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1. Eamth

CADUET

2. EMERE R

EMERRSY © amlodipine besylate » atorvastatin calcium (45 @B -

fETZRI: calcium carbonate - croscarmellose sodium-microcrystalline cellulose- pregelatinized
starch - polysorbate 80 - hydroxylpropyl cellulose - silicon dioxide colloidal + magnesium

stearate - opadry Il white (5mg/10mg 1 5mg/20mg ) ~ opadry Il blue( 10mg/10mg ) purified
water -

Dfg$E =7 amlodipine besylate 1 atorvastatin calcium » ;5 amlodipine &2 atorvastatin £
SR RIEER 5 mg/10 mg ~ 5 mg/20 mg ~ 10 mg/10 mg -

3. A
e gE

4. ERRRE

4.1 PERE

VA S MR M s 2 ¥ B MR TR ERY AR T » TR LM AR A REA L
B %iﬁZﬁ/UT‘(CHD)ﬁﬁ?féIEﬂ’Jﬂ]lﬁaiﬁf"ﬁﬁEﬁ% » T8 G B R ey A -

ﬁ?ﬁﬁﬂi.ﬁ:/x"ﬁ‘ﬁtufﬂﬁ%mgﬁ)\  BREVE =AM R ERE T GRS 2R
R~ FEARNER 55 % - MEBEORIEBAR  BIE - E—SHUE 55 BIBH)R 60 5% (&
M)Al B A A S VR R SRR ¢ RO RS © FRECR AR - MEMEEE
ML LR AT -

4.2 FikRE
AER BT SR o AR A S S L R RS B 2 EAa -
—REE

CADUET R 3 [0 77 s U G e 1 i i fi 18 7 P
CADUETIH & i #E5 mo/10 mg7£1tl mg!BD mg=" ﬁn—:ﬂ]& E’.LE——'R o RAETHRER Ay
00 B 11 4 S B AT o I I R S S R T (R 52 « RT3
FEIGE AT » RS A BN G A BOME S0 A SR A 2 B e o
AR 0 R PR A < A (B B SR 18 BRI S E Caduet « Ak,
AAE—FATTHS PR + 22N s e R 4 o

{ERSEIRET M AR —EES - CADUET R4 SR AR (IS M 0 &%) « E9) - e
FERARE ~ BUE - BUROSRTEIE BRI S » ST it eaeam> b -

FMECADUETATRERAIB NS > 1% - FEE2-4 B (s AR M BR(BP) » (R4t mys
A T % amlodipine K atorvastatinfyBI R - fitskiape EREETRE « ] UL Sy
SR IRR L B 57 R e

TBIam

CADUETA EBERARMAAESHAE S MB O QER A 2 EinREaR - EBER
CADUETHY » H7| & FE %R i amlodipine K atorvastatin iy (& B2 & > s A EIHEEE S -
CADUETHJBZ 5> 9 amiodipinefy S & BB £ 10 mglEx—2¢ » atorvastatinfJ £ = B2 280 mg
HFR—%K -

B

CADUET R MR E— 5 th &B(E IR REMIB AR SY - FT48 T A S BHICADUET »
tF i h1amlodipine - atorvastatinZi i & AR » NG LR - PRSI i He 9280 -

HREE AT —ERMIR A - CADUETH] FIARIR LRI MR  BltS G — MR -

it ELE &R 53— HREENR - iy CADUE TAE AR B FESZ i A (3 PR SRR O 539
Eﬁéﬁﬂﬁbnuﬁ%

CADUETE’J)ﬂZﬁamlodlplneTL,Li‘ZéﬂtéﬁéthlaZIdeﬁﬁﬂﬁﬁﬂ FREVFEMT® - ZZURHER] ~ M
Wk R IR EE R (ACE MG - RSYREE - & TR {CH HE —FE6EH - CADUETH 2z
R EE Y —RERE A -

CADUETHIR sratorvastatin & B 2 4551875 (bile acid binding resin)ff ) DA R i s
o —NEFEREGR I 3-¥EHL-3-FIEE I — MEELEITEA3 hydroxy-3 methylglutaryl- -coenzyme A,
HMG-CoA) B REGN KB R fi brates{#ﬁ (B4 AR BERETEE - MARASEYEER
BHMIZEIER) -




CADUETAR A RIRITIIEE T 20 A (24 38R » MUk 4 AR ERINE) -
BETERA

BIIHET £ AR RER R (254 AR RO EREIE)

SEFIRESEN

E A AR -

RN AR

ST CADUET (72 &) VR & BB 30 M SR MR BR 5% -

PEF LAY

Atorvastatin 2 HF4 -

FRANEERAHIVE SEST%IBtipranavir/itonavirdg 75 » stCEIRF %S & S EGHIE B telaprevir
HIRA - BetaftFiatorvastatiniGss -

{9 % atorvastatin # 32 B4 cyclosporine - telaprevir - tipranavir/ritonavir # 75 - 5
glecaprevir/pibrentasvir # 5}t FIF%, atorvastatin (VBB R #8318 10 =5 -

RigsR:EIEF HF letermovir B cyclosporine 5955 A {855 atorvastatin -

HatorvastatinfEE Hitraconazoleff - atorvastatinfy 4 IR F FERE:EEG H40 mg(2:p94.4
RSP EPE © H4. 58 B R R 3T E AR )

IR FEH atorvastatin 2 clarithromycin » ¢ELfth, HIV 2B (BRI (saquinavir/ ritonavir »
darunavir/ritonavir ~ fosamprenavir « fosamprenavir/ritonaviry &5 » atorvastatin HJ4ERF

B aEREH 20 ER(2 4.4 KRR ROEREE - 1 4.5 RUXEERREMREE
) -

7 B By ) BB AV BE W 35 T 1E P 6 05 P L A0 R R R B (HIV) 28 (3 B 30 41 81
(fopinavir/ritonavir - saquinavir/ritonavir + darunavir/ritonavir -~ fosamprenavir
fosamprenavir/ritonavir 82 nelfinavir) « C & §F 3 (HCV) I & & 11 &I i (boceprevir
elbasvir/grazoprevir ~ simeprevir) + clarithromycin + itraconazole 2 letermovir - & i &
atorvastatin £58 b - EREGFELEEYISTER I | BERETEENERTE - DL
HECREEFIRY atorvastatin REREFEM R (S 4.4 AR EEEE- N EBINE S 4.5
R E A R HAMR T AER) -

4.3 2

Amlodipine/atorvastatin Z2FR THIRA -

1. ¥t dihydropyridine $8{L&%7) - amlodipine - atorvastatin 34 S {TA BB

2. fiﬁiﬂ’rﬁﬂ?ﬁﬁ? HERIME FEEE B AR LARBERE LRULN) EB 2w

3. B - PALESR A BRI AR BN - BRE R TER WA NS - 3 B 9N
IR BIEERMNENT » A TSR A amlodipine/atorvastatin

3

* Amlodipine 2 dihydropyridine $5% 7 &R B8 -

4.4 RREBBOERETR

Z‘f%lﬁiﬁ%‘#ﬁ’ﬁlﬁﬂ&r llaﬁﬁﬂﬂj L\WWQ(NYHA)% ﬁ& S UNER L IRIR R A BT R B2 R 1
HIRAZE 1 (PRAISE-2)8 38 » (W FIBRUEAY & LR Eﬁnﬁﬁﬁ%%%ﬁﬂ*ﬁtﬂ%ﬁﬁﬁﬁ%#
Bl » B2 Famlodipine & TR % Hifi/K i~ $R 45 (005, 1 BR BB ) -

BERRATDIEET 29K A (2 304.358R)
faliid )23

(A AT AE S R AT SR T T BT A R A P e e B2 A Thee o] »
EHRAFRFRIEEEERHRTEG 2ER G - %R - 5 LITFE - REY
HIREF - FIH{ HMG-CoA BIRESHNEIBHERMASE —4% » ARF atorvastatin 74 4 A&
EMBBENNLERETEABRBEE FRULN)S (%) 184 - £ atorvastatin L/
B ETRERAREABR S + ¥ atorvastatin 10 mg ~ 20 mg ~ 40 mg K 80 mg &% LFT 1!
BERTHEES A -

FEIREEREIRIER  €9750.7%Hk M atorvastatingss A IR SIS B A0 MR YR P RET_EFH
BRI S RS R RIE % 6 _EFR3ME) - Atorvastatinf 8 510 mg 20 mg- 40 mg
K80 mgh » ELLREHIRERRSFIR0.2% ~ 0.2% ~ 0.6% 5% 2.3% - FFTHAEFS By - FHEE R
G R S MR BR R - [E{Eatorvastatiny |8 - hETREEESEE> 1% » St
BEERIREEREZQRAAERE - RSB AN REEE% 7 USSR a %0
o

Atorvastatin/&G FERTIEMT SHAEARES » I EHABER o 8 A HBRE I IR S e s AP AR s
JEEMATIIEERE - FREBBBRNSRE AR ATERRESEN > ERIRKET - 4
RIS (ALT) SR P12 IR A Rs (AST)B MR IE 4 18 EFR(ULN)3ME LA b » Pl e 8
SAFEE - Atorvastatin T AE SR AAMGE B RATRIE EFHSR4.8F RZH) -

BN R BARES Y BB IRTIRA » 5/ amlodipine/atorvastatin f&/\(» - 155584 FFRS
FTHRERNMEEEREBEREAEZRA  BAFR(SH 432 -

SR RENTIRAE

& A atorvastatinéyss A & A HLARERI S & (2M4.0F B HE) - AL AR s 2 1 AR
RALASEST - FS A BLEETHEES 05 (creatine phosphokinase, CPK)HIRIE FFHBIRIE S
B ER10FE - B A LUIRIRB AN s ~ I ABSE SR » B/SKCPKBEME N » FEis A
AATREE - WA S A R BARRAI RS - BERIAED A EE4E 257
R EERS - A RSB - ECPIRAIERE LF » MR AR e e T st e
B » fE4% -l FHamlodipine/atorvastatin « B Eritik & K :atorvastatin i b+ pmed) (s
A .5BEYIRX B 1 FA B M At A 47 F 425, 2B BB ) — Lo S o i 2k B 2 f e
B SRR E EPAS0 3A4REBIEE 1 R/EEEYEY - CYP 3A42 K atorvastatir
& Ve L E AT BBIEIChE (sozyme) - BEETIE % & G Flatorvastatingifibric acidfT4) -
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erythromycin ~ SEEHI%IH] - azolelEHiMER « HIVIHCVZE L ESHI%IE] - HCV NS5A/NSSB
HIEIH -~ letermovirsi{E TR AT > niacinBUAl% » FE(FANMTE B FBvEL . SRR
BLHIR AR HIRAPIE - EEREANASE ) SRR R R IE A B —
YIBI R AR A PR B - BRI o SRATIRERY) O F N R R (5 ] atorvastatin g S B AT
FEAQSLAE I R (2 4.2 I B) - FESFIG 6 Fatorvastatinfifusidic acid » B 7F{#FE
fusidic acid)&ARSARIEEITFE Fatorvastatin( 234 SEYIRX B fERI R BAU AT H FER) - 7EiatE
BT B RE R B TR S (CPK) » (BB ANG R S THIS B SN A s
4 - Amlodipine/atorvastatin&atorvastating; 4y » DL RS i R A B AT B ES M BR (CPK)HY
BIE A (2H4.8F BEE) - ’

AtorvastatinFIH A HMG-CoAR FESHINHIBIEEEY —4 - YA/ DBE eGSR ENIRE
BRHFSEHEEDRNEE - B EER P R S BB R E T — - Bt
BRI R R TR RN T ENEE - A S S E AR AN E S
AR SR AN A S | RS R (R E R S M  (EimBE » EAE
SMB - BREIAE - IS ERRE 2 5 0 BB BRI E ) » E R R
amlodipine/atorvastatin {2 F « ({5 & i BRET {737 7T 4 48015 P& T B =~ amilodipine Zeize sl - )

