TEAEZ® BEAREE 5 > 10 > 20 5%
CRESTOR® 5, 10, 20mg Film-Coated Tablets

S 2 024597 5%
HEEE T 024131 5
E L 024129 5%
1. CErEE) SIEEEME , & =8t hiEmiE
BT
CRESTOR 7 >
1.1 {E By R e Rl e - o] DARRIE 28 M4 S hEE B e (R A & T R
e IRFIGA) Foi G A m Ha iE (Fredrickson Tla 27z TIb ) B2 EL S AU AR HE &
B~ R EHEE A HEERZ(LDL-C) ~ f5ZEH 7T B(Apo B) ~ JEm % S HE & HHEE R
Fe =R HMBERE - M 0 % E A & A HE ERE(HDL-C)
B RS T R S HE E BRI YE (heterozygous familial
hypercholesterolemia - HeFH)HY 10-17 5%/ N B E
B BRI S T R S EE RS IMEAY 10-17 BE5/ DA K 483 2/ D —4 19/ )
2 WA TR e B R 0 A NI S RS REE T REEEE>190
mg/dL » B(>160 mg/dL 55 R M EBERII(CVD) 22 52 80A Rt 5 5 2% 5]
Y CVD f&fmR+» 7] CRESTOR {E &R HERIRVEEBN AR [ RAEIEERE -
REEHEEAEER - iEEHTT B BE -
EFH/DFEZEREERS CPK=10 F5 Z LEFIS A

1.2 {E B ERE1ERIHVEE 6 - JBRIE = H iR s EE
(Fredrickson IV #Y) ;

1.3 [R0E p MAREE 0 2 (B =2 LB E)

CRESTOR A{F il e HINTRRNGHE 6 R B B AR (5 B (1 2
s FLBERTILE) 7 A,

14 {F f LA T S S st (BT A e B 25 A I AEAT B fla [LDL apheresis)HY#HENG
B B REMATHU GRS HHEE R - [ EE R & TR S BRI S
ARG I HEEIRS ~ SERERIRE K5 2 57T B(Apo B) °

RIZEHEZIEE R EETES =R EERIZ(NCEP-ATP N5 & )75t > %
FAF o B I s LI R T B At e b B M B s s = Y EB 2 BRI AE TS 6
ERZ B % B G T AN —E 57 « MR SR E A aE R X 2 5742
e ARV E R RE A (TLC) B EEY ) G - T U AR B RE B I R R R i
FIFER R AEE RO E - 37 1 FLE TIREERRE A IEE R e HELER 1A

el A BRI RE I B K R R ) e R 4 e



# 1. EERFIEEEXEFENCEP)SBFISE S -
EEEEENEEEREARERE . aF B
B E A TE R RGO B B R 4 S B

R EHEIEED  FRARRAEIE  BESEREIIAR
BB pEmsemE  wEoEEEEES (ERERECRE

s e
CHD? 5 & s Bid =130 mg/dL
CHD %[5 <100 mg/dL =100 mg/dL (100-129 mg/dL :
(10 £EJE bz >20%) 0] R A G
10 -z 10%-20% :
2 L E AT <130 mg/dL =130 mg/dL =130 mg/dL
(10 £z =20%) 10 AR < 10% :
=160 mg/dL
=190 mg/dL
0-1 {EZkEAT ¢ <160 mg/dL =160 mg/dL (160-189 mg/dL : B]E &

F S AR ER B 4E)

a CHD ’ }E)Dﬁ

b A FE A AR A TR R AR L R S MR E RS < 100 mg/dL Y H A >
B AR S U R B A R MR R B E L nVEEY e - Hr A\ LbEr=Z g fE
FALARE I = I Hh e K= 2 B 25 A BE L& B By £ AYEEY) > 400 nicotinic acid 5§ fibrate -
B PR BTt P RE B oK e 4% 12 (B IRV EEY ) T -

‘% FRTE EA 0-1 {EEks R Iy AE 10 FFEEEED <10% - FIL$EEA 0-1 (E&kE+
HI BN TR AL 10 A -

EFRAEEHEE A EE AR B2 1% - 35 =B HHBE =200 mg/dL - RIFES
T HE £ 1 A TS B (K TS B R = 2 S B 1 B 1) i il Ry B Y 55 — (& H

1 - JEm B e 2R H A [ B E A a5 A b A b B (2 FE S 2R 1 B [
=7 30 mg/dL -

R IREN AR PRI (EBehs > i L Brebier (B FEE HE 28 EHE SIS = 130 mg/dL > w5 &
FRAEEEY) AR (25 LAl NCEP Je R EJ5$t) -

i 20 RAYEEIERZ S 5 FM—THEE RS T = VARt -

FR%A(E A CRESTOR JGHF Z Al - % SRl e B e A2 52 [ IR (BT K
ATERIA B FURBRBEREIRT > BORERE - BF E A ME - PHEEVERTR > HAth
SRR SO o MAR IGERE RIS « (REEEE AR - S%EEEAER
B3 e =l H MBS MATIRN - $T5° = B B2 E <400 mg/dL(<4.5 mmol/L)
WY - alDURIA A1 A Ul MRS RE E E R E AR RS

(R T Hi 5 1 RS 1 = HRE 1 — (0.20x [ =B HHBR] + = i 2 A RE %)
B =W HOMBEARE > 400 mg/dL (> 4.5 mmol/L)HY B2 » i {E A A HERERLE
& - FEZ S 2 EE LA AR RS A IR BRI -



CRESTOR [&#1F Fredrickson I U ~ 111 #U Ky V FIRSTE [ BB HOBTZE -

2. [H/ARE]

SR EATRE S EMA
2.1 —RREGEELRR
%652 CRESTOR J&EE 2R » B AL PR AR IR AR R - Ja M
SRR AETEHIE & - CRESTOR HERMRA—2R - AR EERF S 1 - s sl
ZEfEIEA]

R E R M (R S T RIGER R IER A FoR A T S AR UE (Fredrickson
Ila UK 11b #Y)

CRESTOR HYE[E&EE 5-20 mg HR—R - WHEMREGHRE H IR EEHINNE -
{5 FH52 7 & - CRESTOR HY—fGEEEAaHIEE 10 mg HR— - 2480 > FFE
R E e E A MBI DR RIS - ES R S mg BR—REIGH -
BN (e s AT &R NOIRFRREE - B2 cyclosporine & ~ i
BEENEEEREA 2R (2R [EREEE] K > BTt e &
an X B AEH) » A #E S R EIRRILE (R RS & S HEEIRE > 190 mg/dL) HA Tk
1A HEMERYESE - "I LL 20 mg BAAG/AHF - B4h CRESTOR JGHF K/siER %
B8 21% > JEAE 2-4 ENRE MR RIG R & -

BH%A statin HZEY)GFFE 55— & statin R CRESTOR K> B SCiEFERHEER
CRESTOR #E4aHI8 - A&7 0] IR B A E R a R B AR E -

% CRESTOR AR N/NAEBE 2R | BT 2-4 BAREMIRRE Y KIRE
RARBE,

22 BARMBS THRFASRMEN/NLEE (10-17 5%)

CRESTOR Hy—f&f B HEEE AR 5-20 mg > HAERM B 20 mg(lB1EE:
K 20 mg WY& W AR EHEEETII) o BlE R I aRayiEsR B AEEh
B (2hd (HEPREEHER(12)] K UZEIERE(1.2)] )  MELL 4 HE B A ] 42

& -

2.3 FAE S TR S EE R ME

CRESTOR J&#R[EI AL & T e AL s HEE B2 MU B A B /2 K 20 mg R —
K - CRESTOR JE{E Ry FLAM R S A (BT FE i 85 A A BEpfr[LDL
apheresis)IVEHEERE - B RER BN ARSIV AR o IEEHE 1T I AEAT i
flr Z BTH R E G 2R D HE R LS TR B RIS E -

