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Rosuvastatin calcium #7 % B =X % (CzeHFN:OsS).Ca > 4
F & %1001.14. Rosuvastatin calcium# & & JF 4 & #
Koo RS R KK B 0 $8 757 Z B2 - Rosuvastatin &
HAHAL A4 - pHIE % 74 7.0% - IE 3 B7-7k (octanol/
water) 4 B {4 82 0.13 °

[ F2 ] (k2 frizf)

ik 1.

ROSUVASTATIN & HMG-CoA & 7 B£ ty 3 43t 5 40

HI % ¢ 2 8 3 JF 5252 # 3-hydroxy-3- methylglutaryl coenzyme A#% % #mevalonate 3 % 3 &

B % > fiimevalonate /) & i [l B 0y A7 5B 4 - Bh 4 i WA X AR BB Y R A B mMETH R

B 3 415X BR BB 7R > rosuvastatin #8 B N\ B Y b AR o B AT IR 1E Rt SRR > TOAT

FE A T B NE E AR B AR ST o B W A8 bR A B 0 rosuvastatinte W 7 T E 4 U - i Ag

MR F— WipHEREXENREEREXBHE  RERFEREE WHNR L #

K- F=  WHBEEEEEOENENGK  EMROBREEEEMETEEEEA

LT H R

RYHAE

SR TR A B AT B EE R 2 S AT E BT 0 1O AR 46 ZE 1% #93-5 /N B 7T 3 rosuvastatin # 5 #
$% % % » ROSUVASTATIN ] Coacft AUCK Bt S 3 | 8 i 1E L - ROSUVASTATIN Y 48 %t 4 8 ]
il 2 %1 2720% - ROSUVASTATINSE &4y fF A}t 3 T~ & % rosuvastatin £ AUC -




Rosuvastatin®y fn 42 & & T & [H A& & L skmp L2 wmH £5 -

*4 %7 * Rosuvastatin iy 5 ¥ 4 ffi 8 8% 41 % 134N F+ » 7 88%Hyrosuvastatin € 52 fn 4 & 11 4 4
b TEREAE G (@bumin) A o BEE AL M o F MR R ERY -

*f# © Rosuvastatin i X #f A R DLAUATAT o0 B #5058 3 497 10% 2 DU E W v R B
ik o £ F R E 9 AN-desmethyl rosuvastatin > £ B = 45 w1 48 5 2 PA50 2C9 1% #H FE 4 49 »
8 4 5K B 35 W N-desmethyl rosuvastatin # HMG-CoA 3 i B2 47 4| /& 14 K #% & rosuvastatin
1/6~1/2 - #8 T & > 3 # i FHMG-CoA R R EE By 7 M 41 90% LA £ & & B #rosuvastatin

*BeM 0 ORI ZE 4% 0 rosuvastatin & 3% E 4 £ F b 3£ 8 Bt (90%) - Rosuvastatin £ i 4
PR R4 H 19/ -

ﬁ;ﬁ;ﬂﬁ&%”’? B4 > 25 F R L H28%E b BB - 72%4E 1 AT HE % o

Mk —HEBEN SO EARA T HEEAKREAREF ¥t A% kst
ZH o BEHELHAHBAMMNER - At EHLWR(CHE —FELERTHAR)E
& B A B R A R BB (AUCH Coa) ARt 1A HBAL S th2f5 -

Bl ¢ B4 Zrosuvastatinky i 4 E F 4 £ R o

EEA: E?F—%ﬁ/\?ﬁﬂ%ﬁ/\ =65%)2 [ » rosuvastatinfy i 4 & & % £ 7l -

BT ux EPF B 74 # T 2 (CLe= 30 mL/min/1.73m’) $t rosuvastatinéy i 4 # /& % 4 %
;{83 % % 3 # T 2 (CLe <30 ml/min/1.73m’) L& # xjﬁl T AT 2 # + Hrosuvastatin
Hﬁﬁﬂ*ﬁﬁf“‘tbﬁ%%ﬂﬁ B4 (CLe >80 mL/min/1.73m") & 35 » EE A R EHK R -