SRS [ AT VA A

BH LA statn FEYLRPAML AR EEBE BRI MIEHILARSE

(immune-mediated necrotizing myopathy [IMNM]) B934 » IHIBSEIEEER (25 4.8
TREME) - IMNM HERERIG B0k © SIS statin MEEEYBAH > (B HIIBSAIAE B
BINBHEEFS » 51 HMG CoA BIRESHBERM: : HALIR Bwa BBTIEARS : Bl
BB ARERFTE - TIAE R ST EL A v AR AL ORI SR - =T 8E A (5 FH e R ek
IR - FBERREE statin SEEEYIRT - HEEERA IMNM BYRE - 2590 R A statin 3§
ERYIETTIARE » BEH IMNM 2 EEPRBK BEdR -

e,

—TRHH S DU RRIE (R R TERS h EsRER (SPARCL) ; HstEedhims: 6 (80 & hE,
B TIA (B4 CHD #Y 4,731 {123 + i atorvastatin 80 mg AEB A 22 BRI/ THIZE L 5347
¢ GERERE] atorvastatin 80 mg 4F#YH it R ES 4 SR A 2R (atorvastatin 48 55 iy
2.3%MHER A RIBI4E 33 fir + 1.4% ; HR @ 1.68 > 95% Cl : 1.09, 2.59 ; p=0.0168) - Féulhy
P4 o R 8% AR SRR R VA RAERTARIE (atorvastatin 4RF0ZZRIMIAE 53 B % 17 SrAR®HA 18
ir) - JEBEn i EAIE 43 2L, atorvastatin 48 (38 i » 1.6% ) FEZESNZERIMLE

(16 fir » 0.7%) - ERoTAEAEEATEM: (EiEH ASERNEBA Bt P AR NSRS R) &
atorvastatin 4889 H M o S 4 R -

Y
S

BE(EM 3K (HbA1C) EFt @ i AREZHMG-CoARBIFEEIIEINI (statiniEBES: ) sams » ¥
AR LN 4T 3R R/ RS Mk MAEE L+ -

4.5 BV E1E A REME A

FHEEREGE T 210 mg amlodipinef(180 mg atorvastatingd7s & (BT e dok s - i
FRESEQF G » amlodipine ffySEHSF 2/ « Amlodipineffatorvastatin 464 4TI LT -
amlodipine & atorvastatin () Cmax ;@ 75 8248 : 91 % (80% (5 HEEEEI(CI) © BO%ZE103%) 5 (8
atorvastatinfJAUCHSII118% (90%{EigE=iE(Cl) : 109% % 127%) »

18 K 81 ¥ amlodipine/atorvastatin 83 H ftr BE W (T 82 % B fE FATRZE » B F HERR S

amlodipineflatorvastatinfy&e)3 & {E F R gt anig

Amlodipine3z & {EF

Amlodipine B LA %z 2 #t Bithiazide R IFR M) - FRAYFEEM] - Z ZURHE - Ui S

;CE)J‘U}%U@J > R - E TR - JREERS A B 8 - Hid R CIRRRE ks
—EfEA -

CYP3A4 gy

AR A3 5 Z3 amlodipine B4R 180 B34 diltiazem Ky 4275 1 MRS A (69-87 5R)&rilpk
amlodipine Hyifl H IR & 57% - BEFIARAE A (18-43 3R)HEF erythromycin » IR @ EEZ HR
% amlodipine Y2 SIRFEE (0 22% AUC) - (B8 B R EEPRAARIME L RIES - (BREEA
T RERIA I A BE B 2 - CYP3A4 HI5E3HTIENE (FI40: ketokonazole « itraconazole
£ ritonavir) 1% amlodipine MAERE BT &SR diltiazem - Amlodipine Bl CYP3A4
HIBIBIGERNS - FEIEA - TEESHR T 5 (R BE R KBRS -

Clarithromycin

ClarithromycinZ&—f&CYP3A4EHN&IH - S clarithromycinf Flamlodipine &3 5w A H94E
(B - & amlodipineiclarithromycin—ite (s F% » BT UEERA -

CYP3A4 585

B Al 1 % CYP3A4 % M M 4f amlodipine i @ #Y B H} - BICYP3A4SE MBI (40: rifampicin,
Hypercium perforatum (St John's Wort) 4% FH TJ 45 & 3 B amlodipine i i & & i [ A{EK -
Amlodipine #CY P3A47 S| 31 FAHS FE/ I\ Q) -

A&t
20&5{2FERRE - ffikamlodipine 10 moEE—mi 21240 mLATERHY » TR AERHB Y
amlodipine Y EE8) % - EMEREBRFARENCYPIAMRTERE S M - CYPIAMRE T HEZMN

amlodipine ity B¢ 3% - [l I 7 2 8 amlodipine 52 %] & f 5% %5 & i - 0F A, B B S 48 % A
amlodipine 47/ o] FIEPIAE @M & - TR i R (E RS54 -
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FHR A BT MAT B Ramlodipine 1A T 51 2 54 BE#(digoxin ~ phenytoin ~ warfarin
giindomethacin) VB LRI RE -

£ FIEAZEH » amlodipine BLELAEEY)f FEHE - amlodipine SR A FI By HyBEE)£254 7 BAREATL
% °

Cimetidine
Amlodipinegicimetidine ffiRHF - A& & &amlodipinefyBEEHSE -
FEE (FIER)

SRR amlodipine E—EI B HHARES » $famlodipinelyBEEh &S A IR -
Sildenafil

Sildenafil 100 mg# —M& AN A AN R EEAIZAER - Hamlodipine BB R 289 H
#8 - Hamlodipinefsildenafilft il » ISMEEES 5L A FHIEMBRER -

SR G 1k P

Digoxin

Amiodipine digoxin R R e R MIE  HIdigoxiniE fE sidigoxinfy B &R = -
ZEE(ENE)

Amlodipine 10 mg—R % RHI B ¥ Z BT EEaI G A ARV -

Warfarin

AmlodipineEdwarfarinffiRH% » et Bwarfarinfy 5800 5s R & FERSRY -

Cyclosporine

BT HERBHEAHEAZS  BRTMAHERAS B REMIER - #Tcyclosporine 82
amlodipine (Y EE )32 B {E AW 5T - 57 % &1 W B BI85 A 0954 Bk B 7= amlodipine §f F
cyclosporinefif » ¥fcyclosporine R {EIREHIR Y - RIEBLER S FIHIM40% - BRBHE
R AEFHamlodipineli¥ » fE% R ESAlcyclosporinediERE -

Tacrolimus

EHlamlodipine & & FHF » tacrolimusyIn S B A AN ER - SBfatacrolimusfyssie -
BAtacrolimus;&#RHT%s A {# Famlodipinel¥ » MR Ex Hitacrolimus &y o At 53 15 0 S s 7
g

Rapamycin (mTOR) A% 2Y6 /e85 £

mTOR HNHIE (B4 - sirolimus ~ temsirolimus F1 everolimus ) & CYP3A 52 - Amlodipine
R—TEFFR CYP3A HIHIE - #+F mTOR HIGIHEE » amlodipine T4 €150 mTOR &I
RER -

B E R R 2 AT

Al

AtorvastatinZZ FAEH] :

EEFIHMG-CoA R FEFIIFIBEIARIARM - 44 AAR MR GRS T T s m:
i  cyclosporine ~ fibric acidfiT4#) - & EASE R EAIniacinglcytochrome P450 3A4/{H:

FRINEIE] (BI4n: erythromycinglazolelFHMER) (ST EI2FLAR: HEAHME
B4 ARBRERBROEREIE: BIERBIEE) -

CYP 3A4 #ligngy

Atorvastatin Z4EFH4IIEEE P450 3A4 (43 - §£F] atorvastatin £255%¢ CYP 3A4 ?[ﬂﬁﬁﬂmgf

¥ atorvastatin MIARAEMIN - 32 T 1EAAVIRRE LSRRG CYP 3A4 BIE R EI>
A .

PERATTIR

Atorvastatin B atorvastatin (fy ({354 & & OATP1B 1 EEREREHI/EF S& - OATP1B1 &I {
#0: cyclosporine) AT atorvastatin §94= 84 A FH 3 - 1§ atorvastatin 10 2358 cyclosporine 5
mg/kg/day &4 T E{f atorvastatin FIBREEEF 1 7.7 (S (INE S 4.2 FERAR-SHE A
) < MRF LR atorvastatin B cyclosporine 24f%F - atorvastatin BB R E]#EiE 10
T o

Atorvastatin ZHTRIEIERIZE (20 5.2 BEBIEME) -

#é atorvastatin 10 Z 57 cyclosporine 5.2 5\ /I R& 4T & atorvastatin (IR R
(AUC LE(E © 8.7 ; 25 5.2 BEBHERYER) - Cyclosporine B A HFaHE TS S AL 181
(OATP1B1) - OATP1B3 » HEHHEMES 1 (MDR1) « H 18142 1 (BCRP) L CYP3/
s » B0 atorvastatin FIIREEE - Atorvastatin (VB SR E#EIBE A 10 25 (2
# 4.2 FAFR : BrRIE(EY) -

Glecaprevir 2 pibrentasvir @ OATP1B1 - OATP1B3 - MDR1 i1 BCRP &\ » ity

atorvastatin HJEREE R - Atorvastatin FIIE R ATHZIAG H 10 =35 (200 4.2 FiRER : 44
HhEE) -

HtH& R atorvastatin 20 ZET5E1 480 = letermovir &{F atorvastatin HIREEF S (AUC |
{8 : 3.29 | 209 5.2 BEBIBEET) - Letermovir &I i8:EES P-RIZE S - BCRP ~ MRP2
OAT2 IR s EAE OATP1B1/1B3 » B &4/ atorvastatin FIUREEE - Atorvastatin fH]
FHEBEEH 20 Z5 (20 4.2 XA « HEEERY) -

‘E BfF letermovir 82 cyclosporine #% > 48 CYP3A 8 OATP1B1/1B3 J85> Hofth i F sty
VR EEFIRRETAEERFRARR - FEEEIEFHEH letermovir B2 cyclosporine #fs AfiEF
atorvastatin -

Elbasvir 2 grazoprevir & OATP1B1-OATP1B3-MDR1 1 BCRP {4l &t atorvasta
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MIREER - JLEEMEH - G THIRRIEHR(SH 4.2 FIARIR © SHRIE0EE) -

Erythromyecin/Clarithromycin

Erythromycin 82 clarithromycin ‘& 24053 P450 3A4 AYiTI&I%] - Atorvastatin £2
erythromycin (500 mg + —XPUZR)E clarithromycin (500 mg R RS LT » &F
atorvastatin MM REAE (IFFESH 4.4 FREERTEER: NERIAREES 5.2 6
BREhEMAH - YIS EAER]) -

HRA LN atorvastatin 82 clarithromycin &4:%F » atorvastatin fI4SHER TRIBSH
20 2% - EIEFER T XA 40 E3E; 80 Z7T atorvastatin A » TE&HHER
clarithromycin JA5EHARIEREEEEIE » R (EEHER A EOER TR EmE =
] EEHE 1 {3 ] atorvastatin J&5F -

B

1 atorvastatin 15 HESHIHIRI(C 50 H4RME @K P450 3A4 BHIEIB) & HHE T &{F
atorvastatin B9l PHRRETHE (20T 5.2 BB, - EHARA HIV ESEEIES
tipranavir/ritonavir #£75 » 2 C I 38 2B S EEHI&IH telaprevir By A » JEREG 6 A
atorvastatin - % ARRA HIV E S ESHIEE saquinavir/ritonavir « darunavir/ritonavir
fosamprenavir 5% fosamprenavir/ritonavir » §ff2 atorvastatin B[& 7 [EREE 20 =5 -

#HIV ZEEFHNEIB - boceprevir - telaprevir §. nefazodone %t FERE & ik /DA S HER: » 1
gAY RS -

