sk 20244E10 3T (55300
% 20234 7 AET (55200

Bk SR IRAT
FREIE - 34

HMG-CoAE TR EH]
L5 ZE PR S it 1)
BAEERA OANIXZFHILY Y LEE

BAEERRIEES
872189
25mg 5mg
AFEES | 22900AMX00805000 | 22900 AMX00806000
Erbpls) 20174F12H 201747121

OX/NZXZF > §2.5mg [EE]

OX/INZXAZF > §E5mg [EE]

Rosuvastatin Tablets

) EE-BESORLTEICL )M L

2. B2 (ROBEICEBBELEVI L)
21 REN ORI LBBUEOBEREEO H 5 B E
22 FREREDME T L CWwA EEZONALUTO L) REH
SUERF 25 BV SVEEE FFEEZE. B, FE (931,
932, 1662 ]
2.3 #TiE TR L T A REE O & B L O RLIE (9.5,
96 ]
24 I UARY yEESGHROBER [101. 1672 £E]
3. fARL - MR
3.1
i, O ANAY F O ANAY F
I 25mg [EE] 5mg [EE]
1Ed 1Ed
OANATF U HNT T L TOANATF U HNT 4
VRl %a 2.60mg 5.20mg
(BANZAZF L ELTI(BANATF 2 ELT
25mg) 50mg)
D-¥vr ==, KE#EL Fuss 7ot
A Va—A, JUAKRE Ny, A7T7) VEE~ 7%
o YA, vTORO—A, YV, LT .
oy 7 S 7 N ) 2 ey AN =
3.2 BHEIOMIR
i 4 O AN F 2§ O AN F 2§
e 25mg [EE | 5mg [EE]
# I TANAT—F 4 T
3 )T VIRADE M~ TALZRADHED
% &) o)
s | e
ilKia) = —
B (mm) 5.5 #9570
JEX (mm) #13.1 139
B (mg) #9174 #9146
_ 25 WANAY F 5 @ANAYF
AEIT 0 h a2y Y EE| 5 mANRSF Y EE

4. FHEEX IR
=23 XFO0-JVIE. FKiEMS3a L X 7F0—JVIiE

5. SHEEX IR ICEIEY X8

51 BMHORNI T2 EEZFER L. W3 L AT 0 —)VIIE. KIE
PEI L AT O — ) VIMFETH D I & 2R L 72 L TAKI D@ %
EETLHI L,

5.2 FEEME I L A 70— VIIEREFESMHEIZOWTIX, LDL-7
7L — Y AFOIEYBMEOR/I L LT, HEVIEENS D
PR ERARE R IG IR OB 2 EET 52 Lo

6. AERUVHE

WEL. BAIEZE AN F L LTIHLERZ5me & Y #%5-% B
WY A0, BMICLDL-2 L A7 a— VKT S8 5080
LHEIIE5mg L VGG L T L, B, Fn - fERIC
L BEEHER L, SRS D VIEMER, AELIEICLDL-2
L AT 0= VO T 2SR5 4121, #k10meg F CTH &
T& 5%, 10mgx 5 L CLLDL-2 L A5 0 — )VEOE T A5+
ThV, REWESI L AT 0 — VIMERS 7 & OEEHE IR
N, SHICHETE22, IHRKR20mgE TE 3%,

7. BERUHEICEET 3EE

71 L7 F=r )T 5 2 ADB0mL/min/1.73m2A i 0 B 1%
5358451213, 25mgk D5 2BE L. 1HRAHK G ®IE5mg
L4 5, [922, 923, 1663 ]

7.2 F220megi SR B VL TIIBREEICHEN S b BTN
W Do 20mgtkG-BtaE12:8 £ CORIZEM, Fi1m, Zhll
Bl sE I CRAEICLmS) (ISt 2 1T 2 & Bl T
AT 2 ko [922, 923, 1663 &)

8. EEREXWIE

81 HoPLOEIL AT T — VIUERBEOERTH 5 AR x
T, EIEBRERESIME ., BRSO Rk LB o) 22
T8 —OBRELTSEETLI L,

8.2 F&5-ridii P g A % EM BB L. BRI S BB ATRE
OLNEWIEEIZIIHES 2T 5 2k,

8.3 HG-BIIA IR H128 F TOMIZER, HIZ1El., bl
Gi]ﬁ?_;EHEU CREIZIME) iR E LT 2 Lo [1115 =
HE

8.4 IM/IMEADSH B bIE T EDdhHDT, MEKRESDBIE Y
F524TH Tk, [11.16 -]

9. HENEF=ZHIHEEHICEHT IE

9.1 AHHE - IEEENH 2 8%

911 HBUGRBEISrHSHhPTVENRELF HILUTOEE
s TV a— iR
- HURBRBS BRI THE O
CEEMOBER YA N7 4 —5) NEFORBEEOH 5

BE
< BHIWEOFEEOBAREDH b BE
%012 EEHENELIZOREEDSH EE

EAEM#ETE (R, 251) 2EAIEHET L2 L2
5o [11.14 =HE]

