*+202 142 A e4ET (352hR)
*20204E6 H B4ET

fr ¥ BERRE
BRI : 34

5 )

E)ER-BEMEOLLRICKVERTSI L

HMG-CoA& TR HEH]

BAEEER O HES

UXNX?%‘/?])L‘)@WA@E- e A SE 872189
DLAF=btE2.5mg
®
FLAF=b ﬁsmg
®
2LAF=JboDix 2.5mqg
®
2LAF=b ODﬁi"E'Smg
CRESTOR® Tablets 2.5mg-5mg
CRESTOR®ODTablets 2.5mg+5mg @ AW
$€2.5mg $E5mg OD#¢2.5mg OD#E5mg
A#RFES  |21700AMY00008|21700AMY00007|22800AMX00102|22800AMX00103
WA 20056F4H 201646

2EZ(ROFBHEICERS LBV L)

(7 LA »—)LOD$E2.5mg.5mg)

2.1 Kﬁu@ﬁﬁ/)}[ﬂ bﬁ@ﬁ@ﬁ?ﬁ@@%é;@% 744 VA S l\—)bODﬁ%Z.Smg AYS l\-)l/ODﬁSmg
2.2 FHSEEDER L T2 EZ R HNBL RO LS w8 Al HREOHFORSE PFREDHFORSE
BHEFR.BEFROSEEE HFEL. FE.HE[9.3.1. ” . AZ
9.3.2.16.6.2%: /8] I i @
2.3 HIRNIIIEIR L T WA A EEE D B 2 LR OEFAR[9.5.
9.618] oW BE Q O
2.4 v 7uzAY v ERSHOEE[10.1.16.7.28 ]
S BIE - —
3.4ERL - IR EE #6mm #8mm
3.1 #r% e #52.7mm #13.1mm
(7 LA+ —)L$E2.5mg. 5mg) it #10.12g #10.24g
R4 2 LA k—IL$E2.5mg 2 LA b —L$E5mg #HAa— R AZ 153 AZ 154
180 AN A Y F22.5mg | 1580 AN A5 F > 5mg " )
EORS | (QARRIF AN L | (QANRSF L HLL YL 4. SPHEX FFHR
&L 72.6mg) &1 75.2mg) =E3aL R 5F0—)VME. KEES I L A 7 0—JVMjE
FBEKH R LT — R B VBALY T LA T TR g = —aRs sz
B | RE Y A7) Sl s a S i FaAn— .| OIREX EEIRICPIET SR

TYF U BTy EHEE Bk

(7 LA »—)LOD$E2.5mg. 5mg)

HR7e 7 VA k—)LOD§E2.5mg 27 VA h—)LOD$ESmg
1$EF O AN Y F22.5mg | 18T AN Y F5mg

BRIRRGY (BANZREFUHLIIL | (AANRYF VALY T A

& L7T2.6mg) &L 75.2mg)

RO — 2 VEKY) VEBKRIL YT L BBIEY T R

- A ANAT—RA AT SU—A FTEALT 7 LAY

" LEOS RS BEEKT B AT T VBRI IR Y
7 L ERE

3.2 HEIDOMRK

(7 LA —)L$E2.5mg. 5mg)

H7e % 7 VAN —)L§E2.5mg 27 LA b —ILEESmg
T VRADEELN S T VRADEEGNS
e STALRAOHEEBD STALERAOEBD
VAR IN=EL PO/ ] T4 NLT—F 1 T8k
S\ i %
S B @v) Q
S BIE — =
BE #95.5mm #7mm
Es #3.1mm #93.8mm
B #0.08g #0.15¢
BRla— R ZD4522:2 Vs ZD4522 5

5.1 RN +5 728 2 EM LU &3 L AT 0 — )VIE. 55
EILATFU—)VIETH S EE2MHR L L TAFIOBRHEZ
BIaHZE,

5.2 FEEE I L 25 0 — VIEEAR EHESEIC O W TIX.LDL-7
7z L= AEOHEYBEEORMBIE LT . HEVIEZENS DR
BIEDSEHARE RIS ICARIOBHAZEZET S &

6.HiERURHE
BEBAIIZOANZAYF > ELTIHIER2.5mgk D5 % H
B A BHICLDL-2 L AT 0 — U2 BT EE 2 RENH S
BAICIIS Mgk VRS EFIBL TH KV 2B Elf - ERICKD
EEERE U RERRRD 5 VIGEER 4ADEICLDL-2 L AT
O — )UEDE R AR+ 2254101 3k 10mg % THEETE 5,
10mgZ#%5 LTHLDL-2 L A5 0 — )UEDE RHF+5 TR,
KEEBE IV AT U VIMERE 2 EORERFICRD . S5
HETZ2P. 1HRER20mgE TET %,

7.FERUAECEET 3FE

710 ZVL7F=r 2752 AHN30mL/min/1.73m2RiE 0 B
K59 55/I1013.2.0mgL D5 2B L. HRABRSEIZ
5mg&95,.09.2.2,9.2.3.16.6.3%]

7.2 FI220mgB ERICB W T IIBREICKE N 5bhbBEh
W 5. 20mgH 5RA#% 1 238 £ TORIZIRRL Bz 1mEl, Zh DI
EERA (CREIC I BIE) ICBBRERE 21T & & B2 +7147
52 &,09.2.2.9.2.3.16.6.32H]

