H A BRI R il - HE

* 202347 H AT (100

B SRR $i25mg $é5mg $£10mg OD#$#25mg OD%t5mg
HREAR : 34 KBS | 22900 AMX00824 | 22900 AMX00825 | 22900 AMX00826 | 22900 AMX00882 | 22900 AM X 00883
Wi oe B g 20174E12H 20174E12H 20174E12H 20174E12H 20174E12H
HMG-CoAZE B R EH]
=g > > >
-4 OX/\N X HhIVY ) L
wrsann BEERR 45 2PN
(R~ RIS O %1 " -
st DA FIEE2.5mg [9939)
LL} _
ORI F2tEdbmg [9h9]
L L] -
OX)CAIF10mg [9h9]
OX/INZAZF 2 AV LOERNEESR
1] -
ORI FODEE2.5mg [975]
1] -
ORI F2ODiE5mg [975]
Rosuvastatin Tablets, OD Tablets “TAKATA” {Fa kata
= A4 SR
2. BB (ROBEIEEELEVTE) e I O L L —
2.1 AHIOBSR LBBIEORBAEED & 2 Lge D=k it
2.2 IFHBESETLTWALEZSNBUTOL) & E)jg ;beé )}P;X\ ;”7;6;{;;
B OAANRYF SANYI|FYT Y JUAKREF
AVERFJe, BPENT S0 APERIE, HERIZ. WP, TR > OD $ 25mg (AUZQOW%%‘ ;:}\X 7;;;;;: 7%71
[9.3.1, 9.3.2, 16.6.2 Z:H] (%% % | % 7 7 L- =
2.3 L LI LR LTV 2 WRERED & 2 S0P R O S £ LT250mg) |BUMAKT A F, bA 2 b —
[9.5. 9.6 ] Vo FR AT T VB
2.4 YRR Y EEGHOEE0.1, 16.7.2 ] XTATT A
1 geH D-v>v=F—, fEft
3. #ERE - M HRE Q©ANZ|Vva—A, hyEOTIY
3.1 fEmk Dx/i‘xy%&%‘/wwvﬁ?‘y?’y\7nzr1—ft“F‘
Wizt 4, L% A > OD 8 Smg| [ eons D 2T v
1 gk DvY=F—A. FoE (555 pAY e
. MR N L LT500mg) |[EHEKRT AW, LX V]
HFE wgaxxzxigaysyr7y . L-7VF V. FEL AFTY L
FF AN T = ., BEEKT A, 7‘7%:/,‘”
U/_“\“Xy_?L\2.60mg EHELO—2, 202
S5 95ma [ 5 (BANRYF V| REF Y, ATFTY VEE 3.2 "WAIQHIK
7,]';1' me L LT250mg) |vZ7AYTA, 7O WK i
O— A, ¥ 7 0I— ) - — ikl
ST W5t 44 PEIR | &m | s | M 1
6000, ML >, = v | mx | x| O K
[ R 2 s - =
ANF ATy RN
1 gt DYY= b, hUE @gf @ =
HE wvaxxzxigaysry7o.L-7TIVE ’<‘,9,_/v % # %
SF AN Y|, BEMA YT A B BANA S F ] 008e | 39mm
O 25 % 5 5| 520mg v —2, 7 ax Y5 25mg [5)| 5 t|” Heg | 9 —
o rwj(uxz\“xﬁ%‘/ FEFRY, 2579 V8 #H %] D74
yf me LLT500mg) |vFAY WA, b7 TR -
H—Z, ¥70IT—) —
6000, HRALF ¥ >, == /;ffh
MefLak, = RLEk. ’ ;
HIVFrroNa s RN
1 g Dxry=}F—=J, bTE gg? @
HE wanzxigays sy 7Y L-7IV¥ ‘<3L/V
YF AN T =y, BEEKT A B, nxn‘x&%ﬁf& ] # #y
O 252 4 5| B 1040mg B LHO—A, 702 v§E5mgl % 0;%3;% 7mm | 016g | 39mm | —
- % 10me [ ¥ (BANZYF V| RE Ry, AFTY VB 7 | > 1
ﬁ‘jj £ LLT1000mg) |R 7 %Y, EFOR oS
g— A, ¥7a0I—)b —
6000, LT >, = /;fﬁ
WALk, M= Lk, 7
BN FoNuary




e .
Wt PR gem | sE | WE | 5
FRE | mx | ES
‘,\) j‘ ‘l\ Q2 N4
F a2t (her )| —
. KT A
Cann i lEws w | w | ow |
L mg O #H | 9mm | 03g | 48mm
kS D T A4
VA
-5 4
v
yODﬁZ%@%§® TTS776
[%#%] % # #y
7mm | 0.15g | 3.5mm
0 xsixrrl (%) ()=
~ OD ¢ 5mg e TTS-777
kS o | w ow
9mm | 03g |4.2mm

4. FHEER IR
2L X7FO—JVilfE. FKEMSI L XFO—JVME

. DEERERRICEET EE

5.1 BWHORIC o2 REZEHL. &L AT a—)VIIE.
FEMEE IV AT 0 — VIETH D Z & Z MR L2 L TR
HlOWMH % EET 5 L,

5.2 REME I L AT 0 — VIIE R EESEKICOWTIE,

LDL-7 7 = L — Y ZEDIERYFLOHB L LT . HD
12N 5 OEBEDERARE 2B A CAH O % Z B3
LTk,

6. AERUVAE
WHLRACIZTANZSF LTI H LN 2.5mg &0
W5 BT 50, BHICLDL-a L A5 a— Uiz KT
SEDLLENRDLLEEIIE mg LV HFGEZHBLTD X
Vo B ER - EIRIC X D EEHR L. B RED S
VIR, 4 DRI LDL-3 L 2 7 0 — VEOK T 2548
T A1E, Wik 10mg £ TR TE %, 10mg =%
HE1LTH LDL-2 L A 70— W EOE F A5 Thv, K
BEE I VAT O — VIIERE 2 EOBEEEFICHRY, &
SICHMETE52 1 HRK20mg $TET %,

7. AERUHESICEET 5EE

714 2VL7F=r 2 V7 5 Y AH30mL/min/1.73m? il ®
BHICRET 28461213, 2.5mg TV HG%2BGL, 1 H
AP 5mg &5, [9.2.2, 9.2.3, 16.6.3 BH]

7.2 JF712 20mg HEGHFICB W T BRI E R D S b b
BENND B, 20mg $5-BMGHE 12 B TORIGEM. A
W21, RPN CRAEIC T S ICE R
EITO Y, BSR40 2L, [9.2.2, 9.2.3,
16.6.3 =]