9.2 BHgESERE

921 BHEERETEEREDHZEE
KElE 74 75— bREREZHHT L2562, HFEERLLEE
BWEHIENDGEICOARIEHT 5 2 L 2MABREE /LY
PE S BERUHRUFIED D 5 bR T Vo RS THHT LA
. B ICE RS A I L. BREER (AR, B
) O3, CKEFA. MA K REP I 4+ 7 a ey BRI
H7 LT F = EASOBREOEAAZ RO GEIIE LIRS
k52, [102 28]

922 BEEXIZOEREFEODH 2EE
TEAUT BUE O RSB O 2% BN EZ AT 2 BETH D |
F 72 BERURMEAE 1P > TR BRREE/LYEH S b b 2 &
Vb, [71. 72, 1663 =R

923 EENEBREEDHIEBE

AANDOMHARENEL b BTN DH L. [71. 72, 1663 £
M)



9.3 FrREEERE

9.3.1 FIRENMETLTVEEEZSNBUTOLS REE

SRR, BIERROSMEE,

%%, fHE. ®E

B LW L, TNOLDOBRETIE, AR OIMFELEN AT 2
BEND DD, T2, RENT TN 0A4 L TERT 50T,
ThE s 2 BAL S E 2 BEND D D, [22. 1662 ZH]

932 FFEEXIIZOEREREDSH 5EE
RAENT EVHIRIC A L CIER S 2 0T, BFEE L2 OBEFRE
DHAHBEHTIE, MRELZTEASELBZNTH L, FFI2,
Child-Pugh A2 I 7 A38~9D B TlZ, MIETIEE DM TE
Mol b DWEDDH S, [22. 1662 ]

9.5 1w

TR I E L T WA IR D & 5 WIS IZES L wvwa &,
7 v MO HMG-CoAs LR I EH & Kmf s L7 H & 1k
WBOBREFEIHE SN TWD, HiZk b TlE, thoHMG-CoA
WG R ILER T, HIR3» HE CORICIRM L7z & &, JRIEIC
ERUBIED D S b OWEDH S, [23 BHE]

9.6 Il

BH LIl 7y MTHIHTHANOBITHE SN TV D,

(23 2]
9.7 MNRFE

MNREERGE LM R L2 /IR L L7z R 5%

ML Tz,

10. HHE{EH

AHNE. OATPIBIR UBCRPDIEH TH %

10.1 HrRAER

BERALEWZE)

%k

eH 25 FRAREIR - #5EhE | W5 - fElRKT
FHTLaN RFN O MAEFIEE LA IZ|F 5 7 Loy
T ) BRI B RAE R 3 4 |BCRP % [HE§

NF =D A7 PEIMNT |5 LIk )R

LBENND D, il o HE 23 B E

B, ARF o

Hh RS R

T MRS D
A2

7<) v RbugE E
INVT7 7Y s

Pl e 8ok % 2
LD DL KHZ T
LY aIE. KOG H
HEE L O H A HREC D
I 2w B N = R S =
MEE L (INR) 5
AL, LEIZSLT
TNT7 7)) O EEHH
5 5%, EEREIES
qu) : C‘:o

B AE N

i3l
KEEAL~ 7 & v
A .
KIBALT VI = 4
[16.7.1 1]

ARF O L H I RE A3H950% 12
WFT 22 EpWESN
TV 5o RFEPEG 1215
MBI HIERA = %5 L
AT, AH ol
T RE X IEBE I D #980% T
Holzo

i A E N

A%

FRARAEIR - 5518 5%

Wy - fabriEF

AR v
(FrFq 32,
=T IVE)
[24, 1672 =]

VIO ARY VR
HENTwaLER
MEHEICHH Lz E
X, YrUuAKRY v

Yru ARy v
OATPIB1}K U'BCRP
FotkerHEST 5
RN D B o

DI I
Lo 72D, KFIO
AUCo-2an M HE A
(ZHMC RS L
7o BIZIATRHTRE
LR L7z EoHEG
H5o

10.2 fAEE BIRICEE TS L)

FAIL

FRARAEIR - F5 5 5 i

Wi - falEE T

7 4 7T — b RIEH]
NHFT7 47T — b

=

=5
[9.21 Zf]

T /)T A4 TIT—rED
PEHIZBWTIE, Wi
DK O M EEIC D 52
BEALNL TRV, L
2L —Mi2, HMG-CoA&
JeRERHEH] & OpERH T,
MR, W&, CKLE
FoMF R R 47
ov sy EREREHE L.
2 ERREEALEED
T A0 PR RE S d & b
%TU)O

T 1) 4 2 A
Fl S O S A
H5o

fe bR ;
RE L2 B 3 & IR
A 55 A
RoHNLBE

Bk

—#%1Z. HMG-CoA#ETTEE
FHERMEOHHT, B
Wi, B, CKLA.
MK R I+ 7y
YERERBE L, 2
7 B REIEAL & BE O BERL
BRI RE Y > 5 DAL S
W

falE T E R
e E DD 5

#

=aF VB

TV =V RPLE R 3
A NTFaFu—
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$ | — iz, HMG-CoA& Tl