8.EEREARNER

8.1 5 LOEI VAT U— VIEBEOEARTH 3 BFEEE
fTOVEIGESBEELSILE. BUEE O B I INEREROY A7 7 7
I —DEFELTIERT S L,

8.2 5 XM S EE 2 EHICHRE L IARICN T 2 KB
OoNE VBRI S2hIET AT &,

8.3 B GBI ER12AE CORIIER, BIC1E. 2N DIREIZ
TEHAR (CREIC1EIE) ICHBREMEZ1TO 2 &L [11.1.481]



8.4 MVMREBAHH 5bNEZ ENHHOT . MBEBEEFOBES
F5112475 2 &L [11.1.550]

OENEREZE I HEEICEHT I IR

9.1 GHE - BIIEFEEDH 2 EE

9.1.1 ERERBREL B SHNPTVEDHREN BB UTDES

« P O— LhEEE

- R REE TRED B

CBEMOMER (YA MR T 4 =) NEZOFREROH 5 HBE
- BHIEORREOBERD H 5 BE

9.2 BigEEERE

9.2.1 BHEREEREDHDEE
AFET 4+ 77— P REAZHATIHEICIEIBELSTEE
TVENISNAGEEICOARMAT 5 L 2B BREE L
FESBERRMBES D 5 DM T L L2 ETHAT AHEAI
& ERAMIC B e S & G L B BERER (B 1) ©
HIF.CKER M RORFIF oy ERFNICImEY L7
FoU LREOBREOENERDIBARIES G2 HILT
% Z &, [10.280H]

9.2.2 BEENIFZDEHMEEDSH 3 EE
MAHRAAEOMEFOZL P ERERELEITLBETHD.
¥ 7o R RRE IO - TREBSERERLP b b B &
WH5.[7.1.7.2.16.6.3%08]

9.2.3 EEDBEEDHZEE
AEIDMABEENEL ZE2BENDIDH 5.(7.1.7.2.16.6.3%08]

9.3 FTEkeEEEERE

9.3.1 FERENMETUTVWR EEZSNBUTDL S BEE

SRR BETROSMHIER. FTELE. fTE. &E
BELRWIE.CNEDBETIR AHOMPEEN LRI 5B
TN BB E 7 ARANIEICHEICAHH LTERT 20T iR
ELrESEEBIND D 5.(2.2.16.6.2817]

9.3.2 [FEEXIFZDEMEREDH 3 EE
AENIEICHFEICHH LTERT 20T FREEXIEZ OBFE
DH5BETI FRELZBSESLBENDH 55512, Child-
PughZ a7 #8~90BE TII. MFHEESMIcHNTE» -
T DREDH 5.[2.2.16.6.251]

9.5 i@

ERYIIERLTVWAAEEEOH 24 EICEBE LR W &,
F v MO HMG-CoARTERHEA =2 KBH S LI HEIC
BROBREEIMESN TS HICE TR MOHMG-
CoABTTEZBER T HIR3» AEF TOMICIRALZE & BR
ICRREHFEDH S5 bl EORENDH 5, [2.38H]

9.6 1Z3Lim
BELZVWI LTy FTHATHRAOBITPRES N TN S, [2.3
2]

9.7 INR
INREENRE LB ROREEEBIEE U BRI E
LTV,

10.48E1EA
A#ZOATP1BI R UBCRPOEE TH %

10.2 HAZFER(HACERTD I L)

4%

BEARIEIR - BT

W - a7

74 77— b REH

RFT 4 TT— 1%

[9.2.12]

Jx)7475—bEDOHA
BV TIR WThOEH D
MAEEICHEEIASNT
Wz, LA L—fIC.HMG-
CoABRTTEERMER & OHtH
T BRI CK LR
meRCRPIF 7oy b
FAERBHE L A TR
B0k S MU BRRE S H
5bhd 1,