8. EELREAXNEE

8.1 HOALOEIL AT U— VIEREEDIATH 2 A%
PR EAT O, B EBER R L . B S o i M O
BOVR2 7775 —0OBELTHERT A &,

8.2 B Rl & eI IcRAE L. RIS 5 K
IBSERD bW IZE RS 2T A k.

8.3 WP IR R 12 M F ToOMIZEAL, A1 m,
NIRRT BRI CRAEIC 1 1% ISHFRREMAE 2179 2 L.
[11.1.5 BHE]

8.4 MUIMURA DD SbN b T EHHHOT, MIEMRALSD
B2 1502475 2 ko [11.1.6 ]

9. HENERE2EITIREICHATIEE

9.1 AfHHE - BMEEZEDH 2 8E

9.1.1 BRBRBEI HSHhRTVEDRENL HHLUTD
BE
s T3 — Vv
- HURBRBRBEAC T o B
CEEMEOFIER (YA MO T 4 —5%) LI FORE

Db EH

- FEH Pk O 5 s D BEAE TR D 8 B R

ol

*9.1.2 EEHEIERIE ZDOEREEDH 5 EE

EIEMEE (IR, &) PELUIHETAZ L
Wb, [11.1.4 2]

9.2 BiEEEEE

9.2.1 BHEREEERDHIEE
KE LT 4 75— bRFEREHFHHTHHE1001E, BELS
EELZVWEHM SN AYEICOANTLI . Ak
B REEAL 2 1E O MBI BURIE 23D S b v, h
BT 281013, BB PR B S & F2h L
HERER (AR, B o8, CK E&., MR
BRI ruey ERBNCmEZ vy F= v RSO
BREDTEAL Z B AT b IS 252 &,
[10.2 8]

9.2.2 BEEXIIZOHREEDH 28E
TR BURE OISR D%  VEHERERE 2 A3 5 BE T
HY. 7o, MR I o TR BRI D
bbb ehdb, [7.1. 7.2, 16.6.3 ZE]

9.2.3 EENEBEENDH 5 EE
RADOMPEEREL b BENEH b, [7.1. 7.2,
16.6.3 %]

9.3 FFieEEERE

9.3.1 FFEEPETL TV EEZSNBUTOLS kEE

SR, BMFRXOAMEE, FEE. FE. &E
B LhwZ Lk, SNHOBEFETIE, AFIO M I
ATDLBENND L. FThoo RENIFIHTFEIC 54 LTE
M3 r0T, WEEZEAIELIZBEINDED D [2.2,
16.6.2 2]

9.3.2 FFEEXII ZDEEEEDH 3 BE
AENTENIFIEC 54 LTER T2 0T, FFRREXIZZD
AR OB 5 BE T TR EZ B E €2 BEZNW0H 5,
$12, Child-Pugh A 2 7 %% 8~9 O BEE TIL, My
NIRRT E P 72 L OWEDDH S, [2.2, 16.6.2
]

9.5 1T
TR AR L T B TR D & 2 ek i3 k5 L nwZ
Lo T v Mo HMG-CoA #ICHEF HEH 2 KEHk S
L7 IR oBRGEs#E SN Tnb, HIZE T
13, > HMG-CoA RICHEFRHER T, k3 » HE T
FHCHRA L7z 8 &, BIBICRESEL D S b & o
BhH 5, [2.3 BIH]

9.6 BILIE
B LW L, Ty FCHITHR~NOBIT#E S Tw
%o [2.3 B]

9.7 INEZE
INBEE RS E U2 B O R e 2 R & L 7 R
BRIZSEM L T,

10. MHMEEA

A#)Z. OATPIBIL KU BCRP O TH 5.
10.1 BEAZEE (BHALAEVCE)

B IEZE BRAIEIR - $EDT | BT - fEBRE T

Ty aAKRY v VIOUARY Y EEITVIAARY U
(FrF1 32y, |[5ENRTWLOLER OATPIBL K& O
ot —FIVEE) B Z 2PN L 72 & |BCRP 4 ok %
(2.4, 16.7.2 &, Y270 ARY) V| JHET LW REMEDS
ity DM EE D5,

ol s, AHIO
AUCo-24n A3 HERE A
W HAR TR G- L
7ol EBICHRTH T
BER L EOHE
WdHbo




*10.2 HAZFE (BIRAICEETSC L)

L —# 2. HMG-
CoA Ik BH & #l
EOBEHT. A,
W&, CK L5 i
PR ORP I A7
Yy ERZHEHE
L. 287k
At % Pt 9 RIS R
FERDH bR T
Uy,

HH 4455 BRACEIR - F5 18 50k | B - fabRid 1
T4 T T — bR T T 4T T — b MR R
FeFH) EDOPHICB W THIEOHREDNDH

RET 475 —lZ, WTFhOEHD| 5,
& MLrp R 1 b 8L (fEbR N T - B fE
[9.2.1 &M] ABNTWaR W, LT 5 BIRMRE

I ERFEDTRD 5
o b

—aF U

— %12, HMG-CoA
HILHRER L O
BRI T, Wi, B
&, CK L&, i
FORHBIF 7oy
v A RS L,
SR Sl Y Y
PRI 5 AT A 2
HHLNR TV,

fEBRET Bk
WHEDDH 2 B

7V =V R b
[LES
4 +7arv—
%

— %12, HMG-CoA
HILHRHER L
PEHIC. M. B
Ji&, CK L&, i
RORPIA oy
v EAERBE L,
2 B L
PRI AT A 2
HOHDbNR T,

fEBRE T« E Rk
WHEDDH % EFH

~zuJ 4 &P
R
) 2AuaxA ¥

&

—#% 12, HMG-CoA
HILH R ER L
BRI T, WiWE. B
&, CK L&, 1
FORHPIF7ue
VLR EE#ME L.
SR R R &
PRI A AT W AR 2
HEHLNR TV,

fEbRE T - B Rk
WEDDH % EH

[16.7.1 £H]

L7z3a1i, AHl
D i B IR DRI
D #) 80% T H -
72

7 =) ¥R PG| PusE e 2SR S BRI IR
[ 7] LI EDNDD KA
TINVT 7YY T A4,
ENIPES RNl e
O HRZLEREICD M
[ EI 2= 3 N w AV 2
IRE RO OB ORE ME b
(INR) fiEi %5 2 #ER2 L
PEZIB LTIV T
7 YO R %
THE, HEEELE
5452k,
il e ARF) O M i BE 2SR | BRI AN
KEEIL< 7 A& Y [50%ICIK T35 2 &
ry‘L\. ﬁiiﬁﬁfénfl]\%o
IR TV 3 = | ARFH P55 2 I A%
7N WA IR % % 5

A2

BRARREAR - HEE Tk

Wiy - fabi

oYLy hF
<)%
TEFFEIL/) b
JF ¥
FIVFEN/Y +F
<)%
TJLHTLENE
TLUF AN

AHEaEFE -
U MFELEHRHL
72 & ERKH O AUC
DR 2 5. Coax 35
5. 77 F VR
Y M FEIVlAE &
AFEPFH Lz L &
K#H > AUC 2% 3
. Coax ST HE. %
VFENRDY b F
EOVTH & AHK) % bE
HLAEEAHAD
AUC 28%5 1.5 & .
CanlX i)i‘;‘flj 2.4 1%-1:%‘
L7zt OMENRD
b TRAKE L
HTVEN - ETL
vy ANV B
Lz &, XAID
AUC 28 2.2 5.
Crmax 2°%9 5.6 {5 1.5
L7z oHmEND
Z’O