FHEREOHHT, B
WiE. B, CKEA.
D QO I i = i
Y EREREE L. 2
7 B RE AL & BE O RERL
R RE Y d 5 D IR S
W

falE T E R
HEEEOD L HE

#

~7uJ4 NRPuE
e
) Auv AT

£

—#%IZ. HMG-CoA#TTEE
FHEREOHH T, B
Wi, B, CKEA.
M KR I+ 7 e
YERERBE L, 2
7 B REIEAL & BE O BERL
R RERE Y 5 D IR S
W

falE T E R
REEEDOD L HE
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ov¥+vEn -y s
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T7HY¥FFE/Y) b
b2
FvFen/ b
<)%

KR EOEFENL - ) b
FENVEHFHLLE ER
HIDOAUCHHFI2HE . Crax??
F5fE. 7 FEV R
)b EVIlE & ARF &
BER L7z & EARFDOAUC

AEE R
OATPIB1 K Tf
BCRPO it %
BT 5 T et
Bb 5o

FLATLEN - D3 Coaxh 7RG &
TV E AN VFENVEOY FFE NV
Al & RFZPEH L7 &
EARFNDOAUCHHKIL.5ME .
Cmaxﬁ§%’3241giﬁ Lf: k&
DHEDD 5o F72AH]
L ATLEN - BT
Ly A VED 2R L
Tk &, REDOAUCHH
2285, Cmaxh™H95.665 - 5
L7 D®REDVD 5.
5058 A KHENE T2 T35 AN |F7T5 AN,
TAFTLEN TAFTLEN, FFRNT T TELD
0I5 AN - TI¥ 7T AN - T AF|OATPIBL. 1B3
AFTLEN - RZ|FT LYV - R 5T IBCRPO
57U WEDZ G L7z & &, KfEx2 HET L0
HlOMAGEEDS LA L RE D 5. £
L OFEDND B, 2. TAFTL
1< N H3
OATPIBI. 1B3
DORE & HE 5
HUHEED D 5
T3 TVE N/ T|RKE ST L EIVEDE GBS K Y
JLINA VL KTV INAE )% B H | BCRP O %

L7zt &, RADAUCH
#92.3f% . Cmaxh"#I5.5M5 I
AL DHEDD B,

P& 3 % W HE
MdHbo

VRATEN - X))
INF A

KK & R Y AV %
PEHLZE S, X#HlD
AUCHHI2.785 . CmaxSH
2605 L&A L7z L o#idias
H5bo

NRE AU
7OATPIBI.
1B3% U'BCRP®
Hiez HET 5
TTHEMEA S % o

Fany IR

KFE oy IR
MLzEE, RADOAUC
H35.205 . Cmax35.0f5 L
AL DEED D L,

Fuay I K8
OATPIBI1. 1B3
& O'BCRP ® &
REAET 20
A D %o

KHE LIS 72T %
L&, FHO
AUCH38M . Cmax34.6%5
AL OWED DS,

LI 7 =7
2SBCRP O £ /e
% [l % ]k
A3 5,
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PRAEIR - #5805 i

W - febria T

BT F = THRERE

ety

$ﬁkﬁ77%ﬁ7ﬁm
WK AR L7728 &
RKEDOAUCHF2.1F5.

Cmaxﬁ§7‘%’33.01%£5‘ L7z&|Z

DOHEDD %o

BT F =T
£ ABCRP D
HrErET S
N N ) I N
Fil o 11 Fp i FE A
b2 2| e T N R
753‘%%0

NTFLAE b

KENENT T2 A5 vk
PR L-E &, KFEIO
AUCH #2505, Cmaxh3HY

2MEER L7 DWED| LI

Hbo

INF T2 A Y
F 2SBCRP O %
RETHEST 22
SN |
O I HA i 25 B
4 %l ge kAt
H 5o

T THRIAL v b

KK T2 THFIAT Y
FEGEH LA & KA
DAUCHHILIfE . Cmax?®
F2.165 LA L7z & ois
WH b

Tz T FYVA
% v MSBCRP
D FERE % THE T
HZrizkh,
A o I i
HSYEINS % W R
Heid 5.

I ha RIS

AF &)V ha v R8T
HHELEE, AHlD
AUCH L6 LA L 72k
DEEND 56

I R s A A
7 BO0ATPIBI1
K O'BCRP ® 1%
fex A% % 1]
FEMEDSH 5o

FAY<F=T7F b

V7 B KA

KE|ERAY<F =T F
MUY AR R PR L
Tl &, REOAUCH
1.96f% . Cmaxh'1.88%% 15
L7 DOWREDVD 5,

KA T =T
F U7 A KA
YW ASBCRP D 4%
RExHET 20
HEMEA D % o

O3 72 2% v b

RKFEeaFH T8y
N R AR SN N |
DAUCH2.93f% . Cmax®
447R LA L7z & o5 DS
H%o

= S N A
v b D
OATPIBI A D
BCRP D % HE %
M3 % T etk
%o

5773IVR KH &y T 7 ITVAERMNY T 7 I VAN
AL7zE &, AAIDOAUC|IBCRP D H#HE
WLI7THE . Cmax?¥1.8645 I | BH 9 2 W REME
ALz oHERHD, | BHb,
DA HENOHE BT B RICED <,
. BIfERA
«/’mml{’ﬁﬂﬂf; dfmbh% ENBDHDT, BT TH5IAT, R
HHELD SN m%%ﬂmwu@uﬁwawﬁﬁa:
2:0