T A L RS A
fRIE D WS D H
%o
fEE T - Bk
IZBY B ERR A
BICRENRED S
o8&

—aF U

— M1 . HMG-CoARTTEEHR

fERE T - Bk

N o FHEH & ORI T R R | RE0H 2B
7 CVEKAHEE | OK E5 kR OIR
ARTITILE | sxyuey LREBME
L 2 greeElz >
Y7uTA FRAENE | s mmmne s 5 bh o
TYRTTATUE |,
) URIRER | FELERASERT 52 & | BFIEARH
TINT 7YY b2 AKH=HAT 25
KA OHSHER R CHEZE
HEICHHEEIC SO ra oY
> RS E R AZ L (INR) %
ZHER L BEICELTT L
77V CORBERHAMT S
FERFIBRET S L.
B AH O MR A HI50% 12 1
KBt 72y | FEsZerfiitashTn
AR % AHI % 5% 2 B R @ 1
KELT LIz |HIEBAIZES LIZEEITE,
[16.7.1 58] AHN O iR EE 1 IR DR R O
F80% TH - 7z,
aEFEL - ) R FEL | ARlETEFEL - ) N [ E B OE Al
PYFEFENL/Y RFEL |V EHA L EEAFO|OATPIBIEY
FILFEI/Y R FEL AUC75§%"J2{%\CmaX75§%"J5{%\ BCRP@%QE%KQ
SLHFLEN - B | TITTENRTY bFEL | BT BA RS
Ly & 2L MAIEARFZPHRA LIz EER | 5o
Al DOAUCHFIZE Cmax D57
E.YILFELKRTY hFE
LR ERFZHRA L L &
AHDAUCHHI1.54%. Cmax
P24 LR L OWmE
Bhd.FhAFETVNT
LEL - T Ly AL LE)
EHEALLEEZ AFHOAUC
DHI2. 245 Cmax5595.645 -
RLi-EOHMENDH S,
5755 AL KEEFT I FHACN T AT 7T AL,
TAFFLEL FALVENFHRY IS5 | RIS TELR

758 AN - T A
FFLEN - RT75T

=%

AEN - FAFTLEL - R
7S5 TELVE EZHELEE
E AFOMmMPBES EFL
12 DBRENDH B,

OATP1B1.1B3
K O'BCRP DO ##E
%PHET 2 A REME
WHBEIT A
F 7L ELY
OATP1B1.1B3

DOEHEEEZEET S
10.1 HARRWHALRBZVLI &) WD D B
FH S FEARAEIR - FEE S E W - fEbRET TIIVTVEN/TN | KHETSVFLELVD RO | AL 2 BCRP
Lo ARY Y SHUARY VERESATYL | L7 RARY VB NAE ) INLVNAELZHALLE | ORKEEZEET S
(HyFe3ay, | AOMBEEZCHALEZE OATPIBIRU EAAIOAUCHH2. 3. | ATRIEDD 5.
AA =5 L) %270 AKY Y OMmFBE | BCRPE 0K Crax#'95.5F LR L2 £ D
AUCo24n PR AICHMT | 5. * | VARZTEN « RO | KFHERLVISY ZAC LV EZHRE | RUISF ZE LA
RE®RES Ui & ZICHRTHT LA L& & KB DAUCHK|OATPIBL.1B3
EERLEEORESH S, 2.71% Cmax®$92.64% L7 L | XU'BCRPO##E
1L DRENH S, % HET 2
BH5,
* | FTLE IR AHlEyaLy I REHAL | SO LY I FH
=& & RBOAUCHS5.2|OATP1IBL.1B3
D, Cnax5.0f5 LR L7z & | KU'BCRPO##E
DHENDH % % HET 2R
BH%.
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| 45 BPRAEME - FEE i W - falgE T 2~5%:Ki | 0.1~20%:Kil | 0.1%FKil | SEEAH
La572=7 AAELTTT =T %A | LTTT =T BB | R AR R
U & % AAOAUCH3.8 | BCRPO ML % I (AST L 5.
[ Coan P 46MG LR LT 20 | 3 5 AR S B ALT k52)
WEDPDH 5. % i W RE) | B
KT~ F o THEBEK | KE & H S F ZTEBEK | S F = TR HEREE (BUNL
] 4% BRI U7 & &  AHI 0 | A BCRPOBERE R.Es LT
AUCHHI2. 5. CnaxK93.0 | ZBHET A 2 & IC F=vER)
BERLEEOREN S, |20 FROME] 1) g—idtees 57 REAHORARFHHT 2 HEICERET 85 Y
B B Y EES C L
i i REP S . SEBURE 1 MF RAETR  5 TH L 7e
NFT 2 A% v b KEENTTFT2AY Y v 2/ | NFTF2 A% v b
H L& & AR DAUCHH | ABCRPDKAE 14 B8R LEDEE
25 Cnn F2TILRL BET DS EEL | 141 SRRSO
' = o N b
. . (OD#®)
FE ASRIBNS % A B
rediai HANE— AR 5 T & [20.255]
e A R A EEETL PO YRS EPE | T kO YRR 14.2 ZEFZSEOER
L7 & & ABROAUCHK | AOATPIBLE T (BEIHE)
Lo EF L L OREND J;CRP@f%ﬁE?Fﬁ 14.2.1 PTPREOHAZPTPY — 2SO ML TIRAT 5 &5
%o =TSR D 68T 52 2 PTPY — h OEAIC & D LS EEREA
2. FIA UV ICIXERLE B S U CHIBIRRS OB E 74 & HHE % 0%

F)ARZAZNOHRICE T 5B RICED <

11.E/ER
WROBWERANH S5 bNBZ ENDHHOT BEL DTV BEE
WROONTGHICREHREE2FILT 22 B 2UBEE2ITS Z
L.