IR FA KA EX Jﬁl/ﬁﬂﬁfr oA itrosuvastatm%£ SR R 58 38 % (steady-state plasma
concentration) %] H B o B¢ I % 8962 B A B 5 H 4150% o

FETh M4 718 ML A YL I & % > rosuvastatin gy i 9% & 2 318 ¥ 7+ ;7 Chiild-Pugh A
HEAE  HCuudn AUCKH Bl tL FF3h AL IE % 19 & 4 & H60%7%75%; #£Chiild-Pugh B &% » &
G AUC K 5 Eb FFF T 66 IE % 89 & 3 & 11 100%4721% »

[FH23ier] (B2 pid)

Rosuvastatin & & 41 /i 5 £P450 BAARNH R AR L A FE B —EABAKERNEE -

Rosuvastatin ¥ LBWEFHWZE - BEFFEHMGBERT g - AHBETHER 01B1

(OATP1B1) Fo#f i #83% & & — 37 #14E & A (BCRP) = Rosuvastatin i 35 £ #3% & & gy 1 #|

#| (fwcyclosporine » % S HIVE ¢ B 40 41 %)) [7] ¥ FR ) 7T A% € 3 Srosuvastatin i i 4 & B #+

mooEpENER (28 (RERE]) -

k4 A0 T2 ¥ ¥ HRosuvastatinz 2 ¥ RE B WK E

AR T EYRGESR Rosuvastatin
BBmois | AUCKIEBex | Couftiliier |

Cyclosporine-stable dose required 10 mg QD for 1 7.1-fold" T 11-fold"
(75 mg-200 mg BID) 10days
Atazanavir/ritonavir combination 10 mg 1 3.1-fold" 1 7-fold"
300 mg/100 mg QD fir 7 days
Lopinavir/ritonavir combination 20 mg QD for 1 2.1-fold" 1 5-fold"
400 mg/100 mg BID for 10 days 7days
Gemfibrozil 600 mg BID for 7 days 80mg 1 1.9-fold” 1 2.2-fold”
Eltrombopag 756 mg QD, 5 days 10 mg 1 1.6-fold 1 2-fold
Darunavir 600 mg/ritonavir 100 mg 10 mg QD for T 1.5-fold 1 2.4-fold
BID, 7 days 7 days
Tipranavir/ritonavir combination 10 mg 1 26% T 2-fold g
500 mg/200 mg BID for 11 days
Fosamprenavir/ ritonavir 700 mg/ 10 mg 10 mg 10 mg
100 mg BID for 7 days
Dronedarone 400 mg BID 10 mg 1 1.4-fold
ltraconazole 200 mg QD for 5 days 10 mg or 1 39% T 36%

80 mg 1 28% 1 16%
Ezetimibe 10 mg QD, 14 days 10 mg QD for T 1.2-fold

14 days
Fosamprenavir/ritonavir 10 mg 18% 1 456%
700 mg / 100 mg BID for 7 days
Fenofibrate 67 mg TID for 7 days 10 mg — 121%
Rifampicin 4560 mg QD, 7 days 20 mg «—
Aluminum & magnesium hydroxide
Combination antacid
Administered simultaneously
(FIBSET) 40 mg 1 54%" 1 50%"
Administered 2 hours apart
(BB NEFEIRT) 40 mg 1 22% | 16%
Ketoconazole 200 mg BID for 7 days 80 mg 12% 1 5%
Fluconazole 200 mg QD for 11 days 80 mg 1 14% 19%
Erythromycin 500 mg QD for 7 days 80 mg 1 20% 1 31%

R WRIER A CFHLEE/T AR EY 0 B2 {k=1-fold)3
3R - BEA=0%); Mol ARG AI R KR E RN KR
TSR E R (S MR E BB A F )

%5 Rosuvastatin® Fift 2 5 — B L A R EEFWHRR

Rosuvastatinga 255 7 BtFREIZEY)

HEAAE AUCHY DK%
Warfarin*25 mg single dose R-Warfarin 1 4%
S-Warfarin_ T 6%

H %A (E/T &

Cona
R-Warfarin | 1%
S-Warfarin 0%

40 mg QD for 10 days

40 mg QD for 12 days | Digoxin 0.5 mg single dose 1 4% 1 4%
40 mg QD for 28 days | Oral Contraceptive (ethinyl estradiol
0.035 mg &norgestrel 0.180, 0.215 EE T 26% EE T 25%
and 0.250 mg)QD for 21 Days NG T 34% NG T 23%