1.1 EXEEMER

1111 &SR RE
CKEF. MHARRFI A 70y LR 25
SFOEE R FRE

DRE N TWA N

B9 B BBUHRIED S 5 b,

(0.1%Ai)
SRR E

BHOLONDLIENHLDT, TOL) LRGHE

ik a2k,
1112 IFNF—

(BHEEA)

JREBIRG '

IRFE A W R RIEREHRCKO LA S H bz
JidG kT 2 &,
11.1.3 GRENEMEI M I A /NF— GfEf&Z%EH)

IR CKEfE, SO % b 7 v

i e DI, HTHMG-

CoA#ETChE# (HMGCR) BURE MRS 2 Kt & 3 2 SuiE /eI
FENER A 3F =3 d Sb, 5k ik bRy A BlA e S

TW5HDT,

EFOIREZ 012

MRy,

=B, SRR

FIFEG1Z X D EEN A SN L OHIEBIHD 5.
11.1.4 EEBHENE HEALH)

FOE G M (IR, gl 235

%o [912 2]

11.1.5 R (0.1%Ki) .

1)

FEHEEREE (19%A

HiFEALT DD

). BE (BEAR

fF4. AST. ALTO EFS5E% 019 ITHEEREE, HEFH b
LT ENHb, [83 ZHE]
11.1.6 I/ MRS (0.1%A:d)

(84 2]

11.1.7 BBIER (0.1%AKi0)
M FIE > & OBBUERDY D S b b 2 EDD b,
11.1.8 FEMMRE (0.1%Hii)

EiiHGTHoTH,
MES R NS DN

RO NI

FEB, LI,

DB LIEZITH T ko

H%H&Ekl%ﬁ Ji ER X AR S
BB RV E U H o

s
4%

11.1.9 RAEHEREE (0.1%A00)
PURE D REE SRR, L ONESORERE, . d5WIEmiiik
TEHORMMERENRDH L DLNLEZ EDVH D,
11.1.10 S HEAT)
*11.2 ZO/OENER

2~5%A |0.1~29%A5 | 0.1% A | HUEAR
* | KZJ§ Z 9 EE . RS
HALa M. R (B, O
Wasi. T | %%
Wi - BHER |CK S HEJJHE L A | B
W . B
JiE
FEARE R VYR, 1%75\ i IR
O F v = (ORI,
Eﬁ’”** N
bRe)
P RELALS
e HbAlc L5,
IFENE b5
JFP A JIF % Ak
(AST L&,
ALT E5)
I % B bR )
I
(BUNJ:%
migz L7
F=v LH)

) lE—\ETH LA FERAHOEFIRD 5 55 12130
w5 % MY RAEERIT) 2 L,
SEAR LA BT A B L 72

14. BREDOEE

141 EHZMNEFOEE
PTPEEDIEHNIPTPY — b2 HHY L CTIRAI S 5 & 9 4RET
52 ko PTPY — b OEREKIC & 0 TS TS AY BB AL S~ A
L. Hii3gdle B2 LTt RS0 BEE 2 G0HEZ % %
Db

15. ZOMDEE

15.1 ERBRIERICED < 154

WM BT, A H % & B HMG-CoA TR M E#1 ¥ 5/ 0 £,
LHCld, BERRIED Y A2 o7 L OWMENH 2,

16. EYEHEE

16.1 MAiRE

16.1.1 HEHRE
TR AN B VOB T AN 5 F 2 J v > A % Smgd T2 ERE I BRI S L
7oA, MEEHRTANAY F 2RI G- HOREH NI Cnax 2 7% Ly THREEM (t12)
12202785 T > 720 F 721 CmaxL WAUCo2ad Z 21356 = 1.35ng/mL K U31.3
+136ng - h/mLCTH -7 CFIfil = ik RzE) 9,
%HB. UANRYF Y ORNBRIIHIE CTHL EEZLNTnD FHEAT—%) 9,

16.1.2 REHRE
TERERR A B LGB T ZNAF F ¥ J v 2100 U20mg % 1 H 17 H R, 222 K
BRI 5 Lf_ t AL PG R4 MR T 2N % % VIR EA I LR L. K