Diitiazem hydrochloride

i atorvastatin 40 Z578 diltiazem 240 &A1 T E atorvastatin BIMAEERET (S0
5.2 BEEIBMER) - FIERET diltiazem SREAGEAMNERE - MESSNIMASEE  DREEEEAERY
atorvastatin AR {EBELNE -

Cimetidine

E#T cimetidine 52 atorvastatin BRI E{FFAARER - MERERK LA BRI ER (SN
5.2 BMESHER) -

Itraconazole

Atorvastatin (20~40 Z77)& itraconazole (200 72 F & 355K, atorvastatin AUC 3% - 418
B WAELE itraconazole $ atorvastatin S4#%TF » atorvastatin Fy4ERFHE R WIBIBEN 40 =
T2 o BIEEIER T 80 255 atorvastatin BYK A » TE&HHEEF itraconazole J& AR FElE
EHBIE - REEEHE A LT RAER T AR SR B 5% 2 - atorvastatin

9

BREAESE 4.4 NRBE R EEEIE | BHFRRAARSRENE 5.2 SESME | SRS EEH) -
EER

EF—TEE) L LgiE CYP3A4 HIRSy » &7 atorvastatin (i th &R - 4RI 20 EES
ST (KRER 1.2 A7) (B4 5.2 BEIRMR) -

eI E P450 3A4 FUEEEY

% atorvastatin B4l a3 P450 3A4 FIEKEMI(A efavirenz « rifampin)&H1&F &t
atorvastatin (il IR L IRA EFE EAVPE(EIRG: - B rifampin BAENTE (EFGIGE
3 PASO 3A4 SR FIANAT MR KBRS OATP1B1 #HIfE ) - L2354 atorvastatin
2 rifampin [E8EF + RARIET rifampin 2 £ 1F atorvastatin 3 f:REH 35 atorvastatin
IR R AR EAY IR S (S50 5.2 BEEhS{eE) -

Gemfibrozil/fibrates $Eg#Yy: BB A fibrate JHEEY(E B & &AL AR E - 854 atorvastatin
FHR N AH B ERR TR fibrate FEMSEANFE - —EIER % atorvastatin §2
gemfibrozil B¢ At fibrate it (S MRIFREERERETE | BRI -

IR

1% atorvastatin Bi&H H &L Rk S S LB O AREIBEBR A HHE T & F atorvastatin {1
TBRREREKAT 35%  Riff - H ¥ LDL-C HYR R R I A iy -

Antipyrine

A% atorvastatin R Efs 4 antipyrine (VBB H& > Frl » ATRHISEHAEHER
cytachrome isozyme RFHIEETEEAL R T IE ©

Colestipol

# colestipol £ atorvastatin &% T » atorvastatin B91fn & & H IR (K 25%) S .
it » atorvastatin 82 colestipol &HHE RIS E fE AR T EIL BRI P E BT A -

Digoxin

H§ % BRI EHY digoxin 82 10 E 57 atorvastatin S Fi% » digoxin HIRREIRAM R
RSB - T - 1§ digoxin B4 H 80 ZIaHY atorvastatin &2 % » digoxin FIEEEFH
4y 20% - $HIEEREF digoxin #9978 A FEHEfT I E RYEERI -

Azithromycin
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1% atorvastatin (X —REX 10 EF)H azithromycin (EX—REFZK 500 B3 HFH T a8
atorvastatin {y)fn H3ERE -

CfR s

#2857 norethindrone K ethinyl estradiol Y g ¥ 22824 3+#% 0% » norethindrone B2 ethinyl
estradiol fy AUC & HIRFAE 573 BI4Y 30%EE 20% - A IERST atorvastatin A9&%4 » 1E8EFE0
ARERZRBEns - [ERIE LR E RS AEE -

Warfarin

E#T atorvastatin #2 warfarin (Y32 5 {EFIRER )0 BB BIGER E AR BITEAER - 25T
$&52 warfarin JAEERUR A » BEF atorvastatin B - JERRRRESHE -

Fusidic Acid

SEARIRBAT atorvastatin 82 fusidic acid FIREERISE + HTAHER statin $EEEW) (RS
atorvastatin) 1 fusidic acid KR A\ FERETEEHLSERE « Ib—3R T 1EHAIEIRE - 7268
REMEFEREEM fusidic acid A5 AT » FER fusidic acid SeEHIRT £124E A statin 5%
Statin FEE =] BATERI&—H fusidic acid #y 7 K& EHBHIANER -

ERERKEMA2 A fusidic acid FYBISMER TBINE T GREZRNE) » EEFAE
RABEVIEDNEIGRAET - JTIERRRZ R atorvastatin il fusidic acid - PEZEZRH A
HERZEMAN AR - RRRERAERIE - SRR -

Colchicine

HEARIARENTT atorvastatin 82 colchicine IS E fEfEAER » ©F atorvastatin £ colchicine {3
F5 [REARRERE - £F) atorvastatin £ colchicine BEFE/\(,

Rt 0%

IEARsBE - L atorvastatin ¢ FfE I BEESEM RN R E(UROAT + A BIBRETIER Ll
ARRENER - MARETHARRESEYOZ LR -

4.6 1RZGUGH,

"
B
CADUET SRRz iy 2otk -

Atorvastatin

Atorvastatin RPN EZL M RHFEEZM RSN REET - T HEfis2emE
RZHREEAIHEIRES - B HVG-CoA BIFRGHIHFIBI &R/ IEERE SR » BAER
VERSTEIRE 1T A 7 Bt 4 E MY E A R BRI atorvastatin F MG MEIS T BE I B

11

SRASEEE - CADUET [EN SRR IIRHER (2H 4.3 8R) - BIF atorvastatin
MIEER] » HETESRNERAR « R RS E RS R T SR B NS AR R A -
TERBAR T4 AR T - 4> BIFEER 3 30 0 20 £21A 80 mg MRHD (s
ABEE) EEZ \BREERNVEIET (IREERTEE [mo/m?] #E)  JhiEmEes)
Ra-Pa R B R RTINS - KBRS LHARI4 T atorvastatin » 726 {
MRHD BYBRIE T » HRIBERERNBEFRENTS (245H) -

Amlodipine

EiteEE RBIMEZ 2R R amlodipine AVETRIA SR » 1678 B LSBT T
ERSER RN EE A SRR RS o 198 2l R o i PR o s S RS AT B A
W (2AEAEEET) © EEMEERRD » BRI ENR T ESRE 4 R0
LA 10 570 20 { MRHD AYH|2352 amlodipine maleate §9 IR SEHERS » A{EBIER
TRERAE R REE - NEERARINS » (s s B E RIS TSR
amlodipine 10mg/kg/ HE| &Y amlodipine maleate » R EFHFEE HEZ R (4
50%) » T SERAE B RN (495 1) - BISCRERIEHBIE T - amlodipine malea
A ERA BRI GHIRE (24784 -

HNEEEREN S - EASREGERRENE BRI EHERE - AR EeE
FERBAMG - RESIEAMAFIGSROBT RER - £XES AT - EHE FSRaEgEs
PERSERAMEAIAEN R B R TES BIR 2 F 4%F0 15 5] 20% -

BEARSREIR
BRGSO 6 52 e

TR MR S e O 5 A FRRRUIE - AEARMEIRNR ~ RENEEGHE (Flans
EHEAIERIIM ) IR o B Mt IR ER R 84 T = R4 RIREIRI T3 PSR TR
B - SHETBA R R RZ L IR T B - B TRE -

NBEH

Atorvastatin )

RS IEAST - SASITRERBEPTE 2B atorvastatin calcium WAETRESHRE
B MCRB AR ENEA L RE SR ERRE - BEY BTSN REN A
HMG-CoA E[REHIHIRI 48 £ AR R E TR RIS - —IERREL 100 LRI M: B}
simvastatin B¢ lovastatin BN EZESRLR » SRERE « B EREFREIET
RS R RE RS A TR - ZERBUE BB E KM R AR 2 B 5 A 3
=3 2 4 (ZRIFTEEN: - 7F 89%RIREMEBHINZ B » e e E N FE S
A B A — 2R S AR R SR RS A -

EnEn

Atorvastatin

Atorvastatin ErifiE A BRAGHE - TERG AT RRE D BETT B SR S HT R - NBE 4R
el » 2253 BAER =2 300 mg/kg/H A0 100 markg/ B A9 I IR R4 TSk A 0% -
RERRTEREZDTWIEY - DEBRER (mg/m?) 8 » FilmESmN T
REIR MRHD ABREEM 308 (KB 20 (BF) - BT AR DIHELNE
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300 mg/kg B - ERGEREMEM I RIESEBE T - 46T R T HMENHE 50 fI 4.8 TRIZHE
100 mg/kg/ BB » EERLE FRILMBENE NN 48T 100 mg/kg/ B IHI B HI M ARG SR A B 1% - Amlodipine&iatorvastatin & 5450 1F 4 5 R BEE B h 1,092 4 3675 15 M R 1

EE g o0 oo . FE B ASTA5 % 24 - {EREPRBAZE S @A IE2 5 amlodipineatorvastatindf &
25 4 F - BHBIR A SRS - 465 100 mgkg/E) atorvastatin = 8, + HI7E, ELIEARRR) - |
FEHATRAY 21 REARH » LUR4ET 225 mo/kg/El 2 B8, » BAFRAHELE 91 KR RREIMS - amlodipine#atorvastatin &S AREVI 21 RIF - F REERRAS RIREE F
HFRHHBERR  (FENSEFEESS (£ 100 mg/kg/ O BE FIOERiEE SR ; - EHREERART > BN F R ERRBERBRE SR AERTEA » B2
FE 225 mg/kg/ F BB T A B G 5 B B S REFIIRA BT ) o AR AUC ol » amlodipinef{latorvastatin/&#EE55.1% > MifESERIMEH4.0% -

i}% at)on:astatin MBS MRHD ABSSREE R 6 4% (100 mg/kg) F122 fi5 (225 BT g4 RiBamlodipinelatorvastatin S FRatER B, - T4 (d FI (RERFr &4 o
g/kg Amlodipinefi&RER
Amiodipine Amlodipinelgiit 52 1 B « 1E40 &5 M RS eI A OB IR R pR et T » % B B
EWEABASTEEERE LN SRR TR 10 mg amlodipinelkg/ O " ?
ERIE (RBMRERIAE » 250495 MRHD &7 10 451 20 f%) #7 amlodipine maleate
B ARSI S A IRRS G SRS - RIBAEABITE » (AR 14 R MedDRA %423 E 718 7 LB
PRAGE BB (R YREARS - 44 THEH amlodipine 10 mg/kg/ H & EJ amlodipine
maleate - ST EBERE R (4950%) » TEFEAIRE EBEESIN (495 T A SRR B - TR~ VEIHE
&) - PIPERERELLEIET » amlodipine maleate TTXE& A BAIIEIREIRI MG SR -
Lo E
29
Yol i R AT
CADUET F1S1E W88 R PLEARI G -
e RO - 1L
Atorvastatin
Atorvastatin FISEHEB ARG (28 4388) - R EREI RN o1 e T A TKHE - s
SUEE AT » S AEREEER - B ATIETRRES atorvastatin B BEIER AL,
o EFRRERILER T B — BB T S E ASEILT 0 H atorvastatin TEERA B
ot o B ETAETEI PR A rh s BB BLA N » (R385 412 R EEs/F CADUET Saf BT » WK Samlodipine BRI - REE (Y REZ RENEHL -
ARSI AR, -
Amlodipine Amlodipine - HiT&EA K REYRI(E R TE:
RS PRI LIS BRI A TR AZRHE S  amlodipine LUEELE 4.2%#yAr4E
BB BFEN AT - A £2%) amlodipine BT FLARSEAE R BLITIE - BHR MedDRA ZffisR B0 TR
amlodipine ¥ $.-ERRAVRE - HRNSEHEMET - RS 2 BBk ~ m/MER >
= ALRRE (RN R RAEE
Atorvastatin FIFMEZ LR I RE SRS A « IR EA STEEE NIV
CADUET 5 iR B A 22 - i el
TR RSB - BARENEERY - RBAS
4.7 BB RSB B PR - B - CRARIERT - IE - SR8S0
1Rig atorvastatin 82 amlodipine B ATE 1A ABEAR K &R A SIS SR (EHEIRIVAE 7o R
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HR IR REZHE