R R
OATPIB1 K O
BCRP B4t # il
Gt B D B
50

¥y 75 AN RKHNEFT 2 FTHAE\T 7 FTH A,
TAFTLEN W, TAFTLEN X7 T TE IR
755 ACN-T ¥ 5% AL|0ATPIBl . 1B3
AFTLEN-RZ(V-TAFTLEL- | J F BCRP O #
A N7 57N E G % HES 2k
JHL-E &, KoM rHL, T2,
MApBRENER L2 T AFTLELD
LOWMEDND L, OATPIB1 . 1B3
DOEREX HET 5
WHEEDSD % 6
FIITTVENW/ TIRH L 7T T V| EREHEA] S BCRP
LS A YV EILE GO T U N A | O FEfE & FHE 5
vz bt L7z & | REEDYD S,

&, A#Hl o AUC ¢
# 2.3 Cmax 2%
5.5 ERALZED
WEnd b,

VRATE N -R)
INF AV

EN R PAT A S
VEPHLZE &,
A#Hl o AUC 25 #)
2.7 15\ Cmax %9 2.6
LA L7z Lol
Vb

N INF A IIVHS
OATPIB1 . 1B3
K O° BCRP @ ¥
e % B9 5 ] Tig
Wrd 5,

yanyIF

AR yany I N
EPFHL-EE, K
#l @ AUC 2% 5.2
DL Cmax 285.0 5
LR L7z o
Hbo

yuajy I P
OATPIB1 . 1B3
K Y BCRP @ #%
RE% BHE 9 2 B
Wrd 5,

AK#LLrTIT 7=
TERERLEE &,
AHl o AUC 2% 3.8

LT5 7 2=
BCRP »#iig % fl
H LR B

B, Cmax 4.6 55| %0
HL7zEDWEDH
60
HTRF TR AR E I TF =T\ h ST =Tk
YEAKF YRR ARI Y % BEJH |35 25 BCRP 0 %

Ls &, KAl
AUC »°#y 2.1 %,
Cimax 2°%7 3.0 fif L5
Lt oH&En»d
Z’O

BEEMETHZ L
& D, AA oI
TRIRIEDEEINS 5
WREMED D B o

NEFTFaAY vy b

KRN ENT T2 A%
v bEJEHLEE
&, A#Hlo AUC ¢
2.5 1. Couax 2%
27T LEAHLIED
WERD %o

NFTF2AY w b
% BCRP o #% fik
ZRET LI LI
X0, KHloifih
IREEDSBEIN$ % W)
HEVED D 5 .




ek

FERIRHEIR - 518771

W - fabE T

J T FYIRY
v b

KK 727FV R
Yy hepEHLRzE
%, A# o AUC 78
1.9 R, Cmax 2%
21 LA LEZED
WD Do

TITFIRAY Y
» %% BCRP o #%
BEEMHET LI L
XD, Aol
rRIREE AN %
THETED D 5 o

I8 e VS VAL 4

P | Do ) N W IV
NTEBHLIE
%, A# o AUC 78

I)V T Y ERINT
2% OATPIB1 K&
° BCRP o & fig

1.6 ERLE | ZHEST BTN
DIRED D 5 o BH 5o
¥|FRAIIXF T F KA EFAIF |\ RAITF =TT

INURZFV Ik

7 MU LK
L& K
#Il @ AUC 2% 1.96
Ry Comax 31,88 £ 1
A L7z oE»H
éo

b U 2K 23
BCRP D e % Bl
FHITHWRENED D
Z)o

*0FH TRy
v B

AH L a ¥4 72 R
oy bERIFHLZE
&, AH > AUC
2.93 1%, Cmax 7% 4.47
B EA L7z & o
Wb

OXHTaRsF v
F %% OATPIBI
% O° BCRP o B
HE % FHE 9 % W) Rk
hd %o

%77 73ITVR

KFN Ly 773IVA
EHHLEE, K
# o AUC % 1.97
£i%. Cmax 2% 1.86 £5 I
AL oHE? S

%o

77 IV AN
BCRP O 1&g % [H
EF DD
60

1) KBRS O R RSB 5 RIS <,

1. BMEA

ROBWEH 238 HbN D Z EDH DT, BlgEE 1547
WV, BEDRD b NE I3 2Pk 5 % L) %

EZATH 2 Lo
1.1 EXLEMEA

1111 HEREREREE (0. 1%kK)
CK b&. Mk ORI+ rue sk

ARG, B,

A e AR RRIE D D Sbh, AlgEESD
HELGBBEENHODNLIEXRHLDT, TDLH LY
FlFE b IS 2T 52 &,

11.1.2 IA/NF— (HHEAH)

IREE RN BSIERENEREW R CK O AP H S5bH
N7 S 2 k52 E,

11.1.3 SRENEMEFEME I A /1NF— (BEAH)
SEREAE ). CK B, J4E 2 b e W RAE O BEIE, L
HMG-CoA #7ci# (HMGCR) HifkBith&245ME 45
RIEMAEVEEEICNE I X F =3 S b, &5 b
BT ABIDHE SN TVLDT, BHOREE 4512 Blg
THZ L, B, RIEIHFREG L Y EESRALN L
DWREB DD 5o

*11.1.4 EEHENE CHEAH)
TREREEIE (IRAGEL, gR) H5E T ELT 5 2 &
Wb [9.1.2 B]

11.1.5 FFR (0.1%Ki0) . FFEEEREE (1%:Ki5) . BE OH
FEARH)

JF9¢. AST. ALT @ LR % 09 IFFEfERE &, #ED 5
bbb eNH b, [8.3 BH]

11.1.6 M/MRiEA (0.1%A:im)

(8.4 ]

11.1.7 BBIER (0. 1%A0)
MAEFEZ &L RBUERDS D HbNAEZ LD 5,

11.1.8 BEMME (0.1%AKiH)

B 5THhoTH, JE8. Euk, WPURR M, Fil X e
TWEDNRO SN G 2k L, BB E AV E
YHIOBES MY RIEFIT) S &,

11.1.9 REHZEEE (0. 1%AK0)

DU D BEEESIRR . L OSHUEEE o B RE d2, IR6. & B\
WIME T DKM ED D 5bh b I Lhdh b,

11.1.10 WA (HEAH)
*11.2 ZOMDEIER

o gose | 0.1~2% o | R
2~5% A it 0.1%Kii | AW
Z 9 FEAE BRI 5
*| g 9. H
R
o NG FEAL, | E 22 . D
i W, %
CK EH  |MEJpE. | it
- R W,
i
VRO TR, TR
PP P Fv R (IR,
9D
PN 53 VAL
HbAlc Lk
AR F IUBEE
LA
iR ok
( AST k
L HOALT E
)
BTSN
'?n%ﬁﬁﬁﬁ
" BUN L
D S 1o
LTI
LA