BH 53 B2 121TI25E FE L 726, ERIREIZBIT S AUCo2mlE HE B 5>
L2fETH Y . %m{ﬁz;@l G TORERD 5 O mﬂwﬁam&rf&mt L7285 Ty
A5 X 5 PR EOBEBEE RV EEZ SNl B HRANIBIT 2 Croac X T
AUCIIHME N D#)2fETH 5727,
F#1 EHRAB B 2 AN S F L OHEYEE/ST A—F (0= 6)
= Crnax® Tmax? AUCo2m? AUCop-2 t/2e)
(mg) (ng/mL) (h) (ng - h/mL) | (ng - h/mL) (h)
Hia | 787 (544) 5 (4-5) 742 (56.0) | 126 (39.3) @ | 151+5369
10 - N N o0)
A5 | 9.38 (715) 5 (55) 905 (67.0) | 167 (30.0) © | 184+4629
20 Hial | 205 (54.6) 4 (35) 171 (530) 209 (50.1) 19.1+581
KA | 221 (680) 5 (55) 206 (63.9) 248 (62.2) 148 +5.76

a) AT CEBRED . b) g (FEF) . o) Pl + iR =
d) n=3. e) n=4

WAV ATO— ) VIERF T ANA Y F 2 9 vy 525~20mg % 1 H 1168 [ 5 A5
%5 L, EHIREOMETh O AN 8 F VRERHIE L2, B3 L AT 0 — VIE
BEOMAER O AN S F 2 EEITHEICIZIZRE LML, BERABETOM
(#2512 1085 R O AT MiE. 10mg @ 4.06ng/mL. 20mg : 982ng/mL) LIRIZEET
Holzo B AHBTHARNEIEAORKRZ B L2 2H, HRANZBITLER
REO MR T 2N Y F REIISEANOK2METH 5729,

#2 ®maALATu— VIERFEICB I 2 EHREOME 0 AN S F ViR

4 M4 T 28R S F Vi (ng/mL)
25mg (n=16) 126 (72.7)
5mg (n=12) 262 (415)
10mg (n=13) 417 (755)
20mg (n=17) 11.7 (50.0)

AP CRBIRED PRI © 3557~ 1615



16.1.3 #HEEHEOFE
HRE A 21B012 0 ZANZA S F 2 1)V Y A10mg#x 7 T A F —N—ET1H1E14
Hi. FRI7R S 2 W IZ RO AR G- L 72 & S A, ST ANA & 5 ViR
ETHE G CREECTH D . T ANRAY F 2 H )7 AOIRNBYRE 3 H% 5 0 28 4
FZUhnEEZ 5N,

16.1.4 E£HFHIEFEMHHER
O ANZAY F 24Ebmg [EE] & 27 LA b —)Vigbmgk, 7 O A+ —N—2L ) ZFh
ZNLEE (DANAY F > & LChmg) MEHERA T I HE A B G- L Tl o
TANAY F 2 ERRE L, 155N EMERE/ ST 2 —% (AUC. Cmax) (22T
909615 T [ 212 THERHIFNT 2 47 o 72454, log (0.80) ~log (1.25) DFEFNTH 1 |
T A1 O HE 2 1 ) S5 P SRR S 7210

iy

K3 YR NT A

HIEINT A =5 BEINT A—F
AUCo720r Crnax Trmax Tz
(ng * hr/mL) (ng/mL) (hr) (hr)
UANAYF /4idmg [EE]|  631+15.2 6.2+20 43+11 160+4.8
7 LA b—)§Ebmg 619+126 61+18 39+09 158+39

(1$e#%5-, Mean =SD.,, n=20)

(ng/mL)
S —
—I— HANZYF 45 mg EE )
~Qv JLAR—IVEE 5 mg
% “ 14t%%5, Mean=SD, n=20
6
s
o
A
N
3 4
7
%
i
BE

0 1 1 1 h L ]
0 6 12 24 48 72
L (hr)

I H SR RS

IMAEH I ONZAUC, Crac25 D85 A — & 13, Bl O3
D RGN L o TR B RENA D 5o

16.2 TRAR

16.2.1 E£HFHFIHE
MR NS EELOBIZ 515 5 0 2N 2 8 F > O W= R H #1329.0% (90915 X ) -
241~349) ThHo722, F7z, HIRNEG L CTRONIOANRY F oo s )T
G YARDE L) T Ty AEENENSLINTIL6L/hTH Y . TANAY F L IdEINF
Bz & BMREZTHEEL LN,

16.22 BEDH
HLEERE 2061012

I (ER3EEH

PRHED RIS - I

U ANAYF 2y A10mgk 7 B A —/N—@#CTLH1[H14
HH. % ) HHVIFERIEOKRG L2, AkKkG Lt 0onR
INAZF 2 Iy B OWIULZEERFIZ AR TR D TH D\ Coaxd T EFZ X 5 T20%
T L7z LA L. BREGHEEOAUCom I ZZERHE G- D94% TH Y. HANAY F »
AN AOWIERADEROLEL LW EEZ LTz,

16.3 9
b MRS B 2 0 ANA S F 2 OBRAMEAF1E89.0% (HAN) ~88.0% (UHEIA)
Thh, EHEEEHIITVT I Y ThHho7210,

16.4 K3

HhE N EE A B E6HIIC14C- T 2N ¥ F 2 A VY 5 20mgk BRI G L2 & &
By SRR O RIS B G RE D T IR RELRTH 0 o RED O T 2D
N-JEAF VERUBS-5 27 b Ak TH - 7219,
E b IMEER I N A F VR R O5S -5 2 I~ AR S N7z A5. HMG-CoAsRTeiesh
PGPS IE 1 AN 8 T 2 REE L RREOHER 277 L, M4 I B1F 5 HMG-CoA
RITHERME G I T 2 B oHFGEbSrThsrEron WHEATF—
57) 16)o