11.1 EXKEHER

11.1.1 EIUEREEARIAE (0. 1%KH) © M. BT CK L& M+ &%
URHIF7aby ERZ2EHE T H2MURMEESH 5bh,
ANBEESEDEELEEESHSDNEIEFHHDT.CD
O RBHICIIESICBERRIET A &,

11.1.2 SANF—CGEEARR) © L& HARE. SEZRIECER
ZCKO LN H o bBHICIIHREEZFIET S &,

11.1.3 BENELIRIFESES 4 /NF — GEEARE) @ EAHE . CK
B RIE 2 D WA MO BT T HMG-CoAB T #
(HMGCR) A G S 2 M & T 2 RIEBNEEBETEE I 48
F=Ho5bN BEFILEBLFRFRET HHP/FESNTOEDOT,
BEOREZTDICBET S LB REMHAREIC XK
ENHSNT-EDWREFIHD 5.

11.1.4 FFR(0.1%K%8)  FFEEEEREE (1%K 1) /B (FHEAR)
FFRAST.ALTO A% %20 FERERE BEI S 5bND
ENH5,[8.351]

11.1.5 MVIMREA (0.1% K1) [8.45 18]

11.1.6 BEYEIK (0. 1%K1H) © MEZEZ S TRBEERS S 5bh
L ENDH B,

11.1.7 BB MR (0.1%K1) : RS TH > T FE K.
MR RS XA REEPED S N-BEeIcIdREs 2R L. E
BRERIVE VRIOBRSEOBET S NEEITO T &,

11.1.8 FREMWREE (0.1%K1H) : WWHEOBREMK, L ONEED
BEBEER.H2VIEIHNETEOREMEREENrb DN

THZENB Do

(ODf#)

14.2.2 KANIFDO LICOE THEBZRES €2 EHET 570K
7 UCHRATTEE CH 5.5 72 K CIRIT 2 2 8B T 5,

15.Z DfthDER
15.1 ERREERICE DL B8R

I BV T AA % & THMG-CoARTBE A ERIL 5 H DB
E T HERRFBEDY RV DPED T EORENDH 5.

16.ZMEhRE

16.1 MGEE

16.1.1 BERS
fEFRRABEFICT ZNAY F > ALY 7 L%5mgdD FE TSR ICH
EREOHRE L7z & 25 MERT 2N 28 F 2 I3 5% 5k R I Crnax ®
ZI—'\' L\?ﬁ%ﬂéﬁz% (tl/2) 1320.2+ 785#'315’(@ el fCo i fC\ Cmax&UAUCO.24h
IZ#Fh#n3.56+1.35ng/mLK& U31.3£13.6ng-h/mLTH - 7z (FHfE +
TR 2,
BB OANAYF VOENBRIIMETHS EZEZ 5N TV SEA
F—%)3,

16.1.2 £EYZFHEIS %
BERRABEICY LA —LEESmgid 7 L A b —LOD$E5SmgZ h2h
1$E% 7 0 AF — N —FIC CRERICHEEREORS U EYBHEE E L
720 Cmax X PAUC DR D FHED 212D W TI0 % E X % I THiat
FRHT 21T - 7458 10g (0.8) ~log (1.25) DHIFK TH V. 7 L X h —)LOD
$E13. K% LTIRAXIBAKSD O TRALZZBEOVLTRIZBVLTH I LA
b —LEEEEMERICRISETH 5 7,
7 LA h=)LOD$#2.5mgld. [ &8 A F 4 2 8% B A 0 4 Y 2 10 F %
HWHA RTA VI (PR24E2H29H M EABEFK02295105) ICED &,
7 VA h—)LOD$ESmg & ARHERF| & Uiz & & BHBHIE L L EWY
WICAFEEAB SN,

£l BERABRHICBI 2EMHES X -5

< & 753‘%,%) ° ﬁﬁ% n Cmaxa) Tmaxb) AUCOflasta) t1/2b)
11.1.9 ZRKIHE (SHEARHH) (ng/mL) (h) (ng-h/mL) (h)
11.2 ZD{uDEIER " 4.56 4.02 48.90 14.0
LA —)l] . ! §
2~5%KM | 0.1~2%:KM | 0.1%K¥W | SEARH JUARTMEEmE | 05 (503) | x149| (397) |+1099
R TR R 431 3890 | 4826 | 142
X ABLT 65 1 (401) | +135| (40.) |+11.89
— ZUZR—N
HILes e A IE | RO R OD$E5mg 392 14.7
A A A | 64 (45"15 g) 147 ?486361) +
i - BigR | CKEHA W JE B A | ’ o ’ 10.39
LG a) BRI (CEDIFE) b) TAIE+ BRSO n=64.d) n=63
TEH AR R FH Y | B, EREE
E4R (AR, =
&) > >
P53 A LFLE
R HbAlcEHR.
IS E b5




(ng/mL)

NOBEE

©—® JUANILEE(N=65)
@—@ JUZR—ILODEE K7L (n=65)
O—0 JUAR-ILODEE k&Y (n=64)

~
-

T\ SN

0 i‘} 1‘6 2‘4 3‘2 40 48 56 64 72 (h)
BFfE
L A=)V EE Smg BRI Rh—)L OD §& 5me &7k7EL. kHYT
BRALZEEDOMBFRORNRYFVREHYE (FOlE £ EERE)