24 IR BEHIE

Wi s EEEHEELL 5 mg & K—XGI4G CRESTOR J&H4 - %7 A 557 10 mg
KRB E85HE VEH = EE R IUEN B - FEREHER > LA EED
M AHY rosuvastatin Z& 52 & F]RECE A fE A m(265 [EEE]) AlUn/tasillamg o [
PREEFUED ) JRPRGEE ~ i 0 DEESHE] —fFFESFE) -



2.5 B Cyclosporine - Atazanavir/Ritonavir - Lopinavir/Ritonavir I Simeprevir

Sidasl

HAHEH cyclosporine HYEE » CRESTOR HYREIEELL 5 mg R —RBIR(ZE
EEEAUEEEHAG D I EEm T G FH(7.1) Y- B atazanavir J ritonavir,

lopinavir % ritonavir =¥ simeprevir FY8.3 » CRESTOR HYE|=ELL 10 mg 5K —

RER(2R [EEADEESEHRG. D)) A (AL TERT3)]) -

2.6 BHTRE AR G

B 4E St S OF S » CRESTOR [0 (BC72 P55 Hi 25 1 e [ s R A s [ B
1 - 581 gemfibrozil £ © CRESTOR HYHIEE DL 10 mg MR —aR(Z
R [Z5E]) AlmmsEsla . DEEEmE]) #EaKaER) -

2.7 BIRER S BB S

R 7 P B TR A & B M/ATIEEE - WA BEEEIER S (CLa<30
mL/min/1.73 m?)[ffj A2 MR AT ER % - CRESTOR JELL 5 mg 5K —X B4
e REREE 10 mg R —X(SH DEEEE] - —WrEEE ;s (K
FRELY) :ESTRIREE 0 BIIEER D) o

3. PR R 2
HEA G
B - =t (S2%) B - Bl (10 258k 20 Z50)

4.3 3

CRESTOR ZE (AR MY -
ERH AT BB EFE - CRESTOR # & & A LAV AR U e B RE 7
B~ 15 - S NI ETEKE - (20 [ REEG.D] )

HEEMATRRRE AR 115 F A% 2 (hepatic transaminase)
FHE ETHVIETED - (20 [ESEROEESIAG2)])

RIS AT RE VAR 2L » HMG-CoA 22 R B e R D BEEI BERY & 5 > TTRE
e DEA g R T4 2 AV EEYTE R &R R 2e g (50 A R EEY i A
HigrEkEE MBI SAEENEHRE R - 22 2 LMt
KRWETL s BEGEEIRAARGEIAE RS - [ES R ASE A S el - DLRAE
BARIBEHE O AT RIEARR - (26 [FREREG.D)] & [FRERE
FREL(13.2)] )

AT o B HEEY T — (g g i = NEEL > A HMG-CoA 225§
SRR Al e Uz BEYYHY B 5L A PR BT RS HE > BT DURERZ B T 2
CRESTOR AR A EERREAL » (205 [RkRER(8.3)] )
SEEMEEEHR

5.1 B EEAIBUE
HMG-CoA #2 JF Bl HIA(£2 % CRESTOR) & HLEKEE H K (myoglobinuria)5 [f£.2




g5 # (rhabdomyolysis) ~ AL (myopathy) Koz M B & MY ZE P e > ()
b rRES AEAE(E T —(E SRR 2 T - [BESHIE ~A0mg)Ela& e

CRESTOR %/t 7 (8 F R B I R R T8 A CLIAEAE265 1% ~ 328
A PRI AR T AR BN £) -

CRESTOR & 4 2 H L e b & IR 5y [BIRSF A (8 FH HA R R I RS 2 1)
(fibrates =%, niacin), gemfibrozil, cyclosporine, atazanavir/ritonavir,
lopinavir/ritonavir, 5 simeprevir [if&5 - (25 [FAHEQ)] 1 [ZEY-Z G /FH
M)

& WL Z L 805 (creatinine kinase)BfEHARE F > SEMEE SUREE A LR > [EF
1F: CRESTOR &%t - fBE 5384 B A BB E Moo » slE (R ERREAIE
fif S | S B RIR G e R (B0 E ~ RIER ~ fR7K ~ ERFHiT ~ IMEG - BRE
HIAREE ~ N FIEE R B it ~ DAR AR IR 28 ) > DR B 1
CRESTOR H;40% -

fi DR R o I/ M ERVERSEME N (IMNM > —fE S 8GRyl ) Bl
I statin ZEEY AT - IMNM AYRFRGE © ATmAll A ) R S Al ISR -
Tt BIEEE A statin FEEYRERIIAEE  HLUAY) R e & ORI SOE 2 ST
PERIL 5 (6 SRR e s -

fEZ SRS - AR AR NAVALARRE - BYRERLAES) > THEFA 2
A EEEEEIR S SCEHLAREEEIRTE (R H] CRESTOR RAGAFE > WiMEL
RlzE# BT -

5.2 FrEER B E S

{5 A T AE 5 [ AT 2 BB R R FT A IR ABSEEAa e R AT HEZ AT
Threte ] > WERH AR RN E R RS HIRATRE ZER > BfEREST - 8K
R~ A EREANE ~ PREEEEETE -

AR AR Z AT - AR EF RIS RS ER 12 HEE AT e
& IREEEIHEN(GIE-FFiad—X) -

A HMG-CoA FESHIHIA > Bl5% CRESTOR » &G pIIA m AR 2
[AST(SGOT) or ALT(SGPT)[F5 » FERZEP > FFEREFEE EIHER EIHYER
% BEUEFBGIE TR L EHREGE - AW E IR EEE R - £F
IESEFR R EE R AEREE H B CRESTOR JAFNAFR % - 1EiS LEiapR,
Barh o IR ARG B B TR B o

TEZRIBE I BERe o freh - fEAR AT CRESTOR (Y& - A 1.1%HEE
Sl 2B IR (H ER(ULN).Z 3 (521 E - Ml A2 RIERE A 0.5% -




RIS R M RE_ ETHHEAER E R 2N EEHREIER - 415 ALT
2 AST FrE#8 UTN 2 3 (521 E » AERRE{K CRESTOR YR & E/F 4% -

CRESTOR JEFE IR AR EIUH b2/20 G 48R BT R & (26 [HRREEREE
(12.3)] ) o AISENERFRECA AR AR DS A ES R R R s 2 B A
CRESTOR - (Zf] [ZE2@)])

5.3 4+ Coumarin EAYHTER]

B AIPURIMAI G - EZFF LR » [RF CRESTOR &L coumarin 7§

AT P 2B 3 2 B P A AR e T i T HRF P BB (the prothrombin time/INR)BE )T 5 [5]

53952 coumarin FEHTEEIAIF] CRESTOR [ 3 » BH44 CRESTOR &R T FEN]

EH INR » (E60 0 Bt FEE 2 5500 INR > DIFE(R INR G H BEZEMNNEE - (35
(2295 5FR(T4)] )

5.4 EH FRATIMER

{£ CRESTOR HYEEREAEEETE F & &1 EHEZ CRESTOR JEHFHY B E B 22 544
Zoalalk sl BS54 £E H PR (dipstick-positive proteinuria) FIf# R [T /K (microscopic
hematuria) o FEEEFZ(EKAY CRESTOR FE B R 2 HMG-CoA 2R EFIHIR] - 72
TR 24 fE ] CRESTOR 40 mg WY& » ZAME T SR B S - HAE
THRER IR - BN S (ESFRAVERIR ERERA  HINERITIR B E S - AR
BRI ~ FPEMEE T PR /BUPR 2 85 ERZ 2275 8 [%{f CRESTOR HYH & -