16.5 HEittt
HVE A EERE R A B PE6HIIZ1MC-1 AN T 2 v S A20mg F B RS L2z kO
A BB RIS RICHRIES AL (902%) . PRAPECH BERIERIE104% Th o 720 F 72
RO HE RO REACEIEMAR L, Z NS NG5 D4.9% K U76.8% T dp o 7219,

166 HENDEREET 2EE

16.6.1 MERUIMBORE
AEANOBUL RS, BrEkd, KUEEEE RO IRE £85IC T ANA Y F
AN 2A40mg URZESMVHE) % HERORSG L2825, BEOCraX WAUCoE
ENENLYEDE2% R VL% Td - 7210, F 72, H54EH D Cmax X AUCOIE Z N2
B D112% K UF106% Td 1) o BiR LR & 22 2 MR OB T A v EF 2 bz,

16.6.2 FFEEOHE
Child-Pugh A (237 :5~6) & %\ EChild-Pugh B (A2 7 : 7~9) OIfEE %4
?é&%l/kmﬁﬁwu O 2N 57%/77)1//’7A10mg%lF|lll4Fl [ A HE 145 5

L. M3EHR T A NA Y F ViR 2l L7218 RS R E O Cma L NAUCo2anl 3 fHERL

ANBEDZNZNLE~2 15K U105~ 1265 CdH V. #12. Child-PughA I 7 A8~ H#
2B 5V B MAE AR I, M TR 720 [22 93 ZK]

16.6.3 BREEOHE
FIEEORL LD ERELHT HHENESE (4~8F]) ICUANRYF I H VT L
20mg# 1H 1I14I VBRI G- Uy e AN & F VR EE % 58 L7219, BREE
MOPEEOFEEDDH L EHTIZ, OANZY F 2 OMBEPEEIZNT 2 P8I L
ALRBD LN ol LAL, BE (ZLT7F=221) 75 A<30mL/min/
1.73m?) OFFEED D 5 BH TIE, HHA AT AR EE A3 12 LA L7z,
[71. 92 ZMH]

16.7 EWHEEER

16.7.1 HIEH
HIEEA & AR 5 L 2286, 1 A0SR S T 2 D Cmax 2 VAU Co2an b 2 L2 150%
U'46% % T L7275, B ANA Y F » #5- 5B EN BIEH & 55 L 225641 id, 1
AINAE F 7 OComax X O AUCo2anlE Z N Z NI D84% I U'78% T o 72 (FREIA
7—%) 0, [102 &#]

1672 Y 70OXKY >
7 UARY) YERGESNTOLLBBMER SO ANAY F 2 AKS Lz L &,
U ANA Y F 2 DComax O AUCo2antd REHERA N BT RS S L7z & & I2INT 2
NEN10665 K OTIE LR L BHEAT—4) 2V, 10 A/NA % F 2 IZOATPIBl% 41
LCHFBICIND SAE I, 7 a0 AR PE2OMY AR ZHET LI LICL->T, TA
NAZF DM EERHEMSEL LE2 6N Tw5, (24, 101 BH]

16.7.3 ¥ L7473
Fa747ud)l (KBRKR) LOREGLLE, DANAY F Y DOCuax LT
AUCoE Z N ZN22145 R O L88E I L 72 (SMEAT— %) 2, B ANA Y F Vid
OATPIB1%/r L CTHHBICIUD AZ I, A 74 70V VIZZOMY AR ZHET S
LizkoT, uznz&—f‘/mﬂliﬁdﬂﬁ&'ﬁ%i@bnéﬁé LEZLN TS,

16.7.4 ZDOZEH|
U ANA Y F  ORNBE KIZ S PASOFER O L MG 572012, 7 vady—
23 (CYP2COK ICYP2CI9DBHER]) . 7 k3 F V=2, A b F 3+ — L5 RO
L) 2uvA 2% (LLECYP3A4K UPHER A DOMER]) & ObBHRER% FEhE L 7255,
B S 2 A HAERIE RO bk dro 7z BHEINT = %),
7)1/7 71) v (CYPZCQ&UCYPSAM)%@) HDHVIEYTF Y B ORNENEEIC K

B AN L7ohS, BRI IR Sk o GHEINT — %),

CYP3A4£§f’FTﬂ®ﬁﬂE‘Hﬁ 4 B 72002, RECTBITSE & OB R A S L 7258, =
FoNVIALT -‘/“>r~)W)qu§;%wi%rfzb:ﬂﬁwiA S5NF. B ANZY F L IZCYP3A4IZ
AT BFEEH A RS RV EEZ SN GHEAT—5) 9,