) Ml —WETH B REAWOEIRD TS 5y
TS B 2 EME) R E R AT Lo
FEBUB B A AR 2 B3 L 726

14. BALEDIEE

14.1 EFIFARNBOEE

(0D %)

KHENE—ALHF E BT 5 2 &, [20.2 BIE]

14.2 EAZABOEE

(BRI ££58)

14.2.1 PTP @3 D #H#1Z PTP ¥ — M2 50U H L TIRA
$5E53E L, PTP ¥ — FOBMKIZL Y, TV
FHERDSE R AT Ly B3940 2 B2 L CHERE 2
LOEBROGIHNEER IR T 22 0B %,

(0D #%)

14.2.2 KFNZFHO LICOETHER 2 RE S ¢ 5 LT 5
720, K LTHRATEETH S, $/2. KTIRFTLZE
LTE 5,

15. ZOMOZEE

15.1 BRR{ERICE D 158k
AN B VT, AH % &t HMG-CoA # el 4% 5-
O BETIE, BRBIIED Y A 7 BEh o 72 & OHEHs
H5bo

16. ZE4EIRE

16.1 MAiEE

16.1.1 BERE
RN B 6 BT ZANA T F VAN Y7 L% Smg DHET
ZSIEHR I R IS L2 & 2 A, AT AN & F ViR
P2 -1% 5 RERIC Cinax 278 Uy TH IS (ti2) 12 20.2+7.8 1R
M Td oo T\ Coax X AUCo2m & T T h
3.56+1.35ng/mL J 0¥ 31.3+13.6ngh/mL TH » 7= (F341E
+ ) 2,
BB, HANZRY F Y ORNBIBEIWETHL EEZEZLNTW
%39 MEANT—% )0

16.1.2 R{E#®RE
R ANBE 6 BT AN Y F AT A 10 U 20mg %
THL®E7HE, Z2BERCERIES Lo 2 A, #h51% 24
R OIMAETR T AN & F VB R 21 LA L RS- 3 10
HIZIXIZITEHIREEICHE L7, EFIREIZEBIFS AUCo24n 1
K50 1.2 TH 1) . TOMEIZHE NG TOKEILDOF
WE L RRETH 5720 L72hio Ty WEHKSIC X 2 FHEUED
BREMEEZWEEZONLY, B, HEAANIBIF S Coax K
AUC IEHAANDR 25 TH - 725,



#16-1 RHEEABIEIZ BT 20 AN Y F 2 QY HRE/ ST 2

—% (n=6)
i Coax® | Trmas® ?Zic) AUCr=| 4, 0
(mg) (ng/mL)| (h) (ngh/mL) | (ngh/mL) (h)
126
l 7.87 74.2 15.1%5.3
W) 5y |5 4D g6y | B3 [T
10 167
938 | 05 18.4%4.62
R | g7 |5 65| g | 0.0 |
. 205 71| 200
" BE ) Gag) |4 G| 300 | 50.1) | 9158
2 206 | 248
BB 6g.0) [ O (63.9) | (62.2) |48

a) AP (ZBARED . b) el (PR . o) 3ol = FLE (R 22
d) n=3. e) n=4

HOALVATFO— VIIEBZFICOANZAYF VAN YT A 2.5~
20mg % 1 H 1A 6 B KAERRTEYS L. EFIREomiEh o 2
INA Y F EE AR Lze B3 L AT 0 — )VIIE B % o
P AN A F PRI L TR L. R A
PECofi (5% 10 B O %M FI M, 10mg : 4.06ng/mL.
20mg : 9.82ng/mL) LIZIZMBETH 720, B, KT
HANEBAADORRZIE L7282 A, HANZBU 585K
DM T AN F VREIZANOR 2 5 TH - 727,

#16-2 HI VAT O0— VIERAICB T 2 ERFIRED ST o

AINA Y F VR

e MR T 2N 2 & F i s
ERaCR Y
(ng/mL)
2.5mg (n=16) 1.26 (72.7)
5mg (n=12) 2.62 (41.5)
10mg (n=13) 4.17 (75.5)
20mg (n=17) 11.7 (50.0)

RATEIgME CEEMRE)  PRIFEH] @ 3551 7~16 KF[H

16.1.3 HRERFEOEE

ME AR 21 BIIC T ANZA S F VT A 10mg 227 1
AF = N—3ET1H 1M 14 HBE. 00 7 B d 5\ I3T% 6 RS
RO G L2 E 2 A, MR T 2N R Y F o RS 4 5
BCHBETH Y. T ANR S F > ORNENE IR SRR OREZ
ZEwEE SN,
16.1.4 M FHIEEMHER

(1) AANZREF 8 5mg [ZH 5]

OANAYF U 4Eomg [# 75 ] L2 LA M—)EEbmg %7 1
AF ==X ) RERAB T 24 0c2hER 18 (TR
NZA & F v LT bmg) % ZEEHECH RIS L, & 58. %
5#0.5. 1. 2. 3. 4. 5, 6. 8, 12, 24, 36, 48 KU 72 BRI
HIBEEEIR 2 & 3R L 720 LC/MS/MS 12X WllEL 21 AN ¥
Fr OFHMBETREDHER L O /NT A= 1Tk LB TH
D BEHMENTIC T 0% EHEX M 2 RO AR, FHli ST A —%
DM MO TFIHED 13 log (0.80) ~log (1.25) DHIPHIZH
D\ WHE O LY SR S Y

(ngnL)
12 ~

—e— TANAYF 4E5mg[ 5714 ]
10 - -0 Z LA b—)V§E5ng
Mean+S. D., n=24

EAEERE
[=2]

0 6 12 24 % 48 72 (hr)
iy

B 16-1 iR (5 5mg)

F16-3 FYERE/ T 2 —% (§i 5mg)

;ziiégéinig 77.535 7.822 4.04 21.26
Ty | 26503 | =3.065 | =091 +9.8]
JUAR— | 77.799 7893 4.13 40.35
VEiSmg | £26.212 | +2.980 | +0.90 | +83.67

