OERREMEEEEBO

HKHIIBD SN a7,

) AR OKBINTHERCHEIZ, 7 MUNRAFF L ELT
10mgZ 1 HIMEEIH 5 THh 5o B, Fin, ERICE D HEE
WK TE 2, BEOHAIL, B3 L A7 10— VIfETLH
20mgF T FEME I L A 70— VIILAE TIH4A0mgE TOH

ETHb,
18. FERHFIT
18.1 1R

T RIVNAYF L IIMETOI L AT — )VE xR 5 5
#CTh 5 IR OHMG-CoAFTTRE TR % IR 2> DB A 1Y I FHE L .
T MVNA Y F v EABREOEEE AT AAHE &bz, P
DAV ATO—=VEREIHT 5, ZOE., 7 MUY T~
AT OLDLZ A H & B S 2. o) REE W 2 #1425
CEIEYVMPREERRT IS, 20 T IV SF Ui
MR EIRE &2 3 L <. B L AT 0 — VIR 12 fE S BRTEAL
DISEZ I 5%

18.2 AL X FO—JLaEKMEIER

t AR R HepG2AZ I2 BT, 7 MUNR Y F i3 a L
AT U= VDA AR OHLHEEE R TdH 2 HMG-CoARITEEHR &
HIRM 2 OBEMICHE L, BRSO VAT U — VAR T i
JEARAER N HIR] L 7277

FNZT FUNAY F EREAHEGICED Iy POFILATH—
WA R SR & i LR I L 22
18.3 EEMAEETILEMICH (T B IEEETIER
18.3.1 AL XFO—JUET/ER

AL AFO— VEMYHEFRPFILATFO0— VEAMI=ZTYICH
W, 7 MUNAY F ARG ) ER I L A7 0— )L
EZET S5 L L B2, LDL-2 L A5 0 — Vil f NIl 7 KB
2T &8, LDLZARRIE~ 7 A K OWHHL Y H ¥12
BWT, 7 MUNRY F VT VAT 0 — )VE L OLDL-2
LAFO— W E T S22 2,
18.3.2 FUJ ULV FETIER

ILAFO— VAR =75 ROY a AR Y 7)) il
SET Y MIBWT, 7 hUNRZF L EImp b)) 7)) Fl%
BT S22 %,
18.4 EbAREELEEREMFITERA

I L AT O — VAMARZEE Y F R OWHHL Y - FI2B W T,
T NSRS F ZEIIRAEALR A AR K O MEE T L AT 0 — )L
GEEILT S22
18.5 KB DIEIE/EH

Ty MFIZO0Y—212BWTC, B MIBUTAEREWTHDLT
I FRHEMNEONY Y BEOAMEOKEILE (M-1) KO0k
WAbfs (M-2) 1&. 7 MV NZ ¥ F 2 L RFEEOHMG-CoAsR It
EE 2R L2
18.6 URERRBICXT 21EH

HepG2fiiBIc BT, 7 MU NAY F M L A5 0 — )b
GEAET &5 &L b1, IFLDLZ A AmRNASS Bl & & O
LDLZERGEZ IS, 7HRBYWER TN 7)) £ Fy
WEAET 3¢ % FHELEY MIBWT, 7 FVNZY
F VIIIFLDLZ ARk ms ¢ 5 & &£ 12, 7 RBGWEY
JFEE72", gL AF0—VAKIZTHICBWT, 7 N
Z % F 2 IZVLDL-7 KB A i & L T S 7-%, LDLZ&EMKR
B ZZBWT, 7 MUNAYF 133 L AT T — )L bk B
BT EEAY, ¥ alafHE ) 70U 1) FILETZ v M2Bwv
Ty TRIVNAZFZ M) 70 &) FmspE 2k T &7,

19. B2 (BT 2 B{LZAAER
— RV & TR
T RWINAZF IV 2KFI (Atorvastatin Calcium Hydrate)
L4
Monocalcium bis { (3R, 5R) -7-[2- (4-fluorophenyl) -5- (1-
methylethyl) -3-phenyl-4- (phenylcarbamoyl) -1/7-pyrrol-1-yl]-
3,5-dihydroxyheptanoate} trihydrate
SFR
C66H63C3F2N4010 N SHZO
SFE
1209.39
MR
Fo~E O OEREOHERTH 5.
AL )= WIZBO THEIFRL T, Y AFIVAVEF Y FIZETR
L KET Y 7 =) (99.5) ITHRD THEITIZ L v,
i ko THEAIZERT L 5,
AR S TEDTRD H LD,
EZEER

H:C CH;

0 H QHH OH
N yZ N/v% €O~
H _
F
20. BURWLEDEE
BB IR AE BT CTIRAET 5 2 &

Ca?* - 3H:0




22. G
(7 FIVISZRBF > 8E5mg [H K ])
10082 [10%E(PTP) x10]
5008 [10%E (PTP) x50]
5008 [N, HHEFIAD ]
(7 FIVISZRZF810mg [ K])
10082 [10%E(PTP) x10]
5008 [10%E (PTP) x50]
5008 [/3F . HEHEHAIAD ]
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