16.7.5 in vitro Bk
v AT & I 2 in vitro WERIZ B\ TN- B A F VAR AR L 7225, 2 o E
FRIEFICRE TH - 720 T72. N-Bix FUALICE 59 5 £ 2 P4505 712 CYP2C9
JOCYP2CL9TH - 72 2%, CYP2D6’<’CYP3A47J‘T%5~T B HEME bR S 417230 30,
UANAYF > (50u g/mL) 2k AP450 (CYP1A2, CYP2C9. CYP2C19. CYP2D6,
CYP2E1J UFCYP3A4) {1 BHEHRIZ10% LT Td - 7230,

16.8 Z DAt
T ANAS F §E25mg [EE] &, BANRAS F Uebmg [EE] 2 AL L2k
& EHMBEHIE S & HE S RIS L A SN,

17. EREREGIE

171 AHMERVRLMHICET 3%

(&3 L X5 0O—JVIE)

1711 BHEIHERAERICHE
BILVATU—)VIEEEEZRE L CZEERBEIC L D EfS NzABIcBwT, 1
ANRYF v ANy A (5~80mg) Xi&7 bV NA % F 2~ (10~80mg) % 1H1[[6:E
PG LR, 0 ANRAY F oAy Ald, LDL-AVATU— )L, IV AT
T—)b, b ZYEY FIHETREE . HDL-I L A7 0 — VI IR F 2 7% L 72,
F72. 7HREAB. FHDL-I L AF 0 — V2T &8, 7HREHA- T 2HINS ¥/,
#|Z, LDL-Z L A5 U —)L/HDL-2 L A5 — )L, #3L A5 10— )b/HDL-2 L A7

—Vi, JFHDL-2 L A5 0 —)L/HDL-2 L 2 70— )Lk, 7REAB/7 REHA-T
R ET S,
TANAY F AN T A0, G HRIEMUNICS Sbit, @E2:HEH F Tl
KENRDI0% & 72 o 720 WAMFEILEFHFAMEM F TI2H S b, OB L2,
BIEMZSBUHEE I, T AN Y F 2 vy Aomegfk 58 T105% (4/3861) . 10mg#
HBETIX156% (7/4561) . K U20megdk 58 T17.9% (7/3961) Tdh -7z WIho#s
BECTh L SBILLESEBLL 2BV 2 Ao 7239 30,

17.1.2 EW%H#EE&%

TEERBEICL D ERSNZRBICBWT, OANZYF U ALYy A25~20megE 1H
LE6E W # 5 L 7= o Mg IR B o FEZELIE ELo L BY) Th o 72,

i)

#1 MIEIRE O FHZLE (53 L AT 0 — ) VIIYEEA T GatR)

e 25mg 5mg 10mg 20mg

(n=17) (n=12) (n=14) (n=18)

LDL-I L 257 a—)b (%) 4499 -52.49 -49.60 5832

WAL ATu— ) (%) -31.59 -36.40 -34.60 -39.58
MY YR F (%) -17.35 2358 -1959 -17.01
HDL-I L 27 —)b (%) 764 9.09 14.04 11.25

7 REAB (%) -38.56 4593 4397 -50.38
7 HREAATL (%) 542 6.25 1061 972
7 REAAT (%) 0.38 427 778 773

BIERZEBUEE X, T ANRA Y F 2 BV £25mgf 58 T389% (7/1861) . 5Smg#
HBET20.0% (3/1561) . 10mgi5-8T13.3% (2/1561). J% U20mgtk 5-8:T47.4% (9/
1961) Tdho7zo FHETHIZ BT3B LD SN zBIER I, . CKLEAKRD y
GTPLA (#%3Bl) THo7%),
17.1.3 @S EMHEHR
CHEERIEICL ) ER S NIRBRORM T -5 R F Lz, DANASF U ANT Y
25mg 13 10mg# 1 H 1A 128 M35 L 72 B o fiEIRE o2 bRz F20 L BY) TH
D, BV AT E—)VIERE ORRE L NV 28 E1IIHET 5 2 L5580 /e,
F22  MUHIREMOFIZALE GHEAR I L A T 1 — Ve B 5k §akER)

Eiacn 3 5mg (n=390) 10mg (n=389)

LDL-2 L AFu—)L (%) 419 -46.7
WAL ATa— ) (%) -29.6 -330
M) Z)EYF (%) -164 -19.2
HDL-a L AFu—)b (%) 82 89

JEHDL-Z L 27— (%) -38.2 -42.6
7 REAB (%) -32.7 -365
7 AREAATL (%) 6.0 7.3

17.1.4 B ELHERRRSHER
EOLVATO - VIERE 205 e LCOEEREICL DV ES R8BI BwT, o
ANAZF IV A5mgHiE10mgh & % %L%l‘zﬂtz’a L. LDL-I L A5 1 — L fliHs
NCEP I %4 FI A O HBMIZET 2 $ THE L7, 52HFHIB W THEESED
5mg X (310mg DRk ek 5 % ~b7‘fu\trfﬂ@%u/\t;t\ TNENT6% (92/12161) KT
82% (88/10781) T -7z,
BIEM OFEIZIZ T AN S F ¥ 71V 7 A5mghET294% (40/136%1), 0 AN % F
YAV H10mghET265% (35/13261) THo7ze WTNAOEGHTIHILL EFEB
L7z TR, HACR R 8. Wi, AIRIE. 3895, I K OIE)JHE CTd -
7230 38)