16.1.3 RS
BERABEOBICTANZAY F NP7 L10K020mg%E 1H1E7H
R\ ZERER IS RAERR RS U7z & 2 A e 5% 245 o I rh o 2N 2 7 F
VBRI ER L RERSIEEICIFITERRBICERE LY JER
REEIZBIF BAUCo 240 Z BAR SR D 1.2[ETH D . ZOMEIIHEEIRE T
DWERPSOTFRNEERRBETH 72, LW > T RERESICK S TFHEDL
FOBEBEIEIZVWEZEZON B HAAZB ) 5 CrnaxXTAUCIEH
ANDKI2fETH > Tz

£2 BEBRABRICBIIZ0ANAY F 2 OEYEEE/SS X —F (1=6)

Mg Cmax® | Tmax® | AUCo0-24n2) | AUCo.0® t1/2¢)
(mg) (ng/mL) | (h) | (ng'h/mL) | (ng-h/mL) (h)
Hifm| (Zf’jl) 5(4-5) | 74.2(56.0) |126(39.3)d |15.1£5.369
10 535
g (7'1 5) 5(5-5) | 90.5(67.0) | 167(30.0)¢ |18.4+4.62¢)
20.5
Ba[m] 4(3-5) | 171(53.0) | 209(50.1) | 19.1+5.81
(54.6)
20 22.1
A& (68.0) 5(5-5) | 206(63.9) | 248(62.2) | 14.8+5.76
a) AFPIIME (ZERE) b) FRIE (FEH) . o) P L iREmZE
d) n=3.e) n=4
(ng/mL)
100
m —-0-20mg
4% ——10mg
E 10
A
J\
A
;
> 1
b
E
0.1

0 24 48 72 % 120 144 168 192 216 (h)
B

RERABMHICHITZ1H 1H7 A B REROKRSHOMmMEES
ORNRG T REHE GRATFHEHRERZE n-6)

B3V AT 00— VIMERE ICAA2.5~20mg# 1 H 1 E 6K RER %S
L EHEREOMERO ZNZAY F U BERAIE LY. IV AF0—)L
MFEREOMBERT AN Y F VREZHARICZIFHA LT /R
BRABETOME (5% 10KH O %A FHE, 10mg : 4.06ng/mL.
20mg : 9.82ng/mL) & IZIERABE TH - 7z. B ARXBTHRALAA
ORERZHB L2 A HEANBI 2ERREOMBEFHT AN Y F
VBEIEAOKETH 5Tz,

3 BHIALVATU— LVIMERZFICB TS EFREBOMBER T ZANZASY F

BE

BkE5& Mo /N2 % F > ¥ (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)

ARAPIME (EERE)  RIEER @ Be5487 ~ 16W¢H

16.1.4 S OHE
NEANERRA2LBICT ANZAY F 2 ALY L10mgE 7 0 A% —/N—
HETIHIE4HEFRI7HD 5 W IZFR6BICROKRS Lz & 25 mif
FOZANZAY F U REHER IR EGRECHENETH O AR OEHNEIRE L
BEBBOEERZZ I TVWEEZ SN,

16.2 IRIX

16.2.1 £EYFHFIRAR
fEEERABHEI0FICB T 520 ANZY F > OEYZNAERIZ29.0%
(0%IEMEXE : 24.1~34.9) TH »7-8) 1= . BIRAHKRES L THS5h-1
AINATFDEREIVT IV ARVCE I VT T2 AEENENILIRT
11.6L/hTH Y B ANZY F U IZEICHRIC L 2HEEZTHEEISGN
7z

16.2.2 BEDHE
HENERRA206ICT ANRZAY F > )Ly L10mgE 7 0 A% —)N—
HECIH1EL4H B, 22 (B%3KE) &2 WITERIRORSE LY. &
BE Uiz & EORF ORI ZEER ISR TER 2 TH D Craxld BH
&> T20%E T L7zo L L BHBEBES IO AUCo-24n 3 EER R 5 D
94% T D AANDORNENOBRBOEEIZVLWEEZ SNz,

16.3 91
b rOEFICBIT AT ANZYF U OBEAKBAERIZE9.0%(HAAN) ~
88.0% (FHEIN) TH D ER/EEAET LT IV TH o710,

16.4 {3

HAE R A BHE6FIC14C-0 AN A Y F > 71 )L 7 4 20mg % BERE D
BEL7zE 2A RRUERICHEET 2BHREOERT IREMMAETH Y.
REFOELRBEWIZN A FIVAERPES-5 2 b o6 TH - 7210,
b MEEFICIRN - FIUEROS5S -5 27 b EEH &S v 2 HMG-
CoABTLERELRIAEIEEAME X0 AN A Y F g L FAEOHEB 2R L.
MiEFIZ BT 5HMG-CoABRTRHBEFE R ICHT 2 REMOFE 13D T
PTHBEEIONHEAT—)12),