B BRI Hig

[ ErREE KM ~ &%

DR~ R BT R R IBZBRK ~ DR PRI 3K

E B PHEBENE  O% - HERR (BET
3K) ~ FHUBA - B - B

B RZ T 4H SRR TE ~ BT RIF - MERE - BERS

epililabaattadiadia; RGN =9 - ALPOREE - A

B BRI PR B IR SRPR ~ DRPRIEHE - PR

SRi-p St BELIE - (58

— RS SN AL - AHE - R

i RS /RIS

FERMIT R e ISR - BE © MR B R S AL -

BFR - BN R I B S E (RSO H87—50) - AHLEptikamlodipinef97
NS EEIRE(ESTAIHRE - RIS HEIATERB 5 RAEE -

M ASSRET BB R —1 - THIF REFERDWIRE - T AR E AR
MA@RY - LAEREMI) « AR (EIE ARG - OB ORI RO S EEN) i -

RERA (617 5D

Amlodipine {i I S ERF I S2 RAF - T REBLRT LR AR - F—TE4A 268 153
ENERRT 0 RERTREMOT

MedDRA #fifips B 798 RRIEH
TREERGBR VEE ~ THE
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MedDRA REHEI FRIEF
MR METREE
"R~ HORER MR E
ElS [
g%ﬁ%’%‘iﬁi&ﬂﬁmﬁ E5

REDF REREMRPERE - BEF RS (FTERHTH) $4%5 amlodipine 2
mg 48 7.2% ~ amlodipine 5 mg 48 4.5%FN2ZRBI4H 4.6% o 4% 1 S HASRERI BB B [P it
FRZEME « RERAREREARAERBETISEE - kS5 OERNIEZ S -
Atorvastatinfy KBS

Atorvastatin KBy it 21 BAF + R R FEIEH RECH BT - 1E@3516,0661i (8755 )
atorvastatin» 7311 {1 {2 F 22 RUB) P A BHART R 533 2 75 A K atorvastatinZe B S H e
SABRRRIET » #Zatorvastatinf&BIVE A\ H5.2% E LT BRIETIFE - B2 7Rt
IR ARIE4.0% RS 4T R ET P -

ESMEMBHIREERARIIRAT - BRE R(2 1%)HIEIEERIE Fatorvastatini&ReA]
BV RERER

BT A SR ¢ MO

RSB MERE © T

PRI ~ PRSI ARRETE © ENRACE - M

EHBREEE © PR - JHIER R - 1B - BIEIRA

HILPAY R AR SR (LRI + BTG - ORGP - APATEBRAAHS - ML - LS - BRENIERR
B FFIURESBRRE - P EET RS
AtorvastatinZZ M IR IR P H B R EH & RIE
FAHREGE © 28

ARHERECHE © LSRN

HASNERE : 55

B RREGE « IRECTE - TR

FRBREGE : FF3% - B4R

BIMEERT T (ERRTE - ERes

WA R SRESETAEGRRETE - I A% - THECAR
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AR B : (HE

— AR AR AR ¢ -

BE - QMR ERERE

iR B R v Batorvastatind A58 LRk (% -
RERA

#EZatorvastatiGEATIR AT RS TEREEASIREEIES ZRIFTAFIVEA - THRERMEG
FHERAT - ERAERE ROV R RS -

FE—THHT 6 BB L SREHETTH 3 SR » B A TR BFISES - Tanner S5
AR B BHEBENE - REEZIEINERINERAVENIER LR 2 (FA - ERANRERA
HyZE PRI SZ MR B atorvastatin fi FIFER AR ARV EMZE 2R -

LTiRAERE

TR LR HI4TRR - B T SURMATF RHE
M3 B BRES G REE ¢ 1/ IVRRRD

LR GIRERE | BAEKEE (BfEanaphylaxis) -
s, RO B 2 -

BRHIEDE - fEm -

TR R LTREEE © BURES - (S - TR - RSk -
TR IRRE ¢ PEAEK -

FZ/M R E7 T GHIRERE - Steven-JohnsonfiE(&RE - TR EIEITIAMR - (NEMKIE - S TME4L
B~ KR4S -

FULPAYES R SR i L GORBEE - TR - BAIRS  Sorit M IRTE LT - 3K - 399 -
— R ERESRAAREET AL © Fyee  FEEKHE ~ Tl - S -

FIEMERAIRSE © RN IR (£ Fistatin HEE S BER A1 ShAE REBR (030 S8
Wk BERE B - SUIRIRG - ORE) IR - Frastatin & A S HESRAIRREHHR A -
L FRADIRERREY 2T RER » EFMERER IR » HERS 4 KB 2 (RS
SR REIEE AR R P AR R 3) -

49 1BE
55%5513’:‘)&&%}15%amlodipine/atowéstatiniﬂiﬂ’gﬁﬂ o

HijtamlodipineJZatorvastatinfy A E A B E SR MIERH - AR BT EAE RN
amlodipine/atorvastatinfiERER (2085 28881584 : WIhgERS) -

SSHMARRE R amlodipine FYRORIER ¢ BRREMVEEY) B E &8RRI R R iR - LA
BEFEAE BT AR B - W7 HARE B AR A B BE - USRS M kIR IR - 055
HRFEEHEESR amlodipine 10 mg &ITEISRAE 2 /N AL FiB R0 DABEE BV
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amlodipine BYIUY - FEAKESERIAE - Bk amlodipine BEERRER A&
REETHRENOE L - G5 ORI I8 2 e » tam IR S EE AR R R
HRE - MRSHEFERA L2 ER P MBI EEEEEY T 4T DU Bh/E M B 5RO - 38
W AR R 5 0 N B B B B E 85 R TR ST AR, -

S4HMEME R atorvastatin FYEORHE R » atorvastatin B EG AR EAVARE T E - WEKRIRRK
ARBEESREIERIILUARE » DUR(E A ST R 8 o

5 HEHEUE

5.1 BB
Amlodipine/Atorvastatin B2
Amlodipine/atorvastatin #7543 amlodipine besylate {L# % 5 (R.S) 3-ethyl-5-methyl-

2-(2-aminoethoxymethyl)-4-(2-chlorophenyl)-1,4-dihydro-6-methyl-3,5-
pyridinedicarboxylate, benzenesuifonate » BEGT 2 C20H25CIN20s - CsHeO3S -

Amlodipine/atorvastatin  #7 B 4> atorvastatin calcium {5 2 % % [R-(R*R%)]-2-
(4-fluorophenyl)-B,5-dihydroxy-5-(1-methylethyl)-3-phenyl-4-[(phenylamino)carbonyl]-
1H-pyrrole-1- heptanoic acid, calcium salt (2:1) trihydrate » ®E&=% (CasHa4FN20s)2Ca -
3H20 - Amlodipine besylate F1 atorvastatin calcium AY4ERE={0T ¢

CIQ /j", i

H Tt

a ?H H
H!C\O)j( ILG 1 "__,ul,‘\m(cﬁ“cmfill_\n&,ﬁ\aa -l

*3H0

Amlodipine besylate Atorvastatin calcium

Amlodipine/Atorvastatin #7/F /%

Amlodipine/atorvastatin 454 FifE{EFIt4#% : amlodipine /9 dihydropyridine $58 558 (85
He T REFEIS R R B HET ) fERR atorvastatin #7 HMG-CoA BEEEHIHIER -
Amilodipine/atorvastatin /5 amlodipine g3 H0%I$5 8k 2 B ANIREUA AT A MEEENE L
ALY - Amlodipine/atorvastatin #Y atorvastatin gZ432 HMG-CoA BEEeAY eI E -5 S H G -
ETE R HMG-CoA i#8 5 mevalonate BTSSR EREE + i mevalonate J5taiEls
BB EN Z ERZEIRITERY)

Amlodipine #iAtorvastatin /5436 .4 4 A
£— f@@ﬁ1660%%7§nm§&m55§%ZFAE’J%a* FTRA SRR o bR

amlodipine/atorvastatin®| 240 4(5/10 mg ~ 10/10 mg ~ 5/20 mg ~ 10/20 mg ~ 5/40 mg - 10/40
mg ~ 5 10/80 mg) - BLELE{# Flamlodipine (5 mg=k10 mg) - EA¥E({sE Fatorvastatin (10 mg -
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20mg - 40 mg ~ B, 80 m) RERIMIGK —RAVEHRE - I T B MEERIMAS R 251  15%
AR » 22% IR + 14%7, 0l B (VD) - EISiSRiE(T 2 2563 - 8
{ECADUET & s AR4AI4EIE(SBP) - £73RER (DBP)AILDL-CAIB A ZRBIAE A st
HEVBIRAANIERE(E - (BRI - (E—H52 SBP - DBPRLDL-CRRGLAHNE (2RI T
®) -

MEEE e P R
" Atorvastatin

“ Amlodipine

i BREELDL-C 7 s

BH AR R SR R

e G ATOP 0 mg|ATO 10 mg |ATO 20 mg [ATO 40 mg [ATO 80 mg

AMLE 0 mg 2L, (mmHg) -3.0 45 6.2 6.2 6.4
BRZER 2 3285 (mmHg) — 15 -3.2 -3.2 -34

AML 5 mg T2t (mmHg) -12.8 -13.7 -15.3 -12.7 -12.2
B Rm 2 2286 (mmHg) -9.8 -10.7 -12.3 -9.7 -9.2

AML 10 mg 4L (mmHg) -16.2 -15.9 -16.1 -16.3 -17.6
B2 286 (mmHg) -13.2 -12.9 -13.1 -13.3 -14.6

2 (MR

b Atorvastatin

¢ Amlodipine

GO AR AT IR R

S8 ATOP 0 mg|ATO 10 mg |ATO 20 mg [ATO 40 mg |ATO 80 mg

AMLE 0 mg |¢Lﬁ§ﬂ; (mmHg) -3.3 -4.1 -39 -5.1 -4.1
ELZZRIM| 2 228 (mmHg) — -0.8 -0.6 -1.8 -0.8

AML 5 mg |$1e3§ﬂ; (mmHg) 76 -8.2 9.4 7.3 -8.4
BEZZ R > 2288 (mmHg) 4.3 4.9 6.1 4.0 -5.1

AML 10 mg |S121éJEﬂ: (mmHg) 104 81 106 938 BTN
BLZRIM > 2286 (mmHg) 74 5.8 -7.3 6.5 7.8

il

b Atorvastatin,
= Amlodipine

AHEARIEELDL-Cor B (E 4y th e L)