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

Mg EEIE ONI2 AUC, Cmax 550285 * — 13, #ibRE o
P ARE ORI EL - WSS O KBRS & > TR B W HEMEAS
Hb

(2) OX/NZRLF> OD#E5mg [4H %]
Ok7e LCIRAD
TANZZF > ODsESmg [# 4% ] 27 LA M—)VEESmg %
ZURAF—=N=FIZ XY RS T 23 /I EnER ] §E (2
ANAZF 2 LThmg) ®EWHIZT ANZ Y F ¥ 0D §i
5Smg [ 7% ] 13K&R LT, 7 LA M—)ViES5mg (3K THIAIFE
%5 L, #5007, #5405, 1. 20 3. 4. 5. 6, 8, 12, 24,
36, 48 Jx UF 72 BEMNC R EEIR 2> S $R1 L 720 LC/MS/MS 12 &
DWSE L7z ANA Y F v OFHMERREOHER KO8T 2
—F RO EBY TH Y. WEAHEHICT 90% BHIX 2 kb 72
K Bl ST A — & OXBAEDO T MED 1 log (0.80) ~log
(1.25) OHPAIZH Y. WHIO AW RSV HER S o),

(ng/mL)

1o —e— OANAYFODSE Sl ¥ 71 7 )

-0~ 7 LA b—)VEESmg
Mean+S. D., n=23

EREESE

6 12 24 36 48 72 (hr)
i

X 16-2 Im4EdiEE (0D $& 5mg. &K% LTI

F#16-4 FHEYFE/ N5 2 —% (0D §t 5mg. K% L TIRM)

i ST A — % BHEING X —F

(An[;Ct Cmax tmax t12
hr/mL) (ng/mL) (hr) (hr)
O AINA Y
F >~ 0D ¢ 73.458 7.651 4.00 22.53

5mg [ %7 +22.821 +2.603 +1.04 +13.62
% ]

VA - 69.982 6.928 4.09 21.47
IV§E Smg +21.756 +2.405 +1.04 +11.71

T x—5 BHNTA—S
(AniCt Cmax tmax ti2
ht/mL) (ng/mL) (hr) (hr)

(Mean=S. D., n=23)

M3 EE I N2 AUC, Cmax 550/85 4 — 7 1d, #EH o
P A OFRIUREL - W55 O RER G & o TR B W REMEAS
H5,

OKCTRRAD

TANZAZF > ODSESmg [# 4% 27 LA M—)VEESmg %
ZURAF = N=FIZ XY RS T 23 /I EnER ] §E (2
ANA Y F v & LT 5mg) & Z2JIRFICK CHERR G- L, #5
Bl #5205, 1. 20 3. 4 5. 6. 8. 12, 24, 36, 48 KU 72
HE L BB IR 22 S $RIAL L 720 LC/MS/MS 12 X ) Jll5E L7218 A
INA Y F v OFHMBERREOWB RO /NT A =5 I1ZRkD LB
DTHY., HEHENTIST 0% EHX M A RD AR, FFili/ 5
A — & OO FIGED 1T log (0.80) ~log (1.25) D#ipH
WH Y. WHIO A RS HER S N0,

(ng/mL)
ur —e— TANAZF L ODEE 5ngl ¥ 7 ]
12 L o 7 LA M—)VEE5ng
Mean=S. D, n=23
10
Ifil
s 0
oy
® 6y
i3
4
2
0 . .
0 6 12 24 36 48 72 (hr)

LS
B 16-3 M#ehiEE (OD $E 5mg. K TR



#16-5 EWEE S X—% (OD $i 5mg. KTHA)
FHi 8T A — 5 BENTG A—¥
ﬁ][;Ct Cmax tmax t1/2
hr/mL) (ng/mL) (hr) (hr)
O AN Y
F > 0D $& 81.815 8.692 3.96 18.06
5mg [ % 7 +35.994 +5.362 +1.02 +7.35%
%]
LA b= 76.631 7.809 3.70 21.58
JV§E Bmg +31.990 +3.623 +0.97 +13.91

(* ; n=22, Mean*S. D., n=23)

MSE R EN O AUC, Cmax 50/85 2 — &1, BEE O
I AR OFRIUnIEL - BE 45 O RBRSAC & » TR W EVED
Hbo
16.2 B4R
16.2.1 AEMFHFI AR
FERE R N BE 10 BIC B 2 T 2N R 7 F ¥ O AW R 2RI
29.0% (90%ISHAIXH : 24.1~34.9) Tho72o T2 HHIRNIX
HBLTHONIOANRYF DL )T T AR
TSV ARENREN3LI SLUIL.6L/hTHY, GANZYF >
R X 2 RE2Z T2 L E 2 5,
16.2.2 BEOHE
SEE AR 20 BIIC T ZANA S F 2 AN A 10mg 27 1
AF = N—=3T1H 1114 HRE. Z2fEnE (A% 3K Ho v
FEBICEIES Lz, BREGLAEEDUANZRYF VO
WS ZEERFIZ IR THER A TH Uy Coax IFEFIT L 5T 20%
T L7ze LA L, BRGSO AUCo-2un 1 Z2MHIE% 50 94%
THY, BANREY TV ORINENOEHOEEILVEEZD
n7n,
16.3 9%
v MBI 58 2N 7 F U OEAMEGEIZ 89.0% (HA
N) ~88.0% JHEAN) THY. FHEEAITNVT IV ThHo
f:lS)O
16.4 X3
HRE AR N B 6 BIICUC-Ta A NA Y F U H VY A 20mg
ZHERI G Lz L 2 A R OTEICHAET B IO B
DREREARTH Y WEDO R IZ. N X F VN
55527 F R TH o720,
e MIEEFICIE NBEAFVIRR 555 7 + v iRaskrit S hiz
A% HMG-CoA # JCHE R PG VAR 13 T AN & 5 ViR L
FREDHER 2R L, MAEHIZB 1T 5 HMG-CoA HICEEFE LA
YRR T 5 RBWOHFG I ThTH L EEZ 5N FHEA
F—%)6
16.5 HEtt
ARE AR N 6 BIICUC-T ANA Y F 2 AV T A 20mg
ZHERIORS L2 A, BRI EICERICHERS R
(90.2%) . R 10.4% TH > 720 T2 BB UK
O RELRIERR L, 22 NIEGED 4.9% K 0 76.8%T
Hot,
16.6 HENDEREH T IHE
16.6.1 MERUINEOE
SEANOBUEAER, DRSS, LA ER OIS &
BT ANZA Y F > H Iy A 4A0mg GRIESVHE) 2 B
%5 Lz 2 A BUD Cnax KO AUCH ZZERZNRLMED
82% KU IN%TH o720 F7zy H4FEHD Cmax LT AUCo 1ZZ N
TNEWHE D 112% . T 106% TH O« BRR L HE & 2 5 R0
WORBIEVWEEZ LN,
16.6.2 FFEEOHE
Child-Pugh A (237 :5~6) & %\ Child-Pugh B (22
7 1 7~9) OEELATLIENEZEE 6 BT ANA Y F
HNT s 10mg % 1 H 1E 14 HEEEROHRS L, migho
ANRE T VR E R E Lze IFREERE O Cuax M AUCo-24n
FERERAEOZNZN1.5~2. 1 K1 1.05~1.2TH Y,
H512, Child-Pugh 2 2 728 8~9 DB 2 B 35T 5 % ik
E. IR TE > 57217, [2.2, 9.3 BH]
16.6.3 BEEEDHE
WESE DR 2 BhaE 2 43 59 ENEE (4~8 ) 2o AN
AZFUHANY YL 20mg % 1 HLE 14 HEEROHRS L.
MR T AN S F R 2 WE Lz, BRI S P ok
EDDHLEBEHTIE, OANRAY F ¥ OB T 5881
BEALROON o7z LAL, BE (ZLT7F=v 20T
5~ A<30mL/min/1.73m?2) OEEEEDD BB TId, HHEBRA
IR TSP D% 3 5 ER LW, [7.1, 9.2 B3]
16.7 EMHEE(ER
16.7.1 #IEEH
MR & MR35 L7726, BANR Y F 2D Coax KT
AUCo-2n 1FZFNEHN 50% M O 46% F T F L7225, @ ANZ S
F P 5% 2 BRI HIEA 2 e 5 L 2 A CiE. e AN RS F v