EE=ethinyl estradiol, NG=norgestrel "EERH R A ZEREFR(SHEFEREREA)
[Afeadme] (22 i)

BN RRBURFELAA

— T R RGEAT 104 3% WA R DL 42 £ O 48 frosuvastatin g K & A T2 ~ 20 ~ 60
80mg « 4 R4 H ik R AE B K& T80 mgmiE ETMRBAUC 2 HZEEHAERAEX
égién%giﬁié@zof%) CFEAEAAWBEE A AR A ET R AR AT
— I/ RAEATBY 107 A BOE A LLE 448 042 & rosuvastatin £ K& T 10 ~ 60 %
200mg > ARG HAEERENT 200mg WE B T(RE AUC: 24 £ EEAAHER 40mg
20 ) AP R E R B AR S B AR R E T L AN mNEE B A X BN L -

T VS ARV (Salmonella typhimurium) B K G2 # (Escherichia col) 14T # Amesst B ~ /N R
# B 98 X B (the mouse lymphoma assay) & & B £ & JiF 48 i 6 3 & 48 2 4 5 5 (the
chromosomal aberration assay)® ° rosuvastatin## & & & @ R #EL > HT &5 BRXE R
%t 58 4 R Rosuvastatin e /) i, 7 8 ##% 5 Bk (in vivo mouse micronucleus test) # 2 [ 14 ©

ERREHAFGF > DL & 1 04 frosuvastatin# X # A T5 ~ 15~ 50 mg > K HM R

B2 7793 3| % BE # #% % rosuvastatin » M R R R A RI2HE ~ R - —HABREMETREZ
rosuvastatin ; fErosuvastatind® & 4 /A T 50 mgy Fl & T(IR#HAUCHE > 2 FEZEEFHEA

BRAFERIOMgEEZEEN 106%) TRBAFHHAEFTANTRYE - &# Zrosuvastatin &
RENTI0 mgE—1E A o4 & £ - BB #3001 F E A f(spermatidic giant cells) © 7£ 3
Zrosuvastating K A T30 mg#E <@ AT & £ BT g ERFRERZI -

REGTEMM - REBREA LB B ET 0 RE &0 708 AR EX40 mg#

FE 20541106 5 £ b HMG-CoAR JRES 0 # Hl b LE B NHEF -
BYRELR/REEL
JE Fe-F 5 B

Rosuvastatin® i i s # > #EZ 16K 07 KK UL E 2 48 08 Brosuvastatin® A T25 mghy &
—FEI B 1% > b 54L& 3 Kk Hrosuvastatindg & 4 Bl & £ B i /E/*‘H’JS%%UZO% HR218
R RT LLE &8 08 frosuvastatin® A T 1 mgiy B —F| & 4% > BE R B G0 AR
{ (FF B8 L 47 38 JE 69 25%)
MK B R L BB R B TR DL 84S D4R frrosuvastatingg K A T5 1550 mg ©
HREXFHHENHAR(RBAUCLE » 2 X ZFERABRAEF R4 mgZZEEH10
) BRAEEREEFR)REEF(HRL -
—TERARRARREE NG TRAF BRI F IR (B 91) DL E 48 D8R & rosuvastatin® X &
AJ2~10~50 mg ° K& T50 mgibFAL( ff&%ﬁ’?ﬁ%@ﬁtbﬁx LHRBEZAERA
ﬂi40mg%m€»iﬂ‘]lzf1 VHI AT B 7B R K -
“‘ﬁ:% REMFORAE R IR F 18R (BT 47) UL B 4 48 1 48 frrosuvastatin® X & A 0.3 -
~3 mg (MEEXERLE 2HE3FEENAERAERIOMgN EZE) #REZE B
%iﬁ b 1R R T
# R R 3% <rosuvastatin: K A JT 25 mg by Bl & 7 & ik # i > T % $ <rosuvastatin
BRENTI mgi Bl T & F kel (IRFAUCK R AR > 2 5 E5F B HENA
BRAFRIOmMgHEEE) -
FEAHSREENL
TG HZ A EHMG-CoAR RESIH B R B M & L BES P EME R K &Rt 3
WA I R o o K RE R B A m 3R R o e B I B o — B (L £ 4 AHMG-CoA R R E
A E Y ED RREGRABRA SRR ZN FHELREE0ENHET U—
BREAEABN T FEERRAEF WA EERTEEUMABEGRERERBR 2T
[Wallerian degeneration of retinogeniculate fibers]) % — % LA § 4 £ 0 ## frrosuvastatinfg X
BN TI0mg(iR#AUCHL B> & & £ 8 % A B K & R40mg & % & W 10065) » #24 R &
T, i B W £ 44 8 25 3] IR 4 3 (choroid plexus) 41 4 ] K B~ i o B R #3E Fe - LB B 48 1
& frrosuvastating K & A T6 mg(iR#EAUCHL B> & & FE & & A BRA FR40mg % % &£ 17
201%)528 1 4 LR B A 3R B2 LA B 8 45 1 48 Arrosuvastatingg K & T 30 my(iR# AUC
B 25 E2BFERABRAERI mgRZF BN 12N AR ER A WE-ELEEL
148 Brrosuvastatin® K /A 790 mg(#R#AUC 2 B FHEEZ A B R & R40mgEEE W
100f%) 6 R4 MM BRI R AR BT T 2P RAEE K- U< EXENT30 mgsh Fl B (R