16.5 HEtt
HAE R A BE6FIC14C-0 AN A Y F > 71 )L 7 4 20mg % BERE
Be5 L7z & A REHREIZ R ICE AP ICHER & 1 (90.2%) | R ST REHEER
1£10.4% TH > fzo 1o RRUERANOKRELAGRIRIZ, ZhZhiEs
B0D4.9%K%1V76.8%TH - 7111,

16.6 HEDEREFITHESE

16.6.1 HERUIIEORE
NEANDOBHEEE  BlEEHRE  AEEEERCRERRESSHlICT R
INAYF 2 AN L40mg (RBIHR) 2 REROBRSG L 25 . 5B
DCmax B TAUCo-EFNZNLHEDE2% K V01 %TH - 7213, F /= ELE
BODCmax X UAUCoE ZNZNEEHED112% KX T106%TdH D (EiK b
MREE 25 MERPNROEEIZVWEEA SN,

16.6.2 FlEEDHE
Child-Pugh A(ZX37 : 5~6)% %\ xChild-Pugh B(237 : 7~9)®
JFREELHT 2HEABEROFICT ZNZY F > ALY L510mgE 1 H
1E14HBREROHRE U R 2N 27 F 2 EE £ RIE L7149 FFkE
EBEDCnax X CAUCo24n $BRRAB O ZNZN 1.5~ 215K 0'1.05
~1.2f%T® v T, Child-Pugh 2 2 7 »8 ~ 9D BE 212 B 1F % I &
BEIL IR TED? 572, [2.2.9.321]

16.6.3 BEZEDXE
BEEEORLZIBRELET HIEANERE (A~8F) ICaANRYF U HIL
T A20mgz 1 HIE4BBRERO#RS U NP o 2N F 2 BE
ERE L BEPOHEEOEREOH SBETIE OANAYF LD
MHFFREICHT 2T ELAERDON P S LML EE(Z L
FF=r 77T A<30mL/min/1.73m2) DBEEDH 5 BE T/
FRARAIC AT B 2351 ER L7 [7.1.9.28 ]

16.7 ZYEEIER

16.7.1 HlESH
HIEEH & FE OIS U725 & O AN A Y F ¥ O Cnax i AUCo.24nld Z
NZN50% K V46%E TER LA T AN R Y F % 54 28R 1 S
G LIZEARICE O ANRY F ¥ D Crax&X UAUCo-24n1d Z N2 NIEHF
R D84% T V78% T > 1= FHEIAT —%)16),[10.22 8]

16.7.2 Y7OAKRU Y
IUARY VEBESNTOWADEBEEZ IO ANZAY F 2 2t
L& 0ANZRYF 2 DCnax XU AUCo-24ntd BB IZ B TR
BEHRE L& EITHRNTERZNI10.66E K VO7.1EER L UFEAT —
Z)1D,a ZNAF F 2 IZOATPIBl 24 L THFIEICE VA E h. v 70 R
KUY BZFOWMYAAZEET S EICE> T OANRY F oM
BEZEMSESEEIOSNTVS.[2.4.10.12H]

16.7.3 5L74770Y)L
TLT 470DV (RBRER) EHARG LI EE 0ANRYF VO
Cmax&Z AUCo 11 EZ N2 N2 215 RO L.88FICHM L 7z (SEAT —
#)18), 0 ANAZ F VIZOATPIB1 2/ L CTAFIBICEN D AE N A LT 4



TUINREFOMYRAAZHET S EICE>T . OANZRY F DI
hEE L ENSESEEXILNT VS,

16.7.4 ZDithDEA
T ZNAY F > OENEIREIC RIETPASOMER DR E 2 HET 57012,
TN aF YV —)L19 (CYP2COK U'CYP2CI9DMHEH]) & ka2 F —)L20),
4 FFaFV -2 FROTY Auv A P22 (B ECYP3A4KR UPHEER
DORREAR) & OPHRERZER L 22 1S 22 HEMERIERO 5hiah o
TeHNEAT—%),
TNLT 7 22 (CYP2CORUCYPIAADEE) HBHWIEYITF T 29D
ANENREIC RITTHEZRE LD  EMBREZOHEER RO 5 his
Polz(MEAT—%).
CYP3A4FHEEROEEZRET T 5 72D I SR OHBIESE & O M HREB 2 E
BLEZP TFZILIA T VF—LomEREEICH D IEASNT . O
NREF VIZCYPIA4ICH T HFEMEHEZ RSBV EZEZ 6Nz (FHEA
F—%)2),

16.7.5 in vitro sKE&
b MEBEFMEZ V% in vitro HERICB W TN - A FIOVEAER U7z
B ZORBEEZIEFITBIRTH o1z T N-HEXAF VLICBESE T 5E
%P4503 FHEIZICYP2COKRUCYP2C19TH » /2. CYP2D6%
CYP3A4HBAS T 2 ATHEME LRI S 1 7220),
a 2N AF F > (50ug/mL) i & 5P450(CYP1A2,CYP2C9.CYP2C19,
CYP2D6.CYP2E1 % U'CYP3A4) ifHEDAERIZ10% L R TH - 7220,