(RiEMZ DL X5 0—JVIIEE)

17.1.5 ERE I HERPHRERER
REME I VAT 0= VIENT BEAEREZ IO ANAY F 2 AV y 7 L10megh 6
52 BA L. 6HEBETHEIEE L2, 20 & X OMBIEEEOFEEZELRIZEID &
BYTHo7239,

#3 MR RO FHZALE (MR 2 L AT 1 — VIGE S R

5 10mg (n=37) 20mg (n=37)
LDL-a2LA57a—)b (%) -49.2 539
WmaLZAFu—) (%) -394 433

F) 7R R (%) -182 236
HDL-I L 271 —)b (%) 96 138

3L IICERD b Nz EIERIZCK B (3/376H1, 81%) Tdh o724,




18. FEhFEIE
18.1 1EAHE
T ANAYF 2 ANy A, FEAIZREBIICIY AEh, IFECToa L A7 -
AR O R R T db 5 HMG-CoARICEER & IR O G IS HE L, 2L AT
O — VSRS 5. ZOR, FERROI L ATV EEMETL, 2
NaH D 720LDLZ RO REHAAFE SN D, COLDLEAEZ /LT, ILATFH—
WEREDOFENY REHTH HLDLOFIEANOT Y AASHINL ., P2 L A7 8-
PIRT T 2o DANAYF VAN Ty A%, FETIEEE LCTREB%R %/ LTIy
A F A IREBAMEDILEIR - 7200 BEBIR SR & 772 2 WIB O I ) A F
2L, IR 2 HMG-CoABTCH R EHI THh 5 L H 2 b b1 2,
18.1.1 HMG-CoARTE M E(ERA
TUANZYF AN AE, Ty PROE MF 70y — AHEOHMG-CoA R TtEE
FROt FHMG-CoARTTREF DMl F 2 4 v i2xt L CHEEM 2R L7z (in
vitro) %,
18.1.2 FFaL 25O—JILaRBEE/ER
HANAYF AN T A, Ty MFHRO 3 L AT 10— V&R A R RA 12 E
L7zo E72. ZOMEERIZ. MOHMG-CoA el BHEHNIZ A TR L
7‘:43}0
18.1.3 LDLZAHFE/ER
uznza%/ﬁw/vAu © T B S HepG2HIE OLDLAZ B AmRNA D 583 % i
FERTF R L. /-, LDLEATEEARIS 72 (in vitro) W,
18.2 ML X FO—ILETER
TANAGF U HNT Y M, A XD, H =7 4% WHHLYHF (b bR
IV AFU—)VIYEDEFVE) 1D ICBWCIERIVATFa— L%, £/, 7K
HME'3Leiden b 7 ¥ AY = = v 7~ A (FVLDLIEE 7 IVEI) ® KO b 7R
EHB/CETP (ZLAFH—VIAF VIEREH) T AV 2=y 7w A (B LD
IV AT U= VAHHZEBL L 2R ERS A A 5 7 VEI) 9 128w TidimiE
FILVATH- VEEBEIET 872, 1 2BV TIE, HMG-CoAR il O R E
WTdh B AT L ERO MR % IRRFWICIT S 8729,
18.3 EpEREELERINHI1ERA
OANAYF ANy A, WHHLY HF12H50 T km%w%“ﬁf@ﬁ SRS
FH=VEROET A2 L7256 L, BRI LHZ o MR % ) L7249
184 MUT U NMETFIEA
TANAYF VAN T AlE, 7THREHESLeiden h 5 Y AV 2=y 7 v ARV b
7HREHAB/CETP N7 Y A Y 2=y 7 A0MEHR M) 7 ) &) FEILT S+

7248, 49)

19. BRI S ICET 2EB{EFRFER

—fEEIHE O ANZE F > AV A (Rosuvastatin Calcium)

1b4% © Monocalcium bis[(3R 5S 6 E )-7-{4-(4-fluorophenyl)-6-(1-methylethyl)-2-{methyl
(methylsulfonyl)amino]pyrimidin-5-yl}-3 5-dihydroxyhept-6-enoate]

5373 1 (C2H2FN306S)Ca

55 F 0 1001.14

W IR OB KRTH L,
TR P)VSETRT L AT 7 = VIZRREFR T Kk y  —
b (995) 1ZIEIFIZ W,

Pt Th %,
et I
CO2~ Ca?*
HsC
CHa CHs |2
20. Wﬂ“iwiu
TV IO —URRHHERISRA LT CTRET S L.

ak

(ARINZ B F4#2.5mg [EE])

1008 [10§Ex 10 ; PTP : #ZHIA D ]

5005% [10%E x50 ; PTP : #2#IA Y ]

1000%% [10%Ex 100 ; PTP : #/#IA Y ]

500§ [7F AF v 7RIV NT D IRFIAD ]
(AXINZHF > 4E5mg [EE])

100§ [105Ex10 : PTP : #2851 A Y ]

500%% [10%% x50 ; PTP : #HIA Y ]

5008 [T AF v 7R MV NT L REIRFIAD ]
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