AUCH. B0 % £ 5= A Ml K 40mg 2 7 5 160 15) 8 o — & o WLAB Rk th L2 e
(oA %] (< frizft)
4 0 SR A

ROSUVASTATIN = {1 8 A it A B R B 8 i ot o 8 2 B A ME FEL B9 ~ (K% MR & o M LB~
BEATB-FEHEEMEOBEBER =BT HE > LM E T ERE A EE -
FIRGEAR: — ARG EIE L RTH L PO %y ZREY R RER RIS
ROSUVASTATINVA#: R — K 8 77 X% 63 » A K S8 H W & w1 B B R AR B A7 - (K% %
R A ME BB - Ik @ R O ik B B RR R B TTB(%6) -

#%6. ROSUVASTATIN A # & st 52 & & W B B R (6B R ERANB A E R T T

S #1b)
HE | A¥ | REERE |(BEEEEAFREEREEREEAT=RE | sEERE
FEE A HEERS B JhEE | BEEE

ZRE | 13 -5 -7 -7 -3 -3 3

5 17 -33 -45 -44 -38 -35 13

10 17 -36 -b2 -48 -42 -10 14

20 1 7 -40 -bb -51 -46 -23 8

40 -46 -63 -60 -b4 -28 10
ﬁﬁ*%ﬁ%ﬁ% —IEL 0 BB FIERIEFE > £22408 B ERR AR
A A & 3 F 0 BEROSUVASTATIN $atorvastatin ~ simvastatin ~ pravastatin% HMG-CoA &

JEEEIN H B oy 2R - MM S F 4% 0 & # ZROSUVASTATIN - atorvastatin
pravastatin# X — K6 B0 (B 1HK7) -

simvastatin 2

[ 1. % 6 #H# ROSUVASTATIN - Atorvastatin ~ Simvastatin & Pravastatin |8 7¢ ¥ f§ i .
RRADEROELSETERNEFEREOMEFTL L RL
ROSUVASTATIN Atorvastatin Simvastatin  Pravastatin
dosg(mg)=10 20 40 10 20 40 80 10 20 40 80 10 20 40
50 157
28
© £ E
ey -
S 2 451 T.T é -
€= - 1
T T
5 g -60 I - - .
o J
-75
Box plots are a representation of the 25", 50", and 75" percentile
values, with whiskers g the 10™ and 90™ pt tile values.
Mean baseline LDL-C: 189 mg/dL

ERENRKF 26 F00 0% B HARH > BRKE 100F 00 Bofs - FHEMEF
FEREE G EEE L 0 189 mg/dL




&7 BHRRAGEEREORESRENES 6 MM T2tk #{L(LS means”)