5.5 WIT e
AL a2 (HbA Le) EFFER R HMG-CoA 2RI (statin JHEE )G
% - AT LML SR F/sez= BR B ke (E_ETHayfE -

52 F HMG-CoA # [ B HII(E+5 CRESTOR) 4 HbA lc F1ZEHE MR {E HE fjnHY
w2 [NREEG.D]) -

HESREE PRI 22 C 588 CRESTOR EELIB(U F R G (( 4% K B T (cortisol ) R 2
[ A g R D IEEE R & (adrenal reserve) ; {HE CRESTOR FlIH]HE & [#1K
PR A P [ T T T 52 R P 0 o A A 8 i 0 FH B (191401 ketoconazole

spironolactone ~ cimetidine) » /535 [E/ N o

5.6 TJ R RE AR

AV ETERITUED o (£ statin JHEE L EARERIDHREREBEC:SCIRITBCGR
=~ SCIRIERE ~ SRAUERLE) FTREARE - 3% a0 R DD RE TR B 2 B Y
HIRNMEEER i A8 > HAE RS A R SRR A EGER SR AR T By 1 RERUE -
ANGR AR R P I8 R 3 ) -

6.~ RN E

AR E A RS A B A R T

RO BB E B IR ~ Sl =08 RAUH(BFEALR)(2E [EEREE
FIHGD1)

*HHiERE R 2 E (SR [EEIIEEEHAG2)])




H75 5,394 {EE A » R 15 #8) CRESTOR A IR EE FRE B & R (2RI sk
AR T > LA%HH AR Bt REFENT HETEHE - i RIERCEE T E
A REER

*AILAA T

*HE TR

*[]%) EJ\

f£ CRESTOR HySfIREEPREER MY 5,304 (B At B iy R EER AR
=2%)ME ¢

PR

*AILA

*HE R

*IEE) )

6.1 EEpRe B~ &K Es

R R R e B > iR Z B IR A R T A B K ERSE EHA S
— ([ BB AT EL R R B 0y 28 AR R LR » 1 . Pl e A R i F R PR _EAYEE 4
z o

B R R T = 2% B E S 4E AR BRE » AR KN R4 AR
R FEFIATE 2 - B tetfige Ay A i En R 12 4 -

R 2 ELZRBH ST 0 =22%kAH CRESTOR BEHAATF BRIE LUK %
RRIAHHTA B (%W A)

KELEZJ% | CRESTOR | CRESTOR | CRESTOR | CRESTOR | Total 2R
5mg 10 mg 20 mg 40 mg CRESTOR
5 mg - 40 | N=382
N=291 N=283 N=64 N=106 mg
N=744
TEG 5.5 4.9 3.1 8.5 5.5 5.0
IEE, 0, 3.8 35 6.3 0 3.4 3.1
HLAESE | 3.1 2.1 6.3 1.9 2.8 1.3
=igdE S | 2.4 3.2 4.7 0.9 2.7 2.6
(R 2.1 2.1 4.7 2.8 2.4 24

*R R EZ (£ COSTART & Hiflrsh

H At AR PR il R FE IR ~ B - BRE(ERERE - & -
SRS FIMEEKHE) - Bl R IEER « NIRRT 2 A HHE A # SR
i @R AR S M E A R BRI PR (26 [EBANEESEIEGA]) )
WLEBE R ~ fAERE TS ~ S - ZAREREHEREERZEE (glutamyl
transpeptidase) 5 ~ Wl EMkEENS (alkaline phosphatase) 5 ~ HE4L Z (bilirubin)Ff
= K BRI RE R -

£ METEOR #7248 » 7 981 {E£:h% - E iR rosuvastatin 40mg(n=700)5} %




R (=28 DAY A\AE P55 1.7 FHYAR AR - 45 5.6%Jk il CRESTOR Yy ALE E 2.8%
R P2 BRI N IR R S5 B RHETTHE 1E 5B - e RIS RGERIF LEAYA B
& WA ~ BREEEE 2R BT SRR o (26 [ERIREUER(14.7)] )

A= 2%EHE A BIE » LUK ZRIBIHA A BB 3

% 3 £ METEOR &g > 22%fk] CRESTOR EZRERF RRIE DI %
RHIEA R E(%imA)

N EKIE CRESTOR 40 mg LR
N=700 N=281

AILAI T 12.7 12.1
RHETE 10.1 7.1

TE 6.4 5.3

IEL 4.0 2.8
Blood CPK 2.6 0.7

HE 2.4 1.8
+ALT >3x ULN 22 0.7

A B FEZ(#E ] MedDRA 18 i sE
T E WO R (e
CPK: creatine phosphokinase, ULN: upper limit of normal

£ JUPITER #9E » 17,802 #4575 &1~ rosuvastatin 20 mg(n=8901)=kZ L7
(n=8901) &1 2 4  NETARERIIRRBAF Fs{r] > rosuvastatin JEFFAHIHE AR B
[ FEAE A2 EEY BV LB s N 22 REEI4E - 7y AlliE 6.6% K1 6.2% » AR & i
HYUF LA A BEJE -

£ JUPITER #/5E » A H rosuvastatin FYIp5 A (2.8%) i HufE R ISR = i i 22
TR A (2.3%) - Rosuvastatin JEFFAHAY 29 HbAlc (B BHEHELZERERI4H 5 hin
0.1% o =REGETHE > rosuvastatin JG4H T HbAlc > 6.5%0155 A BHEE = A 22
FgH(2 0 [EFEMTEEFEIAG.S)]) & [ERER(14.8)] ) -

A =2%EHBENA BE > DURKRPNZRIFHA A RS 4

7% 4 f£ JUPITER 3Bz > flxf] CRESTOR B IYA R E* AR = 2% H SR
Az (R A)




N RIIE CRESTOR 20 mg eyl
N=8901 N=8901
AL 7.6 6.6
B 3.8 3.2
(ELTA 33 3.0
2, 2.4 2.3

* ERHAR IR A A B2 A MedDRA 1B A fiTsh

6.2 10-17 /N EE

TE— VA 57200 A S A& 0 2 Pl R R PREBs - » AR AH rosuvastatin (Y
ZELL I A 2 BRI 25 W A BB s s (CROMUE R E T E>10 x ULN #Y
52 o P rosuvastatin JEFFHY 130 ZZE A 4 N(3% » 2 AFEZ 10 mg J6H -
2 N2 20 mg jaH¥) CKIRE> 10 x ULN » (il flZRIEIHY 46 Az E iR —
NARHESR - (20 [EREER(14.6)] R URFREE Z A - /NRERG4)] -

6.3 EriRF B FEAER
f£ CRESTOR #Z A Eit& - T4 REME G s i © BRETR ~ ARk S

T8~ M/ MR VE ~ $7 ~ BRI BRE(BLFE RHRAN ) FEJLT‘EEZ(“F 5‘%@
CHE - N RiE SRR AR B N — B A MEE BUE AR e 2 B3 MR - FrbliE
AR ATRE R Rl T AR HVHR G R ENEEY) 2 IR R (4 -

R VUGG Sy TSR S P statin SEEEMVATA(2R (255
RUEEHIEG.D])

7. BB AFH

7.1 Cyclosporine
Cyclosporine & {5 rosuvastatin FY %22 &= (AUC) N 7 %> AT LIAERRFH cyclosporine

9 A > CRESTOR YR EA a8 Smg R —X - (25 [AME] [E6E
FUEESETEG.)] K [FEREEHEE(12.3)] )

7.2 Gemfibrozil

Gemfibrozil A/ /][] rosuvastatin FY%FE & o FHNERZE R E/FESUL AR E
bk i1 > B LARE R %2 & 0F 52 CRESTOR Al gemfibrozil - 415 ZfifH » CRESTOR
FAEA T 10mg FR—X - (26 [FVEHAEZE] & [EEREEEE(12.3)] )