@ Cumax X O AUCo-2m 1&F N ZNIEPEIIE D 84% K U 78% T H
57219 JHEAF— %), [10.2 BH]
16.7.2 > o70ORKY >

YU ARY VEHKGENTWSOBBEFHICTZNZ Y F
VPG Lzl &, B ANZATF VD Cmax 2 08 AUCo-24n
3, RIS HANCRAER G- L7z L SR TENEN10.6
BEROFTAMKEA L7 MWMEAF—%) GANZAY F V1T
OATPIBl #Ar L TIFIICEID A, ¥ 7 a AR Y iZZ DL
DAREHET L LIZL 5T, BANZRY F OILSE L %2
WMINEesL:E25NTVEY, [2.4, 10.1 BH]
16.7.3 L7« 702

FART 470N (RIPRIKR) LPAEG LzE & BANA
7 F 7D Cmax KT AUCo- 1 ZNZH 2.21 5% 0 1.88 f512H
L7 BEAF—%), BANZA Y F 213 OATPIBL 24 LT
Y A, XA 74 70V VIEZFONY AR ZHET S
CLICEk ST, UANRY F Y OMMETRELZMINS ¢ L E 2
S5NTWVWB2,
16.7.4 ZDfLDEH]

T AN ZF ¥ ORNBIREIC 133 P450 BLEH 0588 % Mt 3
572012, 73T F V=2 (CYP2CY K UF CYP2C19 @
A rraFy—=nuB L bFaF = VI FOTY) AUTA
2% (PF CYP3A4 O P B EH O MEH) & ot HRE%x
FEhte L7225 WO 2R MELERIEEED S ehr otz BHEANT—
%)

7IV7 71) 2 (CYP2CY KU CYP3A4 DI H A5y TF
2 VI OARNBYREIC BT T 2 B L7225, SR Bl RE A0 AH
EHZED b dh ol BHEAF—%),

CYP3A4 B e O % MGTS 5 728012 REITEHESE & o ff T
REREZERL 7225 TF VI A b5 T F — VO IE R K
BlRASNT, T ZANA Y F Vi3 CYP3A4 I3 % 8/ %
RELBVWEEZ NS BHEATFT—5),
16.7.5 in vitro &B&

b M EEEIFRII 2 2 in vitro SRERIC 35\ T N-IBi X F VAR As
W L7225, ToOMRBEERIEF ISR ThH o7z Tz, N
AFWALIZBES-9 % F 7% P450 75 713 CYP2C9 J% UF CYP2C19
TdH - 72h%, CYP2D6 % CYP3A4 73 5§ 5 W fe L & /R
ﬂf:ZQ),SO)O

T ANZ Y F > (50ug/mL) 12X % P450 (CYP1A2. CYP2C9.
CYP2C19. CYP2D6. CYP2E1 J2UF CYP3A4) &tk &1
10% LN F T - 722,
16.8 ZOft
16.8.1 QXN ZF £ 2.5mg [2H %]
TANAZFV§E2.5mg [ FHh % | IZTANAYF §E5mg [ 5
Hy ] EEERPERZLEKE LTSN LS, [EE)
7 2 R B A O AP E R SR A K94 v ko
X, OANZAYF UEESmg [F 7 7] EHEHz L7282
2 )% &Pl S A, WANG PRI RS L A Shizsh,
16.8.2 OZXNZAF i 10mg [ZH 4]

TANAZF U4E10mg [#H % | 130 AN 7 F V4 5mg [ %
Hy ] LEEPERLEKE LTSN LR, [EE)
F7p 2RI RA O E Y2 R SR A K94 v ko
X, OANZRYF UEbmg [ ¥ 7] LB E2 L2 2
2[4 & fr S A, WHNG AW RIS L Ak Shiz?),
16.8.3 OX/NX&ZF > OD# 2.5mg [2H 4]

TANAYF 2 0D §E2.5mg [# 4% ] 1duANZYF >~ 0D
$eomg [ h 4] LEmPRLELBHE LTHEINZZ L0
5. [EA 7 2 RETEIE A O AW 2 A SRR T A4 B 5
AV ICHkDE, gAY F L 0D$ESmg [FH %] Ll
ZWh & LR L7z & 2 )55 &R S AL, WA AR W i S A
IR ENT,

17. ERERRLIR
171 BIHRVRLSMICET 25
(&L X5 0O—JVIfE)
17.1.1 B E N HRAE R HER
B VAT = VIEBS Z MR e LT EEREIC L) i
ENLRBRICBVT, B AT F ¥ (5~80mg) Xix7 by
2% F v (10~80mg) % 1 H 1186 AMHES LR, aan
A% F ik, LDL-2 L AFu—)v, #aL A5Fa—i, rY 7
Yty FIZIIMETFA# 42, HDL-2 L A 50— VI3 8nsy# %
RL7ze 720 TAREAB, EHDL-a LV A7 H—VEET &
&, TAREHA-TEZHEMS S, HIZ, LDL-2 LV A 570 —
V/HDL-a VAFu— )ik, 3L A57u0—)V/HDL-2 L A7
o— )i, JEHDL-2 L A5 a—)V/HDL-2 L A5 u— )V, 7
REN B/ 7 REA A-THRZEKT SE72,
T ANA Y F 2 OHFERE, 55 1T ERDNICS Sbhih, w2
AR F CICRARMED 0% & 7o 720 A TITEF 4 A
TIZH bbb, TOHRFEREL 72,
BIVEH S BUBEER X, B AN ¥ F ¥ 5mg $ 58T 10.5% (4/38
%), 10mg ¥ 5T 15.6% (7/45 1), M0 20mg %58 T
17.9% (7/39B1) TH o720 WITNOHLGHTL, 3L ESH
L 72BIVERZ 22 22 o 723939