17 ERRREEE

17.1 BAMRURLMICET 25

(&3 U A50O—)VIfE)

17.1.1 B85 EIBAERHEER27)

BILVATU—)VIERE ZXNRE LT ZEERIEICK D ES W7k
IZBVTAH(5~80mg) XIE7 PN Z Y F > (10~80mg) % 1 H1[E6
ERBRES LRV AFIZ.LDL-a L AFa— L @Il A5a—)L, bV
Ut RIZIMETFHRZ . HDL-2 L A F 0 —)LIZIZEMRZ2R L,
F72. 7 REABJEHDL-2 L A7 0 — L2 E TR SE. 7 REHA-TZ M
S EIC.LDL-2 LV AF e —)L/HDL-Z VAT u— L. BaL A5
U —J)L/HDL-2 VA5 u— )Vt JEHDL-2 LV A5 0 —)L/HDL-2 L A5
O—)Lt. 7 REHB/ 7 REHA- I ZE TS/,

AR O BEZVERYUNICH S b GEE2EME TICRAMED
90% & 72 > Tz AR RILEHEGEM E TIZH S5 b TOBER L7z,
RBIE RS E 3 A SmgH 58 T10.5% (4/384) . 10mg# 58 Tl
15.6%(7/4561) B U 20mgtk 58 T17.9%(7/3961) TH - iz TN D
SETYH. 3 ERBEULBWER I 22 52,

17.1.2 ENEIAEEER2D)
ZHERBICKDEBSNRBICB VLT AR2.5~20mg % 1 H1E6E
M5 L7 BOMEREEOFHEREIRIOEBD TH -7z,

£1 MBEREEOFELREI VAT O —IVIDEREREHER)

w58 5mg(n=390) 10mg(n=389)
JEHDL-a L A 71— )L (%) - 38.2 - 42.6
7 REHB(%) - 32.7 - 36.5
7 REHA-1(%) 6.0 7.3

17.1.4 ;B85 EIMBRARIE SHER3031
BILVAFO— VIFEREZNRE LT ZEEREICK D EHS - R
BV T ARAISMgXiE 10mgH 5% 5% FE L LDL-2 L A 7 0 — )L{EA
NCEP IIHA RS A Y OEHEHEICET 5 £ THE L7 S52ERICBE N TH
B 52O 5mg i 10mg DSk 5% Z 1 TOWIEFOEIEIZ. ThEh
76%(92/12141) K 10'82% (88/107f) TdH - 7=
BIfER O FBRIGAHISmgEE T29.4% (40/1364) \AH 1 0mght T26.5%
(35/132f]) TH > 7z W N O EEETIFILL-FIR L 7= BIVEFIZAFRM.
TRLEAER R S8 # AN ERAE 95 TR R B8  IER R OB ETH >
7z

(FRiEMEI LR 57 0O—)VIE)

17.1.5 EBASEIIBRBIZ 5515832
FKEWR I L AT 00— VIMENT 0B EEEE ICAH 10mgh 5% 5 = H
14 U 6ERIRE THREIEE L. 20 & 2O MIEREMEOFHEELRIZHE3ID
EBOTH-oT.

£3 MEREMEOFE LR

(RIEHEE I L AT 0 — VIMERE 5 RER)

2.5m S5m 10m 20m
RoR (n=17g) (n=1g2) (nzli) (nzlg)
LDL-2LA7ua—)L(%) | - 44.99 - 52.49 - 49.60 - 58.32
BILVATFE—)L(%) - 3159 | -3640 | -34.60 | - 39.58
MU ZYEY R (%) -17.35 - 23.58 - 19.59 - 17.01
HDL-aLV x5 u—J) 7.64 9.09 14.04 11.25
(%)
7 REHB(%) - 38.56 - 45.93 - 43.97 - 50.38
7 REHA-1(%) 5.42 6.25 10.61 9.72
7 REHA-IL(%) 0.38 4.27 7.78 7.73

RIVE SIS & ARKI2.5mg# 58 T38.9%(7/18%l) . Smg# 58T
20.0%(3/15%1),10mg# 58 13.3%(2/1541) . % 0" 20mgk 55 T
47.4%(9/191) T - 1= EH67THNC B VT IFILL LR 5 N -FBIfER I JE
. CKER Ky -GTP LR (&36]) TH > 7=

17.1.3 ;8555 111E5(ER22
TEEREICKVERSN3RBOERT - 2 £ LD AHI5SmgXiZ
10mgZ 1 H 11 2:8MES LzBomBREOFHELRIER20 B0
THD . EIVATU—VIDEREDEE LNV 2 BANICHET S L
WD 5Nz,

£2 MBEREEOFHELRGEAE T L AT U — VIMGERE T RAER)

w58 5mg(n=390) 10mg(n=389)
LDL-2 L A5 a—)L (%) - 419 - 46.7
BILVATE—)L(%) - 296 - 33.0
MUY R (%) - 164 -19.2
HDL-Z L 25 u—)L (%) 8.2 8.9

w58 10mg(n=36) 20mg(n=36)
LDL-a L 27 u—)L (%) - 49.17 - 5391
WAL Z27a—)L(%) - 39.35 - 43.30
MUY R (%) - 18.20 - 23.62
HDL-Z L 25 1 —)L (%) 9.57 13.75
3L EICERD S M- RBIfERIXCK B (3/3761.8.1%) Tdh - 7z,
18. 538
18.1 {EFRtER