7.3 E A BEHIHIE

Rosuvastatin B EL 4 EGHIHIE G R # rosuvastatin £ 5 RFEEAZELH A
[G] o Simeprevir (—7F& C RUHT K558 A EGIIEIE]) - B¢ atazanavir/ritonavir I
lopinavir/ritonavir Z¢ HIV-1 & [ B IH#4H & 2 & rosuvastatin {555 & (AUC)HE
IO 3 f(2RF 4 — [EEPREEFER(12.3)] ) 5 BliE B L BRI OF IS -
CRESTOR MY & AN v # % 10 mg K — 2K - Fosamprenavir/ritonavir I,
tipranavir/ritonavir 2 HIV-1 & S ESHIHIREIZH &% rosuvastatin %52 &1V ZRE
/N> HEIGHFE - & rosuvastatin AIEE H BEIHIEGF R E/ V(25 [HVER
#2.5]) ~ [EEIEEEHAG)] K [EEREEHEE(12.3)] ) -

B HIV & A E§IEH] ~ boceprevir ~ telaprevir & nefazodone Z& 4 FHF & i/ DA
HIYBEER - B hnEs A AL ey E b -

7.4 Coumarin ZEHYPT SR

CRESTOR & #1Z 1Y INIEAEAR A coumarin SEHTAEMIE A 2 INR » B DU [E]HF
{sHF] CRESTOR #I coumarin JH{ AR A HVHARIEZ VBT © GFA] CRESTOR
A1 coumarin FEHTAEMAAYFE A - H INR [EEZ7EAR A CRESTOR Z Fijois ] - i
BEHEE RS BTN ELHE - DR INR ) A HEENNEE - (2
Rel [ESEADEEFEIAG.3)]) & [FEREEHE(12.3)] )

7.5 Niacin
& CRESTOR #I niacin FY I ASFHENEIE(= 1 g/ R) & 0HE AN AT RE 5 F ALY E
by N ; BE 77 CRESTOR HFJE/ Ly o (250 [E5BRDEESEIEG.1)] )

7.6 Fenofibrate

& CRESTOR I fenofibrate {if I » 7 2 8 (il | S84 MR IR EE < RS RE i
&R TN HEEAUC)HE 5 - RATEGEH HMG-CoA =2 FEFHNHIFEL fenofibrates G
AR FAERAEEYERE &0 > FEJ7 CRESTOR HI fenofibrates HFfE/NLy © (2
Rl [EREADEEEIAG.D] K [EEREEHEE(12.3)] )

7.8 Fusidic Acid
i A #EST rosuvastatin B3 fusidic acid 52 G {EFHEVERST « A1[EEHA statins FHEEY)
1E_EitR &g - [S]F#{HE A rosuvastatin A1 fusidic acid 5% 4= AL AFH B E(4
WU > BFEREA VA RRIE « [RIL > N [EIFF R rosuvastatin 7 fusidic acid ;
HIERE[FTHYEE - B ETHE (2 1 rosuvastatin &5 ; AN AME G & (FFHEE » fEZL])
BRI S -

8RFRIREE Z FHVA

8.1 &

BTRGIER - PRI R X &)

CRESTOR ZERJMRZE AT RE IR A2 2L - FE I AV RAE AR - A P HHE ]
B =R H MBI S - Mg EIERHYEY S R SRR R R R - BHARHSIREE( L

10




e (EMS VERTARAR - TR IR el RSS2 EE AT - FERZ IR S8 1 e RE T
AL RUIERNEEAK - (20 [E2@)])

H A ERRZm 20 W27 e 5 H i E HIEHY CRESTOR EEPRESE - /DA
fE T2 N 72 HMG-CoA 22 [ BB HIIHIRT & S picha i Je R B E - £ — (Bl gEsT
s BUIEIBHELY 100 fir{# A HMG-CoA %28 [E B IR B 20w 24 » Sk
B~ B - AL /SRR S AR A B — R R IR S8 4R
{EEiE BT S REPEPREE B R38R S 3~4 5 Z R 2w s > Eop 89%HYZE B
FEIRARTFL AL FHEEY) > 2R SR IR0 S — B =8 H #Z 1L FHEE -

Rosuvastatin & # 8 FFIKEAVIEE - EREF » (EHFERER NEGREIEE
K 40mg CRESTOR W& 5 #FE & @ W HEWRGIER - £ NBERIEFX 40mg
19 10~12 fEHISE T > (F ROV EZEEK ~ MEfF G SR8 SRS - I H A RS
{ERVIRSE - fERTFH > ERAERN NBUEERIES K 40mg 1) CRESTOR & -
FREVAEF IR R RASE T RIS - (265 [FEERFEHEE(13.2)])

Z4 (% A CRESTOR mIRe G ¥R SIS EE - BE 5 EMRA CRESTOR HfH1#
7 FES R AR SER G S HBE G - DA R R4 (o A S R e A1
R ©

RE e R

HATERELE rosuvastatin F & & /MR NHIVFL T BEEEHEY A —E

gy A/ NS EAZLT o TEREAF » FAH rosuvastatin FYEE R IAE R =

&% > (BT AR O] gEdi A TERERY S i RS FRER R « (R Ry iE i sE

b g B —(E e A EATF o ) HMG-CoA 22 R BN o sE & sk

NZ488 SR EE AN B E - % R Ak ik il CRESTOR MY LR EFZHL o (2R
(EISICY) D)

8.4 /NEAfEF

CRESTOR A R & TR S HEERR AR 10-17 Bk A2 2Rl
ARG 12 BEa R IR 40 HEFH BRI IR R R OB s S - #E2
CRESTOR K 5 mg~ 10 mg~ f 20 mg JEHEAHA > HA BRI %
R NN SR [ ERE6.2)] ) - HEANZRTAERRAFERENA B
TEEL Y R B S D B ERRIREER B BRI ERE O E SR
REREDVFES EWESIASE -

FE/NREE(10-17 %) - CRESTOR ¥4 ~ #GE ~ BMI(HEGE E15%) » stk
AH AR RS [ERFE(14.5)]) - HEH/DL#H CRESTOR &
PRI R P2 T I 22 T AR (2B VRIRIBEE Z FHVA(8.1)] ) « CRESTOR
REE S FFHATHYEE BRI 10 pRAYEEHYH IREEREEREGRTFE - K 20
mg YR E AR/ N SREHEB T -

TR & TR S HEE RS MUE H 2 A DR 6 FHAE R RS 8 iz (8
Bl L) o

FEEEDIENJE2HIFE T - 5 18 (L0 (#F% > 9 (B %)k 10 2] 17 pF 2R
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BT RIFEA EEEIRR MR 23R 2 B8 K 2K E ik 2 CRESTOR -
Rosuvastatin [ 5z (A FE (Cmax )R AUC HIERIFERRAFE TAHEIR & 2 T R4
DLEY -

8.5 ZHF AfEH

1EEE RS ER{H F CRESTOR Y 10,275 4488350 » 45 3,159 A(31%)E 65 3%LL L >
698 A(6.8%)7& 75 BiLA L A o 75 i e R A At i SRR A R R 2 [ - VA #
EHZ M AN ER  SIMEEMEE RS &5+ - BFE AFIFRR A 2 fH
WL HE TR EE R > (LB REFERR L SR B & AR Ry BRI S JE -

LR B R E R E RS o BT DAERZ VM CRESTOR - (2R [EEERLE:
BEHEG.D) [EEREEHE123)] )

8.6 BLhsEAE

8 2 R R T AE R 4 (CLer = 30 mL/min/1.73m?) R & 82428 rosuvastatin HYZFEH
HEEEIHEEAR L (CLe<30 mL/min/1.73 m?) B R BZ MK %7 » rosuvastatin
1Y% B IZERE R BRVEE A EE B IREAR 2E R B AR EN TR
& DVHFIEE CRESTOR YRR © (/R [FVAHE]  [EEBAEEEHEG.D)]
S [EEPREEIEE(12.3)) ) ©