17.1.2 BN || R
CTHEHEBRBECI D ERSNARBFICBWT, BANRSF 2.5
~20mg % 1 H 1 [l 6 S L 72K 0 Mg B 0 392k
BERIT-1DEBYTH o7,

F17-1 MEEHEMEOFHZLR (Fa L 27 a— )V S &

GaklR)

s e 2.5mg 5mg 10mg 20mg

B (2 | =12 | =10 | (0=18)
LDL-2 L A| -44.99 - 52.49 - 49.60 - 58.32
T a—)b
(%)
WalLzxs | -31.59 - 36.40 - 34.60 -39.58
a—)v (%)
M) ZYE | -17.35 - 23.58 -19.59 -17.01
JF (%)
HDL-2 L 7.64 9.09 14.04 11.25
AT a—)v
(%)
7HRENAB | -38.56 -45.93 -43.97 -50.38
(%)
7 K& 5.42 6.25 10.61 9.72
A-T (%)
7 AREH 0.38 4.27 7.78 7.73
A-TI (%)

RIVE S B I3, 0 AN ¥ F >~ 2. 5mg #5-BE T 38.9% (7/18
%), 5mg % 5T 20.0% (3/15 B1) . 10mg $%5-% T 13.3% (2/15
B) . MO 20mg $ 5B T 47.4% (9/19B1) TH o720 76741
BT 3HILLERRD SN Z-FIERIE. B, CK EHRT y-
GTP L5 (% 3#1) TH-72%,

17.1.3 BHEE |1 HEEER
CTHEEMBEICIVERESN L 3RBROERTF -2 T LD,
T ZANZ ¥ F > 5mg i 10mg 2 1 H 119 12 #E# 5 L 72k
DIMIEIFE DO PHZEARIIELT-2DEBNTHY, HIAL AT
O — VIIEREDOIRE LAV 2 REICYEET 5 2 LR
723,

F17-2  MEIREMO T2 GHEANE 2 LA 70—V IiE

JERIE T )

P 5mg (n=390) 10mg (n=389)
LDL-a2 LV A5 ua— -41.9 -46.7
(%)

BRI L A5Fua—) -29.6 -33.0
(%)

M) ZYEYF (%) -16.4 -19.2
HDL-2 L A5 10— 8.2 8.9
(%)

JEHDL-2 L A5 1 -38.2 -42.6
= (%)

7REAB (%) -32.7 -36.5
7 REH A-T (%) 6.0 7.3

17.1.4 8518 1 HREAR 5 55%

MIVATU— VIIERE 2R L L CEEREICE D Eit
ENZHBICBWT, T ANRA Y F ¥ 5mg Xid 10mg H S #&% 5
P L. LDL-2 L A7 B — U EASNCEP IL #4 K514 Yo H
A IZE S S T THE L7z, 52 HIFIZB W AR S-& D 5mg
i 10mg DG 5 % Z I CWIER AR, ThER
76% (92/121 f51) JLU882% (88/107 B1) TH - 720

FIVEH OFIBHIE T ANA & F ~ 5mg BET 29.4% (40/136 1)
T ANZ Y F > 10mg BET 26.5% (35/132 B) THh otz WY
N OHGHT 3B EIEB L2 BIEIE TR, HERR. 3
Wov W3, ANE. 895, BUE M O JIHE T - 723939,
(FiEME T L X 50— JVINE)
17.1.5 EINE | RS 5%

REHEE I VAT 0= VIIENT TEAGREZICT AN 5 5
Y 10mg 2552 BiE L. 6 MMMl E L, ToE &
DIMLIENREMO AL RIIFE1T-3DEBY ThHh-o 72,

F17-3  MIHIREMHO P2 (REES 2 L A2 70— VIE

S SSE SN
P 10mg (n=37) 20mg (n=37)
LDL-2 LV AT5u— -49.17 -53.91
V(%)
WaLAru—) -39.4 -43.3
(%)

FUZYEYE (%) -18.2 -23.6

HDL-a L X5 u—
V(%)

3HILLFICERD & N EIFENIE CK LA (3/37 61, 8.1%) TH

) f:40),41)0

18. g
18.1 1EH#RF
T ANAZF vy Ak, TFIEANICREBIAY IS D SA F e, JiF
[EToHaL AT a— VESEROEMRZE TH S HMG-CoA &
JEEEHE 2 BINOBAMICHE L, I VAT = VESKZ R
TNCHIT 5. ZOME. WHNO I L AT o=V ERIMET
L. SNZEHiD 720 LDL B ROHPFHESN L, 20 LDL
ZEEENLT, AVATE-LVEAEORHV) REATH S
LDL OWFIEA~OH Y AADSHM L, i 2 L A7 0 — VAKF
FTho OANZZF 3, FETIREE LChEBIIH%R R Z /LT
By A F ., TRECEAIME DS LRI 7200, REBDIG R & $5 72 2
WA DR IIZIY A F 2 < <L IFFER Y 2 HMG-CoA #&#JT
BHEEERTHLEEZ L 5N 28,
18.1.1 HMG-CoA ETEEZHE/ER
OANAYF VAN T T LI Ty PR MFI 20y =24
sk HMG-CoA & Iel¥# K U0 b HMG-CoA 3 JT 1% 3 o fil ji
R A A s UCHIEER 2] L 72 (in vitro)
18.1.2 FFaL X 5FO—JLAREZEER
TANAZF AN M Ty MFBOI L 250 — g
W& R ARTEIC S L7z E 72, ZOREER I, o HMG-
CoA 3R TTIE# I EHN A TEM M L7249,
18.1.3 LDL 2R AFFHEER
TANAYF v ANT 7 M, ¢ MFEHK HepG2 Mo LDL
ZHAR mRNA OFBLZ BRI HE L, 72, LDL AT
MR BINE 725 (in vitro) o
18.2 ML XFO0—JUET1ER
TANATF U HNT T LI 4 290 =27 4 L4, WHHL
vHE (v MEEEEI L AT O — VIIED T FIVE) ®128
WCIER I VAT a— V%, F72, 7REH E3Leiden b T >~
2Yx=v <A (& VLDL M€ 7 VE) 9K e b7
KEHB/CETP (I LV AFU— VI AT IVIEREN) bF VA
2=y A (e b L 27— ACEIZEED L 72 IREAH
B2 AT HEFLVEY) OICB TR alL 2ra—LE
AT &2 4 2U2TBWTIE HMG-CoA 3EICHEE O Kt
PEW T B AN RO ML & ] EARAE AL S87210,
18.3 EARFE{LERMFIER
T ANAZF Ay aid, WHHL 73 FI2B»W T, KBk
ORISR, IVATE—VEROKT42 575 L, SR
ALTRZE D HE S % P L 724
18.4 YU+ NETER
UANATF U HNT 7 Ak, 7AREA E3Leiden b7 v ATV
Zw I AR VT REHAB/CETP b VAV 2w s~
Y ADIMEER ) 7Y £ REEKT S472190,