(B ABEE - 156-167 A)
AEREGHES
TR 10mg | 20mg | 40 mg | 80 mg
ROSUVASTATIN | -46*" | 52" 55" -
Atorvastatin -37 -43 -48 -51
Simvastatin -28 -35 -39 -46
Pravastatin -20 -24 -30 -

AR R4 1.00

*ROSUVASTATIN 10 mg M {5 1% % % Jis & & JE B B 09 2R 9] 8 K7 atorvastatin 10 mg;

gravastatin 10 mg ~ 20 mg ~ 40 mg; simvastatin 10 mg ~ 20 mg ~ 40 mg ~ 80 mg (p<0.002) °

TROSUVASTATIN 20 mg B 1% 1% % J5 s & & M [ i 19 3502 WA B K% atorvastatin 20 mg~40 mg;

pravastatin 20 mg ~ 40 mg; simvastatin 20 mg ~ 40 mg ~ 80 mg (p<0.002) -

*ROSUVASTATIN 40 mg 1% X 25 % flg & & J& [ B3 o9 2R 91 B K% atorvastatin 40 mg;

pravastatin 40 mg; simvastatin 40 mg * 80 mg (p<0.002) °

BB e

BlE-REFR : —HHEY =B B8 % 4 273-817 mg/dL 0y B # EATH 5 ~ LRUBIH

Hﬁjg%/i%ﬂ%ﬁmﬁ » ROSUVASTATIN 4 % — K (5-40 mg)+% £ 6 ¥ o7 B8 3% [ (% o 7% = 8% H o

BE R E (% 8) »

% 8. ROSUVASTATIN Al 7R 80 8 = B H 3B o 5 8 % 6 3 2 ) 8 ROREAT SO 6 40 0y o
B(RAME  RAE) TR

L [ROSUVASTATIN|ROSUVASTATIN[ROSUVASTATIN|[ROSUVASTATIN
pili= N=26 bmg N=25 10mg  N=23 20mg N=27 | 40mg N=25

—E&H MBS 1(-40,72) | -21(-58,38) -37(-65,5) -37(-72,11) -43(-80,-7)
FEEBEEEH|2-1319)| -29(-43-8) -49(-59,-20) | -43(-74,-12) -51(-62,-6)
fEERES

BEREEEHD|2A-3653)| -25(-62,49) -48(-72,14) -49(-83,20) -56(-83,10)
FEEEE

HEREEIEE 1(-13,17) | -24(-40,-4) -40(-51,-14) | -34(-61,-11) -40(-51,-4)
BEZEREHE|5-3052)| -28(-712) -45(-59,7) -31(-66,34) -43(-61,-3)
Bz

BEREREAE3(-2518)| 3(-3833) 8(-8,24) 22(-5,50) 17(-14,63)
&z

Rt B iR B R (T2 18 LB A o 5

E—FMEE - ST BFRNAR AR R AR A E R Y (A &R A fE)
HRART AR e2 €204 AHsEATE £H K% (Argl45Cys) )i\ 6 H YR &H N\ H
#% NCEP bR R AEHF REABTLOK A - ERREANM 2% WAMBEZ 6 AR
s [ TLC #X & #% 4| © rosuvastatin 10 mg ¥4 rosuvastatin 20 mg ¥4 rosuvastatin 10 mg
RO;\UV%STATIN BREGTEREOBRERBEEZAEMERTALEEANBE - BRH
ATk -

%9 FBUAmMEAREY (I HIL R0 E)SE 4% Rosuvastatin 10mg & 20mg 6

34 it Jig B BRCR AR A 0 o £ 3K 4 b # 16(95% CI)(N=232)