3 Slpanii ATO"Omg |ATO 10 mg [ATO20mg [ATO 40 mg [ATO 80 mg
AMLEOmg [Fi9%821E -1.1 -33.4 -39.5 -43.1 472
AML 5 mg 3% L, -0.1 -38.7 423 -44.9 484
AML10 mg  (F2359%8=1L -2.5 -36.6 -38.6 -43.2 491
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TR ERER T » 1220 LA MEE RS RE 2R ALE 14 BIVHIRIP S B
amiodipine/atorvastatin EEHi% - A MEBREIEGIEIR AL G AITERZE (R AL
WA EAECE MR © 51 14 BHOBIERESEN - BT ERTREEEm> 5 55
AT DA A S RTHIPE (N ERE]) - {7 #9 LDL-C RS SIS &l SRR - 5583841
B LDL-C #EE R AEAWLE » T 62%MSHE TR ZF &R E T | ‘_
Amlodipine/atorvastatin S&#e{ ifn BEREAE, @ WiERETIAMEE 17.1 mmHg » 2FSEEETFE(E 9.
mmHg » i LDL-C SEIE{E 32.7% - 45548 58%5% AMIIIIER] LDL-C # S5 {2e (i
LDL-C BEEHNEBRSFIR - RARMERmASEEITRA ¢ <140/90 mmHg K <16
mg/dL | FEERMEEFIMAERE @ J1_E—EE T a5 (CHD) SO R DS N O I B ff
ETFHIEA ¢ <140/90 mmHg <130 mg/dL ; 3% E & inBEAIMASRE + M ECAIBIR S
(CHD) ~ BRI EEEARTAHRGHARE{ LESRETRA. ¢ <130/85 mmHg B<100 mgldL) « {EiE (i
PR+ 5173 13%375 A{#] amlodipine/atorvastatin {f &% fUBRIT S S8 B EE © £
7 56%3 AL amlodipine/atorvastatin #9 amlodipine B4 HF fyis mBERIHHAHE » Tteht
&L, amlodipine/atorvastatin &9 atorvastatin 543 o fis B8 AUALIG A R (20%) » KB ZF
R FRHY atorvastatin (18%) » SAEEiAh statin #i5E(18%) « {58 A (5 FH (YR i BRI A1
RETIAN AT A5 » 45 BR RECR I RN LDL-C #1/55IHE 995 A LE {31 - {5 F amlodipine/atorvastati
15 R85 M R A1 1 A 2% & BHERE A6 BRI A B 65% + B amlodipine/atorvastatin £
amlodipine J531F Ry RIS BEATR A B 55-64% (2 B{E A atorvastatin SL4NrRE f1 B
M9 AR 55% » ZRfEE A atorvastatin Byf Ay 58% » Z RISk FIREMASHINIRE AL 64%)

-SRI EE L RS R B

B E-RTRNAR D DR ER(ASCOT)E—IE 2x2 I TREM(La0 st 5ABh - HEY et
19,342 fifg A (FefnBE4H~ ASCOT-BPLA) > bhis: — fe b M S B2 S B AN RS S 4R Bl
BFAER - LAREE 10,305 A (MEMmASAE- ASCOT-LLA) LHEESTR1N atorvastatin 10 m
T R BRI E R B RS -HIPE AT - ASCOT-BPLA #1 ASCOT-LLA 435I 19,25
0 10,240 {7 ATEHEFRRURA. -

BB HTIRL R 20 LR R P RE I B EE(ASCOT-BPLA)

R FARTREIE B FCBAR I S MR 154 (PROBE) 383t » #144 19,342 7240 Z5<80 % - 5
B2 A LIEEM)RA OB ES R - BAED SIH FHEeHEZ L nERGET
HH: - FFH6>55 5% - RFY - 5 2 BUARIRAR © — (B AMBIAE 55 % (BHE) 2605 (i)
Rl &% CAD ZfF - TC R : HDL >6 - FIBMEENR « A0 EIEA - Ba IS st
RELEHE (ECC) &¥E - BEAR/AEARZ&MBHA » LT amlodipine (5-10 mg)
(n=9681) B atenolol (50-100 mg) (n=9661);&BEIZHI/ER -
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B TETE—SH BP B (FERERIFR A<140/90 mmHg > #ERRIFHH A<130/80 mmHg) +
amlodipine 48[/t perindopril (4-8 mg) » LI atenolol 488 /i0_k bendroflumethiazide
potassium (1.25-2.5 mg) - —4H 7 55 = 44515 5 doxazosin IE2EITI(GITS) (4-8 mg) -

ASCOT-BPLA HERTESF4E 903 HIEEEH (JEBEBE: M RIZZENE CHD) HIiBHIFR 18
5 5.5 1% » )& amlodipine FERRETI THIREFMREVBIE RIS TIRASL L © BB REBE
TR WME (CV) SETRMPRE - AR EREZR/D 1150 FIEEHHHEM -

bt & amiodipine 41524 atenolol 40  FEEFEME MI FIBFEYE CHD By F 518N R F4E
&1 ERIBEE: - L amlodipine 4HE24 atenolol 4R » £ REREIAREE: « FRERERIET -
HSEHMERMIEESEM: PRI B BIE S HIRG T EREERD -

19,257 (L THPAS RN A E BRI KSR |

& amlodipine ;&5 | <& atenolol &%
= = o SIWER
- N=9639 N=9618 ABIEE (%) B p
n (%) n (%)
EE 429 (4.5) 474 (4.9) 10 0.105
FILi: CHD
(FEER)
28 CV R 1362 (14.1) 1602 (16.7) 16 <0.001
e
2 EHEIRETR 753 (7.8) 852 (8.9) 13 0.007
B
IEEECEHE MICE 390 (4.0) 444 (4.6) 13 0.046
EREER M)
+ H3Et: CHD
Eﬁ)ﬁlﬁ?ﬁt 738 (7.7) 820 (8.5) 11 0.025
e AT o @ 263 (2.7) 342 (3.6) 24 <0.001
BELHEERIER 327 (3.4) 422 (4.4) 23 <0.001
SEMEH L
BOLEFIIER 134 (1.4) 159 (1.7) 16 0.126
et MBS
21

LR EE ]
° OMBFECTER « JEEBEM: ML CERIERFEERYE) © RRELLOEE « SR 08
8 > B AR 2 AR EE  JERTEM RS - JRESEM P, ISR E (TIA)
MRS TEERUR (RIND) - REIEMERE - AREIRERRINERL Fil

© EgEHE: CHD - JEESEHE Ml CERIETIIRERME)  1RMIREM LEHE - TRERLLERE -
BIEMAIEBGTIL ORTRIB

4 &4 RIND

M{EERRIZAVMER (SBP/DBP) fHBINE A EEE(E (p {£<0.001) - & amlodipine
4R EC#HARY SBP/DBP [ EIZREREE AN & atenolol 2 (455-27.5/-17.7 mmHg A7
-25.7/-15.6 mmHg) - H SBP I DBP HyTi4HREIE R p (£$5<0.001 -

TS BRI i S RSB A I AR 4A(ASCOT-LLA)

1F ASCOT-LLA 1 144 10,305 firk &34 M1 H TC J8RE<6.5 mmol/L (251 mg/dL)&y 40 &
80 3% (14 63 %) S A » 504 atorvastatin B EFEEFIFEEFEM: CHD BIFER - BL4h -
FrERAREEVZMEFHGMEREET - B - F8>55 5% - 5T - BRI - —rE%
Mm#RY 4 CAD - TC : HDL >6 - B EER - ELEEK - YRAEMMEEY: - e ECG
RE  EAREEAR - TAYE - ERBNESART - MRAETRIOEAE (GBERRE
HAER B 1R BP <140/90 mmHg » $EFRFH A& <130/80 mmHg) - B EEREZ
atorvastatin 10 mg (n=5168) 2B (n=5137) - PN HAPHrlF atorvastatin BYFEERAEIE
R ERE B S E » ASCOT-LLA 7 3.3 FIFRRTER 1 - TFRME(T 6 42 - fho) -
atorvastatin F1ZZREI4RK ARV R IS RIF BRIV - BEMEBE e RHREE -

Aforvastatin EHE{E FFIEAE#T 45 ¢

EZ& e HiEW pE
(%) ( Atorvastatin g
L3973 5 4= D)

TEREINRE: (23ttE CHD® iksk | 36% 100 A8 154 | 0.0005
BBEHE MIP)

2 EE M E BB i 20 % 389 MBI 483 0.0008
2B AREIARE 29 % 178 HHE 247 0.0006
BOEEAIFEBOEE R RS 26 % 89 HHEN 119 0.0332
o ShiLiE +

b

L
S A R A o e (SR 1 A M S > BT /K8 (p=0.01) + fEL
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RV RIS RIS, 26%0075 7 e -

REREIATES - (HERIIECEN LM ETEC RAKEEERE -
BB B AR A T AR 2x2

ASCOT- LLA fEFfZ5eERT ASCOT 2x2 RF-434T » H5EH§ atorvastatin i A amlodipine 4/
B atenolol 4HAVEIBEZER -

TE4 A ASCOT- LLA #J 10,305 firfis A » atorvastatin 4575 5168 firfig A (2584 {irfs ABES
amlodipine + 2584 {i#5% atenolol) > ZEIWI4EA 5137 fir (2554 firfF A#E5% amlodipine
2583 {152 atenolo!) -

FEBBEHE MI FISIEM: CHD #I AT ORISR M {E 4RI 10,240 fir ATSHASHES0R ARV
BT -

Amlodipine 1 atorvastatin (7t FVARREEIHEEFEM: CHD FIIFETEN: M| AyHS T B
SSAmE R -

* HH# amlodipine + 22| R 53% (95%Cl 31%-68% » p<0.0001 )
* HHELIR atenolol +atorvastatin % 39% (95%Cl 8%-59% » p<0.016)
R p HA 0.027 » FEBSEHEZ 0.01 KAERG R BHET LHUEREY: -

SERNEQFEFTE < (8 (SBP/DBP ) MRS %A 7 IMBREETEE (p {<0.001) - &
amlodipine FRIETEEHERAGY SBP/DBP [& X2 AN & atenolol 45

(amlodipine/atorvastatin 48825 atenolol/atorvastatin - 26.5/-15.6 mmHg A8z
-24.7/-13.6 mmHg » amlodipine/ZZRIEIfHER atenolol/Z2RH] 5-27.1/-15.8 mmHg AHEER
-24.1/-13.6 mmHg) - Fi4HRS7E SBP/DBP Z&fY p {839<0.01 -

Amlodipine 7 &858

Amlodipine g $5E T AN (18 ER 87 F B R BT SR T I 508 » 36 B el $5u
TEIBATEROR AR EA G R B SR -

Amlodipinefi BRI F MR E R MR I TR HLAYEER - Amlodipine 8748 L FEIIREBE/E
FOTRI E R R SR RETL » B BT AR B 5 A P 05 2 TR B Co LR A 2 0
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1. Amlodipine BE4R5R AR AN /N BT AR - 8 b AR B H1 00 L TAE R GER AR 0 (12 & 1
[afterload]) - FFVLBRSEFRFFIRE » BAERD BB E I IE F BT DA LU e B S
TOEREK -

2. Amlodipineffy{f: FR % th ] S5 AL & HRTR IE & WIBFN B i B 180y E SEARBHAR B iR/
Ehil - SEREIRGRIE A G AR BIARE B (Prinzmetal’ s S8 S T LG 38) R A Lol
RS 3 B IRGIBIERRS [ SRR B AR - -'

=3 BB A B FR — R —ZRF9amlodipine 2 % - BEPK_ERERAERRBESAI24/NFIE RS b - 955 A4
ERATEMBRA G BRARIEE - diftamlodipinefI{F FIZ 4B 18BHIAHT - BRIt T S B
& - |
MBI AR A —R—Ziyamlodipine » FTUASEIARIEBHEFS - IEEN S0 EORBIR S F0%
]~ SE NI S THIEL 181 mmiktHTEBHIE R - B OO S A SRR B L E STl s B
Amlodipine A & (E(AIF REVAHIR St PR ERRENEHE - RILES R R - b5
TR SRR A

Amlodipine A5 THiA IEER

£ PREVENT s8Bgr » 825 R E R EEATRGARER (CAD) HIp AR E
% amlodipine (5-10 mg R—%R) AR WHEZ 3 4FIBHE - A RBAEU EB T
BRI E RS RR SR E B bR T B ERIRREE Y - (BRUBIIEET CA
WARTRIEEBSE © B LRI B F il iR s ai) -

CAMELOT B A 1318 (LM E RS ST EA CAD - i/ T iR BINRERS - B 4ED
REETB BT H o HR<40% YA « WA (76%5B1H: » BO% E A » O3%IFLBISLER BT 4 A+ 89
HOBRERE » 52%KH% PCl » 4% %% PCIEAME XL » 44%CINET) Wi
ECZE amlodipine (5-10 mg §R—R) shZeRiBIE b —IEAVEES 4% - FIRHERaS aspiri
[(89%) - statin 5% (83%) - ZEUEET (74%) ~ BILESH (50%) - HFrstmm (40%
BAFIERB] (32%) XA - {EHRERELAR S5RE T30 M PE I A e N i 2 o S A3 MR R
19EA - TEFEISIERE EREE TIHT-—~SEMRIATRISRT PRGN « IR
BRI GHAEE ~ QMEBIET - #2lZ O0MEL - BEOBERTAER - hETIA
SREBIME S - £ amlodipine 4FZERIBISHAISBIFEA 110 (16.6%) F1 151 (23.1%) ;
BEREEL - fEREER 0.691 (95% CI : 0.540-0.884 » p = 0.003) -

—Iq% CAMELOT SHEG TSR 7ol (n=274) BER » fERAMS RSy
TEREIAR ISR B IR RS R 2 | » amlodipine BIZZRIF > B8 FREE 2R .