OANAYF 2 ANT T LE FEAICREENICRV AW FETOa L
2T 0= VEERORERSE TH S HMG-CoABTTR R 2 BIRM» D5
AMICHE L. I VAT a0 — )VEGKZBRNICHIHT 5. 2 OFR.FEA
DALATU—LEBPETRL. W25 - OLDLZEEOFERE A FHE
ENB,.ZOLDLEZEEEN LT ILATU—LEEROE N KEAT
HHLDLOFEADOE D AAASEMU MBI L AT a— LB ERT 5.4
AL TIEE S UTHEBIEERZ N LTIV AE ) EEHRMES T
BAE W 72 8 VREBNENE R 2 - 2 W DRSS ICIZEN D A iz < < JFFF
RWEHMG-CoABRTBRMERTHHEEL 5N,

18.1.1 HMG-CoAE i REE{ER
OANZRTF VALY TLE. Ty PR NFI 70V —LHKD
HMG-CoABTEZE KUt NHMG-CoABTTREZ DM B A 1 > izxt L
THEEER %R UK (in vitro )39,

18.1.2 FOL RS O—-ILERKEEER
UANRYF ALY LE. Ty NFilaO L AT a— L &REHE
RIFMNCPEE L Tco £ 72, 2 O BRI it O HMG-Co AR TR R B EA
ICHART RS U739,

18.1.3 LDLZB{AFE(ER
TANAYF ALY T LG e NFEHKRHep G2l la OLDLZ &k
mRNADFER % EERERICHEE L, 72 LDLEAEE 2 N & €72 (in
vitro )3,

18.2 ML RFO—-IUETER
QANRATF VAN T LiE A 30 =2 4P N3 WHHLY ¥ F (&
MRBEEEI VAT O - VIEDETILVE)3® IcBLWTIiERIL AT
O— L% %7 7 REHE 3Leiden b 5 > A Y = v 7<= A (FVLDLIM
REEFIVE) 3O RV b7 HEEB/CETP(I L A5 0 — LI AT )LEE%
EH) PV AVzv 7w A(k b L AT a—)LRBHIELIL /-8
BEREBELZETSEFTLEY) OBV TRMEFIL ZAF0—LER
BIETSE A XUTBVTIZHMG-CoABRTRED RIGEN TH 5 A
NG YOI EE % A RRTFIICE R S 87230,

18.3 EhIREE{LERINFIVER
TANZAYF VA7 LIE WHHLY B FIZBWT KRBIROASE LS
HE.ILATO—LEBOBRT 2725 L BIRE(LRE MR 2 0H L
7-38),

18.4 FNUZJULU RETER
OANARYF AT LG 7 REHE 3Leiden b IV AV 22w r<
2K b7 REAB/CETP S VAV =y 7w AD MR ~Y 27
) FEERSE/23940),



19.8MM BT B EEFHNAR
—R&EI2ER
H2NAY F > 71V 7 L (Rosuvastatin Calcium) (JAN)
(=22
Monocalcium bis ((3R,55,6E)-7-{4-(4-fluorophenyl)-6-isopropyl-
2-[methanesulfonyl(methyl)amino] pyrimidin-5-yl}
-3,5-dihydroxyhept-6-enoate)
SFR
(C22H27FN306S)2Ca
SFE
1001.14
{E2EsEn

Ca’

[i:27N
HEOMRTH 2.
TER=MIL TS RO7 52 BT FILRUN,N-V XF LKL
L7 IRICBTRTLAY ) = UIZRREITRT LI ) —)L(99%) K
VKBTI K =F 77 ) = )IUIZEBD THEIFIZ W,

20.BUR W EDER

&)

20.1 70V 3 ¥u —EEMHRIGER BT TRET S L.
(ODg®)

202 7L IO —EAEMHBRIIBREBITRET S L. FhHICE-
THRT 57D RAERIE TPTPY— r 2 oBIVHE R nC &,

22. 3%

(LR h—IL§E2.5mg)
1008 [108% (PTP) x 10]
5008103 (PTP) X 50]
7003 (144 (PTP) X 50]
10004 [104E (PTP) x 100]
5008 [N T EERAIAD ]

(I LR h=ILEE5mE)

10052 [108% (PTP) X 10]
500%%[10%% (PTP) x 50]
7008 [144% (PTP) x 50]
500%¢ i /7 EEARAIA D ]

(I UZ h—JLODEZ2.5mg)
1008¢ [10% (PTP) x 10]
500%%[ 103 (PTP) X 50]
7008& [ 148 (PTP) x50]

(IR h—)LOD$E5Mg)
10052 [108% (PTP) X 10]
7008 [144% (PTP) x 50]
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