8.7 FThRER &

CRESTOR ZEAJTEEI M BB AR 2 @ M 2 AR R 2
Th) ¢ AR PRSP & 4Gk rosuvastatin Y FFE #3141 - CRESTOR JE/ N
RESHA - (2H [ER@ ] [EEEEEHAG.2)] Kk [EREEHE(123)])

8.8 THMR &
SEFNEG IR AR A R B RQILL A E A BB S 2 % oA
FErf > CRESTOR FHH#ME & - (26 [FARH=E]) K [BEREEHE(12.3)]))

10. BE
AReE ) G HE EN AR T E  DVEIRIEEBFHIEARINLUGRE - DR ] R 57
FtRL o MR BN & #8E(E 4E rosuvastatin FEER

11. BRIy

CRESTOR ® (rosuvastatin calcium)E—fE & EfEIMASE] > Rosuvastatin calcium HY
{EEE £ 2 bis[(E)-7-[4-(4-fluorophenyl)-6-isopropyl-2-[methyl(methylsulfonyl) amino]
pyrimidin-5-y1](3R,5S)-3,5-dihydroxyhept-6-enoic acid] calcium salt » &5fEAIT ¢
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OH OH O

Caz*

SO,Me

— -2

Rosuvastatin calcium HYEEST F(C2 H27FN3 O6S)2 Ca » 47T 5 1001.14 >
Rosuvastatin calcium & H IS S K » BOBIN/K KRR » U ZBFEH -
Rosuvastatin J&FR/KIEEEY)  pH B 7.0 B » 1[F23FEfE-7K (octanol/water) 77 it {%
B 0.13 o

CRESTOR CIRSEEA 5~ 10 57 20 mg [ rosuvastatin » DL FHIFEEMRL S -
ESEB B Mg = - BE/KAME - BEES$5(tribasic calcium phosphate)
crospovidone - F#fE%$ - #LPS FAH4E 2 (hypromellose) + = i Hf i triacetin) -
“&fbEk - FER b - LS b -

12. ERpREETHER

12.1 {EFIREEE

CRESTOR J2& HMG-CoA 72 i BH 2212 M35t IR © 22 (W2 R B2
3-hydroxy-3- methylglutaryl coenzyme A §#55# &y mevalonate {YHECR A EREZ »
mevalonate /5 &HEEIBEAIRTEEDY] - B ERe it 5T B R E B8NP N A\ R4 T
FEHIRR YN EREUT » rosuvastatin FHEAHE ARFRRAVEE R S - HHFEBOERTHE
EEFENE > MBS B RAEEERRY B RS B - BRNAIFEYMASTER » rosuvastatin
TEWA 7 HIEE A B PR AR AR < B— - S 4R maV R AR E A 2 A8
H (RS E AR o AT - 582 {IRIRRE S AR & S (AT ay
R HE B A S e 2 H AR TS e S L HY 4 -

12.3 Eean 122

ol UL ¢ TE AR HETTHVER PREEHI AU » LIIRAGEE(R LY 3-5 /NI Al 2
rosuvastatin {95z = MRS « CRESTOR (Y Cmax I AUC KE(ELHMEEVIELL o
CRESTOR 4@ A4 #5 7] FH A4 £y 20% o

CRESTOR HAEW{HIR I A fER22E rosuvastatin By AUC o

Rosuvastatin 1942 E A AR E R et EIegEma Z=hl -
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/34T : Rosuvastatin A i gafady B 134 N TF > 75 88%HY rosuvastatin € Eil
MAFEAEAEG - TEEEH & @bumin)és & - EfEAS G2 R Y - HBlmAE

ofR38 : Rosuvastatin (7 (CHFATE » DURCH A BRI R 4TH 10% R
EEVIRIE AL o F 2 EY) Fs N-desmethyl rosuvastatin » - S22 4% EHAHA
2 P450 2C9 (CEfEARY » BBy e EEEEHH N-desmethyl rosuvastatin ¥ HMG-CoA
B R IHDEEARMER rosuvastatin HY 1/6 ~ 1/2- 485G = > fIHIMAZ HMG-CoA
BIFREGHEMETAE 90%LL FE K H 7~ rosuvastatin

oHMt | CIARFEEE% - rosuvastatin Kz EACHT Y F B FEFHEH (90%) Rosuvastatin
HIMMAEREER = RHE By 19 /NI -

ELSAOE R ER » 28 ERFLTH 28%K HE R - 72%4% AT B -

RIRIGERE |

ofEffR ¢ —IHIREFEEENE TR - EETEA - AL T e HE A B A SIS )
EEig NFRRE 2] > SEEhER A ERIRTHRRAYZE 2 - ZAIT - BEShERNT 7e (Rt —
TEESSBUETHIIFORUR > SN AR PR FE B (AUC M C max) RHEESEE A R
NSRS 2 (%

ol + 5L rosuvastatin HYIMBLR )4 H A5
oEEN  FFIEEFE AFIEE AN(=65 5%) 2 fH > rosuvastatin Y MALEREE)ZHZ=F

OB IHRER 4 | A H B THAE RN £ (CLer =30 mL/min/1.73m?)¥f rosuvastatin AT
FORIAERE HEEEIEER S (CLe<30 mL/min/1.73 m?) H R EZ MR E
MrZelE - H rosuvastatin YA LEEEEATEREE (CLer >80 mL/min/1.73m?)
S 36 EREEREENEE -

oI HENT « RIHFEZIMRBENTHER > H rosuvastatin F3 & IRRE AR
(steady-state plasma concentration)&\EL B DhEE 1F 5 AV EFEE 5 H &Y 50% °

o FTHRER & © 118 MG AT BB > rosuvastatin FY A EE EEE TS
1E Child-Pugh A 4583 > H Cmax fl AUC 43 RIFEFFIHAE IE 8 1 BB 5 60%F
5%:; 7E Child-Pugh B & 55 > H Cmax il AUC 43 BIEEFFINEE IE 3 1Y B = H 100%
F121% o

YT HEA
Rosuvastatin #& FHAAE (2 2% P450 3A4 (AR BRI A 25— B R E = AVEE
RE o

Rosuvastatin &5 EEE R HHYAZE > ELREAT B HU s I 5 — A i i
#EH 1B1 (OATPIB1) MfktiE#EEH —FA=PiiEEH (BCRP) - CRESTOR
B3 LR 4 (1 AR (4T cyclosporine > JR£E HIV 2 FEGIIHIA ) [HHHKk A
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HJREGE £ rosuvastatin FYIMADRET S - SOIARHEER(ZE [FEAHREZE]) -