TREVHERGEIHEER DUk T TRETHEEROERER « 3 TGN EAE
(BFELIESET ~ #RRR OB - OIIEE - ROBEIRT R « R/ IS
MmEAF [TIA] RAEEMEPIR) AR amlodipine FZRIE > MARBEER -
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F-CAMELOT HIRSER R B ER
ESER3BER N (%) Amlodipine |  ZZRM TS
(N=663) (N=655) {p 1H)

HE CV fEEE 110 151 31%
(16.6) (23.1) (0.003)

R {ER 51 84 42%
7.7 (12.8) (0.002)

SEARBIRR B B 41T 78 103 27%
(11.8) (15.7) (0.033)

AR R E TR B B

8 BT —TRRE R DA R MBS A RETERS LR 8 fE 258 (ALLHAT) AUt YAC - 5 - 8RR
SR - S E PR - thEbIZEY) © amlodipine 2.5 mg & 10 mg/R (§58EF
i E B Y lisinopril 10 mg = 40 mg/R( ACE HI&I YA 2L thiazide FFRE chlorthalidone
12.5 2 25 mg/RIE R EE—4a 2k -

HEERSIEC 42,418 L EE#CFIIER 66.917.7 )2 EMMEEAA - FHEHE 4.9 6F - WAR
BEVHH—IH CHD MBEF - iE8H M HE> 6 HRRE - REAMNEERIVTHR

(36.0%) - HANREFRH (36.1%) ~ HDL-C <35 mg/dL (11.6%) - i\ BB BIE
EHRERELERK (20.9%) - BAIER (21.9%) -

TIPSR ABGEE CHD SIEBEY: Ml 2SR5 - & amlodipine SaRF1&
chlorthalidone ;&9 2 R4 F ERE(LiEMEAR S IREE=RE (RR 0.98 : 95%Cl 0.90-1.07 ;
p=0.65) - 4 > & amlodipine 4RI chlorthalidone &t R b (AR RFE TSRk,
IHEEE =R (RR 0.96 5 95%C10.89-1.02 ; p=0.20) -

jE E lz\:/ \%f@iﬁ é

HRNYHAZS Z 2 55004 L3208 A TR R E) I IR T A0 DB E) AR R ey B IR M B R S
BEEE - (RIBEE S - OB N RAERE RSP - amlodipine R & 25, 1B
HE R b -

— (BTt Adigoxin ~ RIFRMIR: MEWGE RMREE 3 (ACE)IIGIBIEINYHASE = 5 IU4R ()
TSR AN RBH BT (PRAISE)EHE » amlodipine s G300 FRI8K \HVFE U RSSET
B EEER -
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—{ELRATRERI® . ACE HIGIE - Fih3(digitalis) - FIFREHY NYHA 55 =-5 V04 0,FEE
RARFRER 2R EERRERERNE TS S EER Mt O 2 TTEE » 7EthEE
amlodipine FZZRIE > FHIIEHEES EIFZE(PRAISE-2)FE R » amlodipine E4RREIET SRF0. (0
BTRERRIECRIGHRE - ER— W AR T - $E OSBRI S £ RE ML B E
=5 » B amlodipine Z& 4 fii7KiE 2 SRR S ZIHR -

Atorvastatin 7 Bésa2

Atorvastatin & HMG-CoA B [FESHEZ i R HIHE| - EFEEREEEE HMG-CoA i &
mevalonate HYIRIREREFE - T mevalonate Y2 EIEIEEIREN ~ EREAVAIZEY) - BHAREIR
BETFRAEMERGTRENESRERME (FH) - ERENSEERMDE  MEEATEE
MIERIFEA » atorvastatin W] DAM{EHARIBEIRS « EZEIEE S RER (LDL-C) RAsEATTB
(apo B) - Atorvastatin i T[S ZEASE S ISERE (VLDL-C) K=&H/Hls (TG)» A H.
MNEFEEREAKEE (HDL-C) -

Atorvastatin #1015 HMG-CoA B[RS K AEEIRRAE R BEPIEI- &R - M I 4= my LDL
ZERBE o (R LDL YRR AR MIEEIEER RAEE D MM R -

Atorvastatin &6 LDL #9254 B 2% LDL %78 - Atorvastatin E[{ LDL 258 5EH0ARE BLi%
AGHEHN S EREIR ALY LOL M B A B FIHYE1L - Atorvastatin BTLUA AR
[FIEE & T R L S s E R MR ALY LDL - EEmk A S A H A R M Asaemes VA R FE -

Atorvastatin & ELE{GAGHYEABNREEEDEM - FFRREIEFRASNN - tEERIEE
BEBLERR LDL B9 EFEERAL - LDL-C FR{EAVAR S S EE B AR BB i -h R - [
BEER L EREERNE (28 4.2 RFAFE)

— JE T & | JIE (dose-response) W3S HE R » atorvastatin (10-80 mg) B DA s /) 4 e 5] B2
(30-46%) ~ LLDL-C (41-61%) - apo B (34-50%) & TG (14-33%) - F RS TR IR SEE
BRIE ~ FRRRA G E R E 2R A EIE A ILER A B - EiET R S EAEERE R R AL
M EEbEE R -

AR B A s =R H mAsIMIE (isolated hypertriglyceridaemia)f& A @ atorvastatin &] UK E:
4HMEIERE ~ LDL-C ~ VLDL-C ~ apo B » TG R JE-HDL-C & » 33/ HDL-C &R - FI B s
E R\ E ¥ yE(dysbetalipoproteinemia) s A+ atorvastatin ] DU EH P & EEE O ISE R
(IDL-C)&ERE -

TEfE 24 {ESHIEEBREE AT Fredrickson lla Jx Hib BUEHEE A fAER A+ » atorvastatin (10-80
mg) {# HDL-C FEBEEMINT 5.1%-8.7% » BN S ELmIE A AERE - thoh  fREEERY
S3TREEAEIEER/HDL-C K LDL-C/HDL-C {LLE BB (R T 29%-44% K 37%-55% » [&
(I ST B AE R -

TRASE (A EIRE LUR D Bt LR 2 S A (MIRACL)FA%E B 45HH& atorvastatin S Grm e
B R T RN - BES T - B - B - ZRIEILENSTIERE T 3086 LRERaM
TEABICERE - FRERLEYESIE Q BONEENRA - tfTHE2IEEAE - OEfe
R RBER 80 mg atorvastatin SZ2RBNAR 16 H(FAH) - Ki% atorvastatin 4HAY
LDL-C - #Ei&ERs - HOL-C K TG 53515 72 mg/dL - 147 mg/dL - 48 mg/dL ~ 139 mg/dL -
SR BIAH A4y 7 By 135 mg/dL ~ 217 mg/dL ~ 46 mg/dL Kz 187 mg/dL - Atorvastatin TJ{#E§4:

26



Bt RIE CHERBEETEE 16% o LAUEHAFA LH B S M ikt
FRGETE(E 26% - Atorvastatin FE{EERI 4B RIETREIGIIZRE » 7 LDL-C (UERMEMmATE
TR SE IR 2R E PEEOZ &R - b - atorvastatin B EEUT S RIET &K
HURERE  7E79F Q B OIVMEER A BEROSIERA « BERIHERA » /N 65 BR AR 65
BIRA T ERELZ &R -

FaRG O BB

AENHLE Amlodipine £ 1f Atorvastatin i/} B IBERIMAS B AR Z B, @ B155
RIS RSB 35 atorvastatin A BITIERIERFEM: CHD HIfER -

TERIEE Atorvastatin ¥EPR 38 (CARDS) o » 13 2838 {ir 40 % 75 3§ - R4S WHO i
BABINER 18RRI B BHRRESE » F1 LDL < 160 mg/dL 1 TG < 600 mg/dL &%
AE (94%EIA » 68%51E) » §Pfh atorvastatin ¥ O ERFHTEIENS Y - EEREY
i ZHEBERAEV-THRSHTIERAET : BAIEFS (23%) - Sk (80%) - 3R4Em
TR (30%) » BNBAEAR (9%) REBAEER (3%) - HRBAMATHSIIKE
HTREE - EEES PO - ZRBIBHE - SEERART - ZREL 11 LR E
atorvastatin 10 mg X — (1,429) sRZeRM (1,411) - WA EISHART 3.9 FHEH -
EEVEERR S EETERGMEEN : OFFE - & CHDIET » FRERLEE &
REARME BT PR - TR T S RS AT RS RS -

AtorvastatinfJ4AE S FIAR ¥ RIS EME AT -

HF
Bk tﬂﬁﬁ}lﬁ;ﬁﬁ (atorvastatin fg p {H
4 oA 2R
ERGIESEH (BEEH
FOFEESEME AMI ~ FEAEAR
Ml ~ % CHD 38T ~ R a
FRET M - CABG « 37% 83 fH& 127 | 0.0010
PTCA - &R T -
HE)
Ml (BEEMERFER SR 0
AMI ~ 4EEE5R M1 42 % 38 1HErA 64 0.0070
;’?‘ (BOBHERIIFESE 48 % 21 A 39 0.0163
AMI = M CHIAESE | CABG = HARBINRGEESTAS ) CHD = e s MI = (s
HAEEE ¢ PTCA = &8 R atiR BRI B BT i
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FAERBURNRBR AR SRS LEIILDL-CRIE Y RER -

YRR AFBGE AL EREE TS RIS EE27% (ZZRIAAS2HISET » SEikdn
616I3ET) (p=0.0592) -

BRI T REGRRET REMIIRAS AR -
BIRRSGEEIEAL

TEL BB A AR IS B AR AT L34 Bk (REVERSAL ) & » 7ECH DR AT B RRIAT
FRAMEBERNESH (IVUS) FE{hatorvastatin 80 mgfipravastatin 40 mg ¥R TR ENAR ISR
{BEIIERT - TEULTEREHEAT R » 5 » Sy - IIBERS RS - TAEAEHARN18(E H % 55021
RAMESTIVUS - {Eatorvastatindfl (n=253) o -atorvastatin4f 3EAETE LATMEaRE ( T2UAE
R4 ) PRI E S TL BB P A8 R -0.4% (p=0.98) : pravastatinil (n=249 ) Hijf+2.7¢
(p=0.001) - Edpravastatinttgkl% - atorvastatintiI8&cst FREZ/E R (p=0.02) -

Atorvastatinth BEE K4 TC 34.1% (pravastatin : -18.4% » p<0.0001) - ETGHERER
{& 20% (pravastatin : -6.8% > p<0.0009 ) » BUEapo BR#{E39.1% ( pravastatin : -22.0%
p<0.0001)-Atorvastatin{E3ZgHDL-CH%12.9%( pravastatin: +5.6% > p=0.6627 )- Atorvastat
4B{ECRPFHEISPHY[#{£36.4% - pravastatin4BRIF%{E5.2% (p<0.0001) -

B G RRAR 2 [ 22 2 MR S R M -
RTR

D RA T RIQAEER FHARCHD(E ¥ 1B 56(E A P fs: o B it fE (TIA
252l (HFHeHEE21-925% » 40% LML : 93.3% A » 3.0%EA » 0.6%ZEMA » 3.1%LAt
HISPARCLEAER » 25t e Zatorvastatin 80 mg (n=2,365) 2RI (n=2,366) HI3LHE
HIBHEP B R4.95F -