EHPAY| HRNEBNRUEES | EBRNERNFAZES
Ma/dL Lh 8 1k(95% CI) Lh 8 1k(95% CI)
ROSUVASTATIN 10mg ROSUVASTATIN 20mg
HEREBEEE 3425 -433 -476
(-46.9, -37.5) (-51.6, -42.8)
=BHEhmBEs 5035 -40.1 -430
(-44.9, -33.6) (-52.5, -33.1)
FeBEREAEERE 294.5 -482 -56.4
(-56.7, -45.6) (-64.4, -485)
MIEREREQEBR 2095 -46.8 -56.2
+HRREEE AEEE (-53.7, -39.4) (-67.7, -43.7)
BEEREQEERE 1125 -54.4 -57.3
(-59.1, -47.3) (-59.4, -52.1)
eEEREREEE 365 10.2 11.2
(1.9, 12.3) (8.3, 20.5)
fEEARNIEE R 82.0 -66.4 -64.9
(RLP-C) (-67.1, -49.0) (-74.0, -56.6)
FEEHIT E(Apo E) 16.0 -42.9 -425
(-46.3, -33.3) (-47.1, -35.6)
AR EAF X &R &R EE L E

FEEENFR - — BN BB ABES R VL6 A ERMRE 40 BREES
TR N B E L &4 (n=40 > 8-63 5%)¥ ROSUVASTATIN 20-40 mg 7 X J& - % {82
HAR % 5 e & B T BB T3t A RS 22% - R =4 2 — BHEFEH 20 mg #2753 40
mg btk EFEEE L EERE—FBET 6% LT 27 SRFEHREOBEEEE D BK
15%MEF T KFEREAEEETFHBEET 0%+ B EEK 28%) - & 13 LK% EEE
EEEERR<I5%HNEEET A3 ABRTEREOBERT2R4E - WEL LRANK
FEREOZBNEET > A3 AREEBEQEEBEEMK 15%U L -

METERO study % 4 &

T % 9 Ji 8 B ¥ (Intima Media Thickness)#l &2 % : & — {83 i ROSUVASTATIN 40mg
% (METEOR) W » £ A & 2 K % & M & & 6 B 8% - (KRl M 2 JE R 1 & AR B IR R
(Framingham risk<10% over ten years) i H /& £ b FRE AR 2 81 IR R L om A & & o
ROSUVASTATIN £ 58 %} Ik 37 4R 5 1L o 6 % 2R L B-mode # ¥ 3% # # (ultrasonography) % 5¥
o LASEENAR P9 B2+ B B % (carotid Intima Media Thickness, cIMT)fE % 3Ffh k% 5 & 210 %
H o RN BRI 0 984 {8 B A 0Bl (3L 3k 876 fER B WA AT) 0 EFRA
ROSUVASTATIN 40mg — K — K By AL B2 REOBIALB E 702 5+ 25 1 58 90 IR B A 8 5 980
8 1% (ultrasonograms) 4t i 5 E (8 5 A LI F| 2 F 2 [ > 7 12 @38 F B2 &K cIMT 4 F
¥ % {1 % (annualized rate of change), &£ 4~ 4 ¥y 12 EF Bk b B = & K cIMT » £ A
ROSUVASTATIN K 2 & Bl 4L % A = ] 9 £l 51 % b £ £ %-0.0145 mm/year(95%Cl -0.0196,
-0.0093; p<0.0001) ©

WA AR o S RFI A H 4 F 8L E % +0.0131mm/year(p<0.0001) » 1 ROSUVASTATIN
A 4L HY 4 39 26 & %-0.0014mm/year(p=0.32) °

7 ROSUVASTATIN % 416918 Bl A & %> H 52 1% MR AB R S A AR EL(E & L amE
BFEALE) > H k37 7% Z RB MR A o

[ 3R] (2 frif)

[wme]

BERRBAKN  EHER 30CUT -
[¢ %]

2~1000 ¢ 88 & &% » BB -

BA5 A

Lactose

Sodium bicarbonate
Crospovidone

Aerosil 200 uncompressed
Avicel 101

Polyvinyl pyrrolidone (K-30)
Magnesium stearate

Hydroxypropyl methylcellulose 6 cps(=Hypromellose)

P.E.G. 6000
Titanium dioxide
Sicopharm yellow 10
Sicopharm red 30

Water purified (T~ 2 8 7 & & & &)
Alcohol 95%( 7~ 7 & 7 i 44 7 )

LL_\J MEHV AR EIRNBIRAS)

CHINA CHEMICAL & PHARMACEUTICAL CO., LTD.
N - BIETHEBR 23 38 TEL : (02)23124200
METH : FIFHELMTYO182-158 ©