AR ANGE 1L 2 2 CRESTOR ff /2

Yl T3 AT

AR EER

#=5 BT ZEYIE Rosuvastatin 7 £ B R E SR

ST 2 BB EE T

Rosuvastatin
SESERE
(B EHREYZEE)
R =1.0
BE (mg)' | AUCHIKE ' | CoaxHIKE
Cyclosporine — stable dose required 10 mg QD for
7.1
(75 mg — 200 mg BID) 10 days 1
Atazanavir/ritonavir combination 300 mg/100 mg
10 mg 3.12 7?
QD for 8 days
Simeprevir 150 mg QD, 7 days 10 mg, 2.82 3.22
B E (2.3-3.4)7 (2.6-3.9)
Lopinavir/ritonavir combination 20 mg QD for 2.12 52
400 mg/100 mg BID for 17 days 7 days (1.7-2.6) (3.4-6.4)°
Clopidogrel 300 mg loading, followed by 75 mg at
20 mg 2 2
24 hours
Gemfibrozil 600 mg BID for 7 days 1.9 2.22
80 mg
(1.6-2.2)} (1.8-2.7)°
Eltrombopag 75 mg QD, 5 days 1.6 2
10 mg
(1.4-1.7)} (1.8-2.3)°
Darunavir 600 mg/ritonavir 100 mg 10 mg QD for 1.5 24
BID, 7 days 7 days (1.0-2.1) (1.6-3.6)°
Tipranavir/ritonavir combination 500 mg/200mg 10 1.4 22
mg
BID for 11 days (1.2-1.6) (1.8-2.7)3
Dronedarone 400 mg BID 10 mg 1.4
Itraconazole 200 mg QD, 5 days 10 mg 1.4 1.4
or (1.2-1.6)° (1.2-1.5)
80 mg 1.3 1.2
(1.1-1.4)° (0.9-1.4)°
Ezetimibe 10 mg QD, 14 days 10 mg QD for 1.2 1.2
14 days (0.9-1.6)° (0.8-1.6)°
Fosamprenavir/ritonavir 700 mg/100 mg BID for 7
10 mg 1.1 1.5
days
Fenofibrate 67 mg TID for 7 days 10 mg > 1.2
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(1.1-1.3)
Rifampicin 450 mg QD, 7 days 20 mg —
Aluminum & magnesium hydroxide combination
antacid
Administered simultaneously([E]H5#%T) 40 mg 0.52 0.5%
(0.4-0.5) (0.4-0.6)°
Administered 2 hours apart([5][F 2 /NFBRET) 40 mg 0.8 0.8
(0.7-0.9) (0.7-1.0)
Ketoconazole 200 mg BID for 7 days 80 mg 1.0 1.0
(0.8-1.2) (0.7-1.3)°
Fluconazole 200 mg QD for 11 days 80 mg 1.1 1.1
(1.0-1.3)* (0.9-1.4)°
Erythromycin 500 mg QID for 7 days 80 mg 0.8 0.7
(0.7-0.9) (0.5-0.9)°

L.
2.

BEEREZHESHE [HZAHRQ)] fl [EEAEESHAG)] )

BRI - FRIFRT R

3. 0% (SHAIE A Z FHILE(E (B A0SR > BIA0: 1=REEE,; 0.7="T 1 30%; 11=RFE &I

11 &%

R 6 Rosuvastatin ST 2 55— 82 5 2B E0IRR

Rosuvastatin 858 5, | prRRVEEY)
SELEE
&/ EftAEY 2 tHE)
s = 1.0
RERIRI R AUC Ry 88 Crnax FYE( 2
40 mg QD for 10 days Warfarin' R-Warfarin R-Warfarin
25 mg single dose 1.0 1.0
(1.0-1.1)? (0.9-1.0)?
S-Warfarin S-Warfarin
1.1 1.0
(1.0-1.1)? (0.9-1.1)?
40 mg QD for 12 days Digoxin 1.0 1.0
0.5 mg single dose (0.9-1.2) (0.9-1.2)
40 mg QD for 28 days Oral Contraceptive EE 1.3 EE 1.3
(ethinyl estradiol 0.035 mg (1.2-1.3)? (1.2-1.3)?
& norgestrel 0.180, 0.215 NG 1.3 NG 1.2
and 0.250 mg) QD for 21 (1.3-1.4)? (1.1-1.3)?
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Days

EE = ethinyl estradiol, NG = norgestrel
1. ERIRA BRI (SR [EEEEEHEG3)])

2. 0% (EHHEM 2 THILLE (B A2 0FZEY) - BIan: 1=K, 0.7= T 30%; 11=5FE 21
11 %

12.5 YR RGE

HMG-CoA Z R HlIHIFI(ELFE rosuvastatin){y&Ef[a] > 5 &z OATPIB1 F1H A #gE

EH - BAEHEEY > EIEE/INEEEE (n=3~5) t» HEEHY rosuvastatin
[MAERE > EEEE S OATPIBI (SLCO1B1 521T>C) MYELAIA 2 {ETHEE RV
HYEHEFL A (alleles) - i {EFARAY (R SLCO1B1 521 C/C) 1EARLEIELR/ RIGEE
B AR IR — A 5% o iSfE ST MEEf rosuvastatin [RESR1/ B8 28 2 PRI BS 28

AHETL o WERZARIE B0 S FERTN 2 M R R =

13. JERRIREHES

13.1 By - BB RIREEE T

—IEE R BT THY 104 FEGEMEASE LT B 48 LR & rosuvastatin KA T 2
20 ~ 60 = 80 mg - 45 AWM EAE T KRG AT 80 mg HYFIE N (fR#E AUC » 25
TR R NERASEX 40 mg FEFEEN 20 %) - F=EE BIARNE £ R ERY
05 AR & T G 2 A S AR R IRV IR &R

—IEAE/ NS THY 107 BEGEMESE LS B & L& rosuvastatin KA T

10 ~ 60 B 200 mg » &E5REETAEREREN T 200 mg YR E T (HR#E AUC » 2255
B Ry NEIEEK 40 mg 7Y 20 %) » AFRERRIRE/ R ERY S5 AR RG0S (AR (KR &
TG R A AR A R 5 A B AR &2 -

b b

1ELIEZERRE (Salmonella typhimurium) 5 A SR i (Escherichia coli)#ET1J Ames
st~ /N EUM e B (the mouse lymphoma assay) k2 H1 [ & B i 4HREAY 4 RS
855055 (the chromosomal aberration assay)H* » rosuvastatin a2 75 45 =8 A &

b > #AN &S [32e L0 E8 773§ Rosuvastatin 75/ B SRS % s B (in vivo
mouse micronucleus test)§1 £ [& M -

EREBEAEF IS » DIEELK LR rosuvastatin KA T 5~ 15~ 50 mg »
TR BEIEATEC AT 9 #EFATHCHAEZ rosuvastatin » fiff A BEIEATEC AT 2 48 ~ AZHECEA ~
— H FI[BEZEHREE 7 K45~Z rosuvastatin ; {F rosuvastatin &K T 50 mg V&
T(IR#E AUC thex - 25 7EE 5 ZE A ASRHEK 40 mg ZFEEHY 10 %) > IR
BIZFH AT NIHIA B8 o fEH2 rosuvastatin KA T 30 mg ZE—{E H /Y
a5 b B2 NG T B4l (spermatidic giant cells) - 7£#57 rosuvastatin
KEANT 30 mg ZAEHVET5 L B T4EE LRz a2 9h » tElZLF
FEF B4R - IRIZRSFRAEAVELE: - fEiE oV RBEE T e AEIRAEXR
40 mg FEFE EHY 20 %A1 10 £ 5 7EH A HMG-CoA 72 R EGHIHIEI . & EPELI B
e -

132 B Ro/ok S
HERG-HE SRRV R

17




Rosuvastatin &3 EAGHE% - ¥4 16 KK ELLSE &K OEE rosuvastatin 7Y
FF- 25 mg HB— % » B GIARGRATIE KT rosuvastatin JISFE 73 I -8 A5 0
FEHYT 3%A11 20% © %522 18 REYR T LLE B LA & rosuvastatin /0T 1 mg
HYE—H &% - BIZL SRR fAH SR i (RHRR IAERIE Y 25%) -

EHER B ACRT B RIACACRSE 7 RS E LK LIER & rosuvastatin B RN 5
15 ~ 50 mg - 52 SR =AM R E(IRE AUC LthE: » 5 7E &2 AERA
K 40 mg FEEEM 10 %) > Ba5L A RS SRS (T B B E FErY RS -

—TERGE A B T R E LT 21 RER) LR EROse
rosuvastatin SR /AT 2~ 10 ~ 50 mg « FEREAT 50 mg ARARIS IR
bl 2 RER = ERAIEE 40 mg RERIT 12 (0T EF TR -

TER RS 6 REFIRAHASE 18 RETT)) LIS &K IR E rosuvastatin K
AT 03~ 1~ 3mg (IRIEFEFEELLE - 5 FEEFN ANJERASEX 40 mg
MEBRE) 4SRRI AT T ML -