FE—TREIROMH  ARBIN R » atorvastatin 80 mgR&{EER MM h A4 SR (218/2365 -
9.2% A8 A274/2366 > 11.6%) B o EEs4 2R (55/2365 ¢ 2.3%4RE5133/2366
1.4%) - HRIRIEYBGE I Mt H RS 4 53T (atorvastatingf 1 7IABEL A ZE RIS 861 )
FEEA I PR S A R 2 Datorvastatindl] ( 38EIFERIA HANIME P, ) B S 2R B4
(6PIFEE At R - fE ASERIS A R T REYSHE « SRS Rt
[Eg[atorvastatin s 78] (16%) » ZRBR2E] (4%) ] -

FEFARESECSEM4ITE - GRS AREE 2R © atorvastatin 80 ma/F 40 552164
(9.1% ) ZRIMIAB F3211B1(8.9% ) B4 LB FE T HIZ SR E LGB FEBUE 2 Dlatorvastat
80 mgfl (3.3%) {EMLZRIBIAE (4.1%) - FEIELMBIETHIDEEG] - fFEYE FRD
atorvastatin 80 mg4H (5.0% ) EHPEZRIELE (4.0%) -
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O E BT RER TR

ERZEN AR (TNT) & $HEHER 8% 2 CHD - A7Eblatorvastatin 10 mg/H
TR —TRSEFR S AR % R H LD L-CHAE <130 mg/dLA910,001{ir 5258 (94% & (8
A 81% R34 » 38%2655%) » ;¥ {hatorvastatin 80 mg/ H Ak atorvastatin 10 mg/ 5 #H#7?
B UMEBAER - 62 ERES T ZE i Zatorvastatin10 mg/ B 580 mg/H - 1EHHH
FEI P8 k4. 95 - FEatorvastatin 80 mgi&aEHART - 124EAYFEHLDL-C ~ TC » TG ~ JEHDLAD
HOD LisEEIRE 43 51 7573 mg/dL ~ 145 mg/dL ~ 128 mg/dL - 98 mg/dL $147 mg/dL » 4

atorvastatin 10 mgiaRHAMIRISB1/99 mg/dL ~ 177 mg/dL ~ 152 mg/dL ~ 129 mg/dLF148
mg/dL

Atorvastatin 80 mg/ B AR BEEE{EMCVESS 432 (80 mg/H4H4344|=544 » 10 mg/ (40548
B - BREAEEER22% - MCVERS DI TEH#: : JEFCHD - FEEGIIMI « B2
HYEEIE ~ B IERSEy T, -

Atorvastatin 80 mgREE &S TS Bk :

T hiEE Atorvastatin Atorvastatin
10 mg 80 mg HR? (95%
(N=5006) {N=4995) cl)

EETHEEER n % N %

B REALIIEISE 548 10.9 | 434 8.7 | 0.78 (0.69,
0.89)

FEPHEEEREHRRE Y

FEBOEE: ~ JERRFAERR 308 6.2 243 4.9 | 0.78 (0.66,

MI 0.93)

PR BSEERIERFEE) | 155 3.1 117 2.3 | 0.75(0.59,
0.96)

TR

#— CHF (¥ 164 3.3 122 | 2.4 |0.74 (0.59,
0.94)

%2 CABG st E A= 904 18.1 667 | 13.4 | 0.72(0.65,

IREMRIE B -4l © 0.80)

F—REHALETEIERE | 615 12.3 545 | 10.9 | 0.88 (0.79,

b 0.99)

8 atorvastatin 80 mg : atorvastatin 10 mg
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BEEPMEREE Atorvastatin Atorvastatin
10 mg 80 mg HR® (95%
(N=5006) (N=4995) cl)

b HA R E AL A
*MCVE = [ CHD 3T ~ FEBGEM: MI ~ R e LiBE L » UREGEIER
FEBGEE A,

™ R LRGSR KRB

HR = fEfgth ; Cl = {SHEERM ' MI = LHUESE | CHF = @Mt 0S¢
CABG = ERBIREEE 2

REITS BB R E SR S R ER]

TEFAERTEF R RFECRARBEHEE 2R © atorvastatin 10 mg/ H4E28241 (5.6%) >
atorvastatin 80 mg/H4H284%1 (5.7%) - Atorvastatin 80 mgif &4 O\ SET (BHECHDE
TFIBFEH: P AR R ERSY ) BB LBl {E R atorvastatin 10 mgi&J4E - Atorvastatin 80 mg
R EIECMEIECHZ S B LSS atorvastatin 10 mgi&aRad -

TELATRRERF M A NI RE R EA2ERES (IDEAL) o » 1A BE 8055 B R A CHDY: 578888
I3 s - thigratorvastatin 80 mg/H Bisimvastatin 20 mg/H 240 mg/E (548 » LISTERE
TIREECVER: - MATEREM: (81%) » BEA (99%) - Fi9F#61.75% - EEHESES
BFES2ELDL-C R 121.5 mg/dL ; 7T6%IEALHES statinfii% - FEELTEAR B TE A SIAETIEYE - M8
W5  BRCH: ~ B MHEIE( PROBE )BT » S5 B 1B HEAR P i1 B R4.84F - FEatorvastatin
80 mgiafEHART » F12BRY¥ELDL-C - TC ~ TG - HDLAIFEHDLIGIE R4 251578 ma/dL ~
145 mg/dL ~ 115 mg/dL - 45 mg/dLF1100 mg/DI » fEsimvastatin 20 mgZ40 mg & HARE 84>
Hi%105 mg/dL ~ 179 mg/dL ~ 142 mg/dL - 47 mg/dLF1132 mg/dL -

BRSBTS —REXTREIRE (BFEMCHD - JEEFEMMIFIRA 2 &3 S k) &
R EOPEISHRUIRBEE Z R |« atorvastatin 80 mg/H4H41141 (9.3%) > simvastatin 20
mgZ40 mg/H%H463 ] (10.4%) > HR 0.89 ; 95%CIi 0.78 » 1.01 ; p=0.07 -

SRR Rt U ERR NI =R © atorvastatin 80 mg/F 4136641 (8.2%) -
simvastatin 20 mgZ40 mg/H4H37441 (8.4%) - Atorvastatin 80 mg4H #isimvastatin 20 mg
F40 modA S CVIRIECVIE T IV Z R B LLBIE L -

5.2 mYBHR
B R st
B

Amlodipine/atorvastatiniff3% : [1igamlodipine/atorvastatinz % - BEZIR{ER N EEmE
R | REE R 1-2/ NG RS — (BRI AE ARE R rhatorvastatiniE ARy » TEAREE6-12/)
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B 2 EEZRIMNE —(E &5 Mt E 2 thamlodipine LAY - Amlodipine 1 atorvastatin 7
amlodipine/atorvastatin [ W 7 2 2 B2 05 Wy £ (4 #8 0] B =R ) B [F] B 44 7 amlodipine S 75 #1
atorvastatingE Bl = BT ARGHEEEZR - EREHAEBfamlodipinep 5 #ICmax iy
101% (90% C1: 98, 104) » AUC £100% (90% CI : 97, 103) » atorvastatingt 5y yCmax294%
(90% Cl : 85, 104) » AUCE105% (90% CI : 99, 111) -

Amlodipine/atorvastatinthfyamlodipine 4= # 7] RIS 7 itk el BE R 2 - R A BMESN
BIZERBURARARLL - HEAIREE FHICmax105% (90% Cl : 99, 111) » AUCE101% (90% CI :
97, 105) - &Yz G {Eamlodipine/atorvastatinr#yatorvastatint U ARFE(E4Y 32% -« ik
ZEfHEN11% - RAKHNESHN » MEIEREEE - Cmax68% (90% CI : 60, 79) » AUC
£89% (90% CI : 83, 95) » TEHEELIRAR 44 Fatorvastatin BE— A A SR ID AT M R REREAE »
{BFE{ELDL-CHIZR AR 2 E(ZM T30 -

Amlodipineffi5% : BB IR AREIRTamlodipinez 1% » T17E6-12/ N\ PO T B s S -
AmlodipinefJ4@ ¥t 4 BE B FISR {55140 /564-80% » S HrRafBit T4y a21 Ukg - BIMAZCRERTE
B &4 rh9amlodipine4 97 5% 4SS 1EMIEES I- -

Amlodipinefy U2 BMRE -

Atorvastatin 5% : [1fR 1% > atorvastatin B U > 1-2/N0F BN AT 22 5 & A B AT o
Atorvastatinfy ik Uy B R M 45 2 EEREER| & R IELL - AtorvastatingE iy 4: B8 6] FE 349 & 2y
95-99% - Atorvastatinfy48 ¥ 4= R P FIFRE K 14% » T2 HATHMG-CoAR BRI E 1 7T 32
30% - A0 FARRENFERR B 5B U AI{EE E 5k (presystemic clearance) »
B B AU (first-pass metabolism) FRE - L HIECmax RAUCHEAT » R5EA
ErffatorvastatindJRIURRLIMEIE25% » IR BLIME(K9% © {ELDL-CREEMIZEAIR S A
& - AtorvastatinZS7ElG IR » mAE R StE R BIRAE(E » CmaxRAUCKLIME(E30% -
SR » LDL-CRMEHIFERE 8 (B K L ARBEIRRE (2 R4 2R AFR) -

2ff

Atorvastatin iy 234 5y i BB FE 4 B 381 A FF » =2 98% W atorvastatin 45 & EMAEE T L -
Atorvastatinfy4L =R/ AR LS 560.25 » BEFRABEELUSEZ A MIRA -

Rkt
Amlodipinet/i%r, : Amlodipinef AR IR MM AR FHER S FEHALT % 35-50/N8F » 3 A AEK—RAIH

ETRE B SR TEY)7-8 KRG TR ER A MR - AmlodipinefEFTigAE
BACHBOS RIS - A& DU0%FEM LAY R 60% iy R =t FR R HER: -

Atorvastatiniff %, : Atorvastatin X B R ATEE - 1 18%k(ortho- and para- hydroxylated)
P14 - IR STER-ELEY) - Ui & BHRE RS HMG-CoAB RES B/ MIIEEE
Hlatorvastatinfi % - fEIR %45 AHIHMG-CoARBIFEEMEEM4TE 7T0% 3K B B LsE (-
HINAAERTE thatorvastatin R AT BTN (L P450 SAAHIMVEEN: - B{E4S RMEEA AL EE
H—8 NEE fFRatorvastatin Kzerythromycin (4R EZP450 3A4HYINEIR) - Hilatorvastatin
MRS AR - HBINERIEE - atorvastatin 24N EEP450 3AMEYSTHIHIE] - EHEAR
Fatorvastatin¥ijiterfenadinefy M4 RN N ELEK FREZENE Y - terfenadine2—7&
FEE LU EIEPA50 SAAREITEEY) - EIiL - Heflatorvastatintt R & IR S H At 4HAE
BEP450 3A4E (substrate) HYBEENER(S:R04. SR B e REMREAER) - cHENE,
SIS E (A T B S BT IR H B2 {E(glucuronidation) EFT -
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Atorvastatin & A E BRI R /SETIMGE 2 1% » TEEHRIBHEEL - BLUER T
FHBER - AR8fJatorvastatin FH M PEREFZHIO B 140 A EEEEASY » &
HMG-CoAB REGAVINENE M /AT R 220-30/\ - OfRIE F1% » AR RIE IS AT atorvastal
BIR/D112% o

AtorvastatinZ i3 - OATP1B15HOATP1B3EERE N S'Y » HAH YR OATP1B1HY
H - Atorvastatintt i 4 38 EHEHEERMDR1MBCRPHSZE » TIEETRE] atorvastatinfty
Licv 3,35

FFohsER &

Atorvastatin $%% : H12MHEE AT (Child-Pugh B 4k) 2% A » atorvastatin fiJ Cmax A%y
hn 16 4% » AUC R&9HEHN 1 f5(2RE 4.3 BR) -

HosET &2 4.2 FEAR)