19. BRRAICEEY 2E{EFHFR
—EHEFR B ANA Y F VAN YA
(Rosuvastatin Calcium)
1b2#%, : Monocalcium bis [(3R, 5S, 6E) -7- {4~ (4-
fluorophenyl) -6- (1-methylethyl) -2- [methyl
(methylsulfonyl) amino] pyrimidin-5-ylf -3, 5-
dihydroxyhept-6-enoate]
(C22H27FN306S) 2Ca
1001.14
HEDOWMKETH 5,
TP PYMITHETR T AT 7 = VIR RIBITR
T, KFTZ Y 2 =)L (99.5) IZEITFIZL v,
Wit TdHh %
(bt [ F

9.6 13.8

Fa
R
Ik

_ ca?
CO2

o o N7
\//
S X

CHa CHa 2

20. BRV EDEE

&)

201 Yo —wHEZRIERA BT TRET D L,
(0D %&)

20.2 SBIC X o THRFT 5720, IRAER £ TPTP ¥ — b 25D
HEHnwz &,

22. A%
(AANZXEF £ 2.5mg [ZHE])
100 ¢ [10 ¢ (PTP) x10]




(ARNREFgE5mg [2H%]) 38) MHEIAE T L AT U — VIEBZ O RENP 5B 545

100 $¢ [10 & (PTP) x10] PE (7 LA b=Vt 2005 4E 1 19 HARGE, G EOR 5
(AZRNZZF 8 10mg [2H42]) }.1.5.2)
100 §& [10 88 (PTP) x10] 39) Olsson AG, et al. : Am Heart J. 2002 ; 144 (6) : 1044-1051
(AZXNALF>0D$E2.5mg [ZH4]) 40) Mabuchi H, et al. : J Atheroscler Thromb. 2004 ; 11 (3) :
100 $& [10 % (PTP) x10] 152-158
(AZXNZX4F> OD$E5mg [2Hh4%]) 41) ~FuEAAE FH BHICBIT S Elzmiag\ R ikl
100 $¢ [10 %8 (PTP) x10] (7 VA b —)V§E 1 2005 4F 1 H 19 AR, HGE SR
2. EBYH }.1.4.2)

42) Nezasa K, et al. : Xenobiotica. 2003 ; 33 (4) : 379-388

1) Zurth C, et al. : Eur J Drug Metab Pharmacokinet. 2019 : 43) 1’FFH1§EH'50)3” L (2L b—LdE 20054 1 1 19 HK
4 (6) 74759 2. VORISR 1.2.8)
2) HpPG5%omyEhiEE (2 VA F—)V$E 20054 1 H 19

44) McTaggart F, et al.:Am ] Cardiol. 2001:87(5A) :28B-32B

i . . . 45) LDL ZZ&MHEICH$ 2160 (2 LA b—ugE 0 200545 1 1 19
3) MartinPD, et al. : Clin Ther. 2003 ; 25 (8) : 2215-2224 HKZR. HESE R 1.2.3)

1) RS ROMETRRE (7 L2 b — L3 © 2005 4 1 19 1) RO MBS T B (7 1% bW : 2005 2 1
HURGE, HETRBEL . 5. 4) Do k. ERERES LD

AZKGR. HIRTERE R 3.3.1.2)

=z

5) HAAEAEADKIMIEDLB (7 LA b= L5 2005 % A7) D= AFROULE 3 LR T B RO KB T L AT
L 19 HUR WGEEORES £ .6.1.1) Ho W B (7L b= B 2005 6 1119 K
6) MFHBU B IMAERIE (7 L X b — V5 © 20054 1)1 19 2 EERNER 1 1.2)
HAKER, HaE SR~ .3.6) 48) WHHL IHFOMIE T L AT T — U OCBIRRE LR ZE 15

N BEIET L HEALHBENOTNMBO LR (712 b FRMEH (2 LA F— L8k 200545 1 7 19 KRR, ik

JVEE 12005 4E 1 H 19 HARZE, HIGEGEHME 1 .6.2.4.4) B R 1.1 3)
8) Martin PD, et al. : Br J Clin Pharmacol. 2002 ; 54 (5) : 49) 71‘&5.15 .3L.e1den FS YAV =y 2wy ACET bk

472-477 o EA,
0) HHRTERL | AR SERE (3252 5 7 ¥ 6 5mg [ W R 2005 LTS FURIE TR

75 1) LT AYx= ANZK
10) HEAFER A SRR (232 5 7 OD 5 5me O i e, s

’_57 f] 57J> 1SN H
11) AWERAIHER (27 LA —)V$E £ 2005 4E 1 A 19 H &R, ##.1.1.5)

G R~ 3.5) 2. SEIEREROBVAD ¢
12) BHOWE (# LA F—L5E: 20054 1 7 19 HAKZ, Hi S BRSSOk R AT

LR~ 3.7.5) T 336-8666 S\ /- T HHEIKAK L THILF L5
13) HEHMAE (Z VA M—=)VEE 1200545 1 H 19 HKGE, HGE il 0120-989-813

EREEE.2.2.5) FAX 048-816-4183

Bz 1% — N

14) )_;T;{ﬁﬂfﬂﬁmhbr (7 VA b—=)VEE : 20054 1 H 19 HAKE T

AR~ 3.7.9.5) 2 =T
15) HMG-CoA IR E G HE R MAEHiE (7 L A b — 6-1 BOERRTETT

§i - 2005 4 11119 R Al FORHBEREN 3.7.9.4) Emﬂg*ﬂiﬁﬁﬁ:

16) Martin PD, et al. : J Clin Pharmacol. 2002 : 42 (10) :

1116-1121 TV EENTAX ZaEIET2035 1
17) Simonson SG, et al. : Eur J Clin Pharmacol. 2003:58 (10) :
669-675

18) #EEEDRE (7 LA M=)V 1 20054 1 H 19 HA&GR, H
AHE R 3.7.11)

%WHE{W — MR (7 LA P—VgE 200541 H19H

K. AR .3.7.12 (D)

20) Simonson SG, et al. : Clin Pharmacol Ther. 2004 : 76 (2) :

—_
©
=

167-177

21) Schneck DW, et al. : Clin Pharmacol Ther. 2004 ; 75 (5) :
455-463

22) Cooper KJ, et al. : Eur J Clin Pharmacol. 2002 : 58 (8) :
527-531

23) Cooper KJ, et al. : Br J Clin Pharmacol. 2003:55 (1) : 94-99

24) Cooper KJ, et al. : Clin Pharmacol Ther. 2003 ; 73 (4) :
322-329

25) Cooper KJ, et al. : Eur J Clin Pharmacol. 2003 : 59 (1) :
51-56

26) Simonson SG, et al.: : J Clin Pharmacol. 2005 ; 45 (8) :
927-934

27) Martin PD, et al. : J Clin Pharmacol. 2002 : 42 (12) :
1352-1357

28) Simonson SG, et al. : Br J Clin Pharmacol. 2004 ; 57 (3) :
279-286

29) McCormick AD, et al. : J Clin Pharmacol 2000 : 40 : 1055
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