AR rosuvastatin ERAFL T 25 mg (B R R BRI Bt T <
rosuvastatin £ KAF /AT 3 mg WY @ pRESH (R AUC S RHMLL
W LERGERSHIHN IERAEK 40 mg (RER),

HE A 2T I

1E ¥ B2 HoAth 268 HMG-CoA E[FREFHIIHIRIE BN B I B R P E & L 47
MER: - UM E & i ~ 7K K Az 2 B e H B - —H(k
B2 REEDL HMG-CoA ZZ R EHINHIEIRYEE > 2 1E MADRE S AN IR A s
| B Y A BE OB TS 30 fEAVEIE T o DA —fHEIRI SRR = EEEASIR IE
T H a5 A A p A S (R AR PR B A L% EX 83504 [ Walllerian degeneration of
retinogeniculate fibers]) - {F—& L HE K CIEE & rosuvastatin F KT 90 mg(FR
1% AUC LR - 25 REEE ANBIRASEX 40 mg ZFEEN 100 £2) > 25 24 Xt
e ST IR SE Y Rl 22 FHk4S 55 (choroid plexus)ZH &R[EIPR7KHE ~ HHif R fe Bl
5t - ELAHE LI E rosuvastatin FEREAT 6 mg(fRIE AUC LLig - 2555
e A ABIRAER 40 mg EFEEN 20 %) 52 AIVIHEIZE MRS - £
B LR R rosuvastatin £EREEA T 30 mg(fRIE AUC Ll 2 5 R EEE AFK
&K 40 mg BFEEN 60 %) 12 HEHEEEIHANE - FEIFEKORE
rosuvastatin KA T 90 mg(fRIE AUC » £ 52T &2 JERFE K 40 mg 7
FEEHY 100 fZ)6% 4 BENOERZEHER S S N 2EEEREL - L=FXE
N30 mg FYEIE(FRIE AUC th £ 575 E = NEIRAEK 40 mg ZEEH
60 f%))afE RE—FR » SRAEEARTIREIR -

14. EERAES

14.1 S e MERDE &R S s ME

CRESTOR A [ (& A5 MviE Rt & A s AR e S & BRI SRS - (KRR E EHE
&% - BEEEH T B ~ JEEH SRR E A HEEIRR k =B HOmEs - W NE R E
HE RS -

BIEZET | —HEESEMESEETHZ D0 - BE - RIS - FEK
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JEWTFEEUR © CRESTOR DIRER—RHY T2 1%HL 6 1 » {ER R HEE M & i 8
f AIEE RS - (R AR E O IEERS - JEE A E L HEERE KAEE R T B (&
7) o

% 7. CRESTOR HIX S s M & oI B E K FE
(6 6 BRI IERAHEN AR H R (D)

EEEREE  JFEEER R
iE A YRR 1 s [ ENEERE  BEEACB ZEEHHE {1 s
R 13 -5 -7 -7 3 3 3
5 17 -33 -45 -44 -38 -35 13
10 17 -36 -52 -48 -42 -10 14
20 17 -40 -55 -51 -46 23 8
40 18 -46 -63 -60 -54 28 10

ARELERAS - —HZ 0 ~ FERE - BIE S EHIT - 15 2240 FAEAEIE
R SRS AEME B35 & > Eh# CRESTOR Ei atorvastatin ~ simvastatin ~ pravastatin
% HMG-CoA 2[R EIIHIRIHVRCR - Mtz - &R CRESTOR »
atorvastatin ~ simvastatin Y, pravastatin &K —ZE 6 FE([E 1 B13E 8) -

B 1. 2 6 ##IF CRESTOR - Atorvastatin - Simvastatin ;7 Pravastatin B|£
1E = s MUE B E & 2 e B ME B P E AR B S RS & 1 REEIBE 5 70 ERE b

CRESTOR Atorvastatin Simvastatin Pravastatin

dose(mg)=10 20 40 10 20 40 80 10 20 40 80 10 20 40
E ]
oV _
E 5 157
%9 30_
E £ 7
S £ 454
é % 60 -
sS4 "
o -

-75

Box plots are a representation of the 25, 50, and 75t percentile
values, with whiskers representing the 10" and 90" percentile values.
Mean baseline LDL-C: 189 mg/dL.

EARERE 25 ~ 55 50 FI55 75 o8 > SaaRE 10 MIZE 90 Horfir# -
PRI R ER E MRS ¢ 189 mg/dL

% 8. BB EREEE SRS 6 M2 (ELS means )
(AR © 156-167 A)

TEPEE 10 mg 20 mg 40 mg 80 mg

CRESTOR -462 -523 -554 _—
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Atorvastatin =37 43 48 -51
Simvastatin -28 -35 -39 -46
Pravastatin -20 -24 -30 -—

1. HEAVEEAERRLY 1.00

2. CRESTOR 10 mg [{E{E%% 5 A5 25 M HEE BE AR R BHE )Y atorvastatin 10 mg
mg ~ 20 mg ~ 40 mg ; simvastatin 10 mg ~ 20 mg ~ 40 mg (p <0.002) °

3. CRESTOR 20 mg [ (BB 5 i 25 1 BEEI B2 AR AR atorvastatin 20 mg ~
pravastatin 20 mg ~ 40 mg ; simvastatin 20 mg ~ 40 mg ~ 80 mg (p <0.002) °

4. CRESTOR 40 mg [# (&2 HE B A EE AV BHEE AR atorvastatin 40 mg ; pravastatin 40
mg ; simvastatin 40 mg ~ 80 mg (p <0.002) °

pravastatin 10

40 mg ;

14.2 BA & T RIS HE E 2 e

ABEELBIRIASE TS RS T S o B T e i 8 (R P9
AR RIE R 29D)EITHIRT T - BEPETEFEZ CRESTOR 20 mg 5
atorvastatin 20 mg J&¥5 DL 6 PRI IIEIE - RIS E SR Bl LR E LA E
HHEE R AR E R E(R 9) -

% 9. KEEHGE H EE BN AR 9 5 b
CRESTOR Atorvastatin
(n=435) (n=187)

LS Means ! (95% CI) LS Means' (95% CI)

%6 20 mg -47% (-49%, -46%) -38% (-40%, -36%)
12 40 mg -55% (-57%, -54%) -47% (-49%, -45%)
18 80 mg NA -52% (-54%, -50%)

1. LS Means & LIESH R ERE E A ROIE RV NI TE -

14.3 5 =B HHBSImE

P FERASE © —TE AR = s S e By 273-817 mg/dL By T
5~ R IR E S e SR8 » CRESTOR K —2K(5-40 mg)f&E il 6 78 Al &
E RIS =B H MBI R R 10)
%% 10. CRESTOR AR RS = H HERIERE 6 B BIEKIE
HBEAESHNPURE/ME , BEXE) AT LB
jiilhy LR CRESTOR  CRESTOR  CRESTOR  CRESTOR
N=26 5mg 10 mg 20 mg 40 mg
N=25 N=23 N=27 N=25
= H S 1(-40,72) -21(-58,38) -37(-65,5)  -37(-72,11) -43(-80,-7)
JESBERRECIEEEE  2(-13,19) 29 (-43,-8)  -49(-59,-20) -43 (-74,-12)  -51 (-62, -6)
R FERGEE HIEERE 2 (-36,53) -25(-62,49) -48(-72,14) -49(-83,20) -56(-83, 10)
R [ 1(-13,17)  -24 (-40,-4) -40(-51,-14) -34(-61,-11) -40 (-51, -4)
R S e 2 T RE [ A 5(-30,52) -28(-71,2)  -45(-59,7)  -31(-66,34) -43(-61,-3)
= % TS RS A [ hE -3(-25,18)  3(-38,33) 8 (-8, 24) 22(-5,50)  17(-14, 63)
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14.4 [R2EM: p JIELHEEEIE‘\:M(III A = FLBERLITE)