Amlodipine §}{%% : Amlodipine 3R 28 SR IR ML RE SEARBRM: - amlodipine %
# o

Atorvastatin B1%; : Atorvastatin &9 (i B BE S M E% B 2 B RR 2 4 - RILE ThAE
ERARRHERE -

gl

Atorvastatin FH%%, @ 2tM:/Y atorvastatin [AFEE B MAR—4F » Cmax 49581 20% + AUC
FEAE 10% - #RM + atorvastatin ¥ & mB L =8 -

EEN

Amlodipinef5, : Amilodipine 2 3 % 5 i 3 & FE YIS R 1E 2 68 B AR EORT A P (DL « AR A
amlodipinefyff/AFREA T RIS - MB & T ERAUC) Rk 22NN - 05T
(CHF)R A » AUCTIE: bk 2 T3 A3 I IE 0 9 B 22 75 A CE RS BE P TR - BESAR L
amlodipine/i &R - EFHEEH ARG HFEN RIEFHZH -

Atorvastatin BRIE : fERFEE A(265 BR)HY atorvastatin nAG AT LLARRE AR > Cmax 4y
40% » AUC 495111 30% - ACCESS M RIRHEEER AR TEEIMFIYI NCEP j45 H 12
HOTSEE S 1087 £K5 65 BAVRA » 815 4 65 LA LR A » DU 185 4 75 5bl L1
A o GEERFEUR - atorvastatin 9222t - RS AT S ARE AAEAVIEIN - TR ATIR
B e A 2R -

RE

Amlodipine 895 : F—JEEL 73 {if 12 A AZE 17 5k 17 AT RE S B AR THES
@EREHERP © 45T amlodipine 0.17 mglkg Z 5 KHE - #E D AIEK 45 kg 195
MR EFART AR 23.7 Lih #117.6 Lih- HEBERT L 70 kg B AR AHfEEHE 24
L/h « —fif 45 kg 78 NETFERRAEIERTHER 1130 L (25.11 Likg) - 1E 24 /NG4S BER|
MRS BP {ERAVHER » P RTRUVRIERIE SRR LIFMITER - AR A B
BELRH - ARRERIINSBENBETER KR BENGEEA -

Atorvastatin 5% : 7F—YRFHE 8 ERERT - B ENES TRFA S IEERME R %
LDL-C >4 mmol/L #y Tanner 55 1 # (N=15) f1 Tanner >2 8§ (N=24) FiEmHK A (6-17 }
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SRR OPR—2X atorvastatin 5 5 10 mg IHIESEEL, 10 5 20 mg BE7vsE - 348 5 atorvastatin
HERE PK YAy ME—RRE 3L 800 - DUESLRAI A RIS BT ER » RESHEN
atorvastatin #F{L ORBENEHRITLUAA - 7 atorvastatin 1 o-hydroxyatorvastatin f95 &
[ PEEEEE| LDL-C 1 TC 89— &K -

By EfER

Atorvastatin 595 : fFFIBEY% atorvastatin 2 ZE¥78) 122 A2 » DAR atorvastatin ¥ (FFE%E
Yz BEE) IR RS T X ATINSE 4.4 FEREREREREIE MUk 4.5 X EERAR
HAMZEER) -

BEFIBEME Atorvastatin > BEWIBI SIS

BEFISEYIST Atorvastatin 2 BEYIE) STEBAVEREE
DRI B A Atorvastatin
HIEET) AUC HytHE* Cmax BYEE(E"
"Cyclosporine 5.2 BF/AT/H 18 | 10 ER QD+ 28 K 87 i
ERIE ' '
*Tipranavir 500 254 BID'/ritonavir -
2002H BID’,7 F 10 Z3% SD 94 8.6
*Glecaprevir 400 Z5 10 &7 QD'7R |83 220
QD'/Pibrentasvir 120 =5 QD"+ 7
X
"Telaprevir 750 Z 5%, » Q8h' 10 R 20 Z3g SD° 79 10.6
*Elbasvir 50 5% 10 &R SD° 1.95 43
QD'/grazoprevir 200 E5 QD'+ 13
X
"Boceprevir 800 =5 TID'» 7 R 40 EE, SD' 23 2.7
*Simeprevir 150 23 QD' 10K |40 E3E SD° 2.12 1.70
‘Lopinavir 400 BE%, BID" ritonavir | 20 23 QD" s 4 K 50 47
100 Z 5 BID' » 14 % ' )
*Saquinavir 400 5% BID/ ritonavir | 40 =35 QD° » 4 X 39 43
400 EFBID": 15K ' '
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DEFIBEYIRY Atorvastatin 2 BEYTE) I BRINESE

BRI R LR Atorvastatin

'Clarithromycin 500 253 BID** 9 | 80 23 QD' » 8 K
45 54

X
"Darunavir 300 25 BIDitonavir | 1o EE QD - 4 » 2
100 Z3% BID",9 % x ’ .
"Itraconazole 200 32 QD' » 4 X | 40 33 SIF 3.3 1.20
"Letermovir 480 R QD » 10 X" | 20 EH SDF 3.29 2.17
"Fosamprenavit 700 Zi7
BID'/ritonavir 100 255 BID' ' 14 | 10Z= QD' 4R |25 2.8
X
[T i b,
Fosamprenavir 1400 Z5% BID 1053 QD> 4 % |23 40
14K
"Nelfinavir 1250 235 BID" ' 14 X | 10 Z58 QD28 X | 1.74 2.2
"B 0 240 Z=FF QD™ 40 33 SD° 1.37 1.16
Diltiazem 240 258 QD" » 28 & 40 3% SD° 1.51 1.00
Erythromycin 500 Z3E QID° » 7 X | 10 &5 SD° 1.33 1.38
Amlodipine 10 E3 » E—HIE 80 &5 SDF 1.18 091
Cimetidine 300 Z3% QID° » 2 i@ 107" QD' "2 | 1.00 0.89
Colestipol 10 Z5g BID® » 28 i 40 ZEF QD" 28 NA 0.74"
Maalox TC®30 B QID°» 17k | I0EFR QD*» 15K | 0.66 0.67
Efavirenz 600 25 QD" » 14 & 10ER 3K 0.59 1.01
'Rifampin 600 Z3 QD" » 7 X 40 37 SD° T 5.9
(BBt ’ '
"Rifampin 600 Z%¥ QD' » 5 X 40 By SD

iy 1 0.60
(S BRRE) .
'Gemfibrozil 600 2% BID' » 7K | 40 23 SD° 135 1.00
"Fenofibrate 160 5 QD" * 75X | 40 Z5g SD* 1.03 1.02
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DEFISRYIRY Atorvastatin 2 BEVTRI TR AR

el S) & A Atorvastatin

SRFERELLS (HERBEINE atorvastatin FEBFY atorvastatin B—EHE) -
' ERE SN 44 REEREREVE - IR 4.5 SR BRI R AR

* BRI RERAREMH(—R2150 BA- 12Dz HIREKIERE Y AUCFHISHS(AUC ELF
TR E 2.5) R (F)Cmax FHEIRE(Cmax LIRS E 1L.7)HSHS -

** IEPMAMRIRIREER 8-16 /NEFTIS Z B4

' BEBA rifampin (VEEERCE (R RIS BRI atorvastatin 52 rifampin ERGSBHET » I RMES
& rifampin Z BT atorvastatin » &5 atorvastatin A9/ 5 R REAFBERE(E -

* Saquinavir/ritonavir FEAFTFEATE BB R REK EAHERNBE. 65 RiRE 8
atorvastatin R BHVHRIZE S ILAMTEERNER - Bt » /N - WS TR RS -

"ER—R

CERTR
‘ERE
FR=R
=N
65 8 /NIE
Atorvastatin BtFRY R E %
YR ErT) AUC fytEfE* Crax AYEEE®
80 25 QD"+ 15 K | Antipyrine » 600 255 SD° 1.03 0.89
80 Z5¢ QD' » 10 X | "Digoxin 0.25 235 QD" > 20 X | 1.15 1.20
40ZF QD' 22K | MFRBEZEE QD » 2 {H B 1.28
- norethindrone 1 25 119 1.23
- ethinyl estradiol 35 {5 130
Tipranavir 500 &5z
10 57 SDF BID"hitonavir 2002E5% BID' 7 | 1.08 0.96
x
- Fosamprenavir 1400 252
0¥ QD' 4K BID'14 & 0.73 0.82
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Fosamprenavir 700 25y,
10 B3 QD" » 4 X | BID"ritonavir 100 Z3% BID" > | 0.99 094
14K

¢ REEMLEDI (PEREEMINLL atorvastatin AREEEH atorvastatin B—GHE) -
' ERREHAS I 4.5 M E AR R R A E AR -

R—-K

MR

‘- ERE

5.3 HEPRATRYZES1ER0R
2.

Amlodipine B4 : K EA1/NALL amlodipine JIABK & HIAH R 2 4 - FELUEREATE.
0.5-1.25 % 2.5 mg amlodipine (M@ T » BFRILEE QA TR 2 3808 - (SFHOVRREMIE (
mg/m? SHE - /NEEIA BRSPS R R 10 mg » TIA B A BYT R SRR A5R
£ 10 mg 19 2*(%) HEL/NEMVRAT ZHE - AXREFR -

Atorvastatin IA%%, : Atorvastatin 1R EUSHEENE - Fr FEVERERIR L mo/kg BEEEHE
EEARR S EBIE(80 mg/X)E 63 {& » 3Ll AUCw2¢) {EETEL - BILL A BSR S HIBE 8-16 %
—IH RN NE BRI (RS RERIS( mokg MBS ) (L ARSE A
7= 250 £%) - AN ERE 4 FT4tiARAR AT (hepatocellular adenoma)SE &5 5% 4 FHRAT RS AT LR SR &
& R 2 5 HRERL AUC 020 EHERISHABESEISE 6-11 45 .

HAr 2SR OEIESEY - LR MR 12-125 {SBIE T (M ma/kg BE:
) HgERBR/NESEEY -

“BUBABEL 50 AT (kg)stH -

fead 18

Amlodipinef5% * EZEEMENETR - EER SRS G 4E HEy A R -
Atorvastatin B9, : Atorvastatin iz E T BRBNEL » FEIERINRBI R —TTERARS
TEUE RSB EB A ERE MM T EEY: o Atorvastatin 1E F FJ BB 2481 (Salmonel
typhimurium) B REGHRE (Escherichia colFfififiz Ames FREER - KF A - Bl & BAH 4TI
ZIERES NS - R S B R R HH R (HGPRT)ZE 2818 I3 B & - Atorvastatin 7
FI-PE A B AR TS SERRS MRt » 7 S e te IR 26 A HAREIY 5 7 348 - Alorvastal
TEEREA/INBUMZ(micronucleus)sABR R R 261 -

HELEREH

Amlodipinetf%% : KE#EFamlodipine maleate R &5 (XECHT/ABARFE64K » BB
) =210 mg amlodipine/kg X Z i@ T (Mimg/m21 8 - B ARSI E10 mg/x
8fE")  WER SRR YE -
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* IR ABERSOAT (kg E -

Atorvastatin BF4% : $3/0KBURSAMI B 8 175 Z3/,\ T/ H Y atorvastatin » SRS BHEL
R 225 "R/ATIHHE - SRS RBFEMER HRETE N HEOR RS - LS
I Rt R LM BAE S SRR ERnEN 100 5X 140 % - BHHLI=4 10
BRI - 40 BRUATE 120 BER/AT/HE atorvastatin » BEEAE TR RSBES e
DEESBSREETRPE -

6 BRmIEERIE:
6.1 7
15-30°C

6.2 ik
2-1000 #irgRsE&se

hik#: CDS 20201215-3

B ERERERHERAT
M HEc BT RS SR 5 B 7 SR 27 i
™ i Mg : Pfizer Manufacturing Deutschland GmbH -

#t A : Betriebsstitte Freiburg

Mooswaldallee 1, D-79090 Freiburg,Germany

37