TE—THRER ~ ol ~ eGSR » 32 HEA M p MAiEN ZE A &5
A& H IfUE) IR A (27 )\7% €2/e2 » 4 NAREEE T E A28 [Argl45Cys))#E
A 6 BIYEREE A » 8852 NCEP JaR 4TS T B (TLOE R - fEEREEA
HZ 1% » W \BEREZ 6 AV R VaFHE TLC gRa ] :
fE 1% rosuvastatin 20 mg B\, rosuvastatin 20 mg [i§{% rosuvastatin 10 mg - CRESTOR

P (RIE = fE A 2R M iR (L 24 B MR TR R AE R VIR - S5 RBURIY
kS

rosuvastatin 10 mg

=11, B84 p MEEEEFEq REAENMIE)B E A Rosuvastatin 10mg
% 20 mg 6 BHEMASHREE - HBRERN P E S H'LO5% CI)

(N=32)

R g | AR EE | RN ARSI R A EE
(mg/dL) S EEE(R(95% CT) Sy EEEE(R(95% CI)
CRESTOR 10 mg CRESTOR 20 mg
HHHE[E BT 3425 -43.3 -47.6
(-46.9,-37.5) (-51.6,-42.8)
=B H s 503.5 -40.1 -43.0
(-44.9, -33.6) (-52.5,-33.1)
= i 2 [ P 294.5 -48.2 -56.4
(-56.7, -45.6) (-61.4, -48.5)
R B 55 i 2 1 S ] P+ 209.5 -46.8 -56.2
R [ S 2 1 RE ST 2 (-53.7,-39.4) (-67.7, -43.7)
R R 2 I RE [ 1125 -54.4 573
(-59.1, -47.3) (-59.4,-52.1)
5 o T R I [ g 35.5 10.2 112
(1.9,12.3) (8.3,20.5)
Hi5 25 1 R A [ g 82.0 -56.4 -64.9
(RLP-C) (-67.1, -49.0) (-74.0, -56.6)
HSZE 7T E (Apo E) 16.0 -42.9 425
(-46.3,-33.3) (-47.1, -35.6)

14.5 [EASF & T RG2S M E B2 [ e

RIERBHIZE © — AR ~ s SR E s - DL 6 ErVis Rl - 5P
40 4[R2 T SRR s HE T 5 ITLEE A8 (n=40 > 8-63 J5%) ¥ CRESTOR 20-40 mg
S - BB EERG AR EEHE 5 B HE IR P9 RS (ERR (K 22% - RE=7rZ—
EEERIENE 20 mg f25 5] 40 mg LR - (K& ERRE A ME AR — DI T 6%
LLE « 1£ 27 AR EREE B REERR 2/ VIR (K 1%y B (% R E A e
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BETHIRE(S T 30%(e (I B 28%) « 5 13 (K FEARIE EIRSEREIE(S < 15%
WEEED A 3 MEARERE O IEER R B - T S 4B R
AEBET B 3 S S 15% .k -

14.6 BHEUEBS FREN SEERIEN/NLESE

E—TE R 12 BEE ~ BBk - 0 - ZRIBIE R - 176 HEH R

ORI EEE R MEZERNS DFEOT BB 79 A2 2) a7 B
B2 K 5 ~ 10 % 20 mg [ rosuvastatin B{ZARIER G o BEFEE 10-17 BR(5FE
BT (I8 13 57) 49 30%3 A 10-13 5% > E4IH 17% ~ 18% ~ 40%F% 25%47
AHY Tanner S3HAZ I~ 1~ IV ~ 2 VI » 20822/ DE A & —4 < BREA S
R B T ME B B 233 me/dL (EG[E : 129-399)  7F 12 FEEES I 1519
40 FEGE O ERA & FEE R FrAE RV EE (0=173)#2 8K 5 mg> 10 mg 5 20 mg
Y rosuvastatin °

BRI LL » S AEIE Y rosuvastatin BE K TREERSE O IEE (T
FERED) ~ JEHEEIRE R ASEEH T B BVRE - SERYIRFER 12 -

# 12 Rosuvastatin ¥ 85 RS TR RA S AEE MR 10-17 BN B EATREMASSER A
EHIES 12 HrvRs NPT E 2 EEE(E)

HI& (mg) N BEEREE SEEREED GBEERE 2 =%E §BEOT

H REEIRE REEIRE B! B
LR 46 1% +7% 0% 7% 2%
5 42 -38% +4%?2 -30% -13%?2 -32%
10 44 -45% +11%2 -34% -15%2 -38%
20 44 -50% +99%2 -39% -16%2 41%

L P EE RS
2. BRHIE RN BT R R

£ 12 FEE T )aRHE R - ZRREEAEEOEERRER 110 mg/dL (2.8
mmol/L) HHZAE A H 73 b Ay - Z2RI] 0% » rosuvastatin 5 mg 12% ° rosuvastatin 10
mg 41% > rosuvastatin 20 mg 41% - it 40 FEEHE R AN = 71%%E AHE &
= 2 20 mg Y ARRIE » 41%958 A\ ZER RS S RS2 H BEEIER(EKTY 110 mg/dL /Y
HIAE -

H B FH rosuvastatin DI RS EGR T T RAY RSP ARAETL -

14.7 METERO study > 455
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FE 145 A B o g [ (Intima Media Thickness)JH & %5 © £—(@ 5L CRESTOR
40mg HYIHFE(METEOR)H » 1EAF = ZARE SR E A EE T - (RmEbs 2 iR TE
TR ENRZE% (Framingham risk<10% over ten years )] H &Mt AE AR 2 Bk
AREE{EAYE A S £ > CRESTOR 7ESHEHRIGHIAE CHY R DL B-mode #E &K
FES(ultrasonography) ST 5 » LSEBHHRI e G/ (carotid Intima Media
Thickness, cIMT){E e Alificds - TS T - LR IRAVEEPRIFITF - 984 {E
T FE A BE R 7 Bio (L e 4 876 (e iz 0 #fr) » HA Akl CRESTOR 40mg —K—
KA NEIEL E L EPIAHAVERBIE 5 - 2 5 (3 FHSHEAREE AR R (52
(ultrasonograms) s E BRI APEERRAE] 2 4E 2 f - 75 12 {fHl&E R BEZ ek
cIMT 3145883 (annualized rate of change); 13 HTHY 12 {ESEENR H B 2 G A
cIMT > {if] CRESTOR K ZZRIFEHAR A 2 A fE T8 bR f -0.0145
mm/year(95%CI -0.0196, -0.0093; p<0.0001) -

TEREARE » LB AV B By + 0.0131mm/year(p < 0.0001) » 1
CRESTOR J&R4HVAE 8 (L% By - 0.0014mm/year(p=0.32) -

£ CRESTOR J&FAHMEAPE AN EH » B 52.1%ME NB R AR ELCER
REIFIEEEER) - th b 37.7%0 2 EIGHE A -

T

iiin
VARNY

PRAEFHARR

SRV

S
B EHAEEE o FE7FR 30C LT -

AR/

SRV

58 FH B p B 52
HERFPREOR

fEaTHE
2016 42 H

#3& g © IPR Pharmaceuticals Inc. (Canovanas Plant)

[ Hl © Carr 188 Lote 17, San Isidro Industrial Park, P.O. Box 1624, Canovanas,
Puerto Rico 00729

45 ¢ AstraZeneca UK Limited

W HE : Silk Road Business Park Macclesfield, Cheshire,
United Kingdom, SK10 2NA
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Crestor is a trademark of the AstraZeneca group of companies
AstraZeneca UK Limited, Macclesfield, Cheshire, United Kingdom
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