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HE B 5 a0 wse; 5 26520 B0 10 @510 265%

Caduet tablet 5mg/10mg; 5mga/20mg; 10mg/10mg
{(Amlodipine besylate/ Atorvastatin calcium)

HIBEEHITEE 024391 5}
B EE T 58 024392 9%
ThIZ B 755 024390 B

FEEAHBETE T (ER

L #5iR
L1 ARG REaR

sEMERGSY - amlodipine besylate + atorvastatin calcium (45&FURK) -

Amlodipine/atorvastatin Y% 4> amlodipine besylate {824 & (R.S) 3-ethyl-5-methyl-
2-(2-aminoethoxymethyl)-4-(2-chlorophenyl)-1,4-dihydro-6-methyl-3,5-
pyridinedicarboxylate, benzenesulfonate + Bz A C20H25CIN20s5 - CsHeOaS -

Amiodipine/atorvastatin 'y % 4> atorvastatin calcium (b 2 & B [R-(R*R%}-2-
(4-fluorophenyl)-B,d-dihydroxy-5-(1-methylethyl)-3-phenyl-4- [(phenylammo)carbonyl]—
1H-pyrrole-1- heptanoic acid, calcium salt (2:1) trihydrate + BE=Z(4y (CasH3aFN20s)2Ca -
3H20 - Amlodipine besylate 1 atorvastatin calcium §9&5HE=40T
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Amlodipine besylate Atorvastatin calcium

kéESH amlodipine besylate 1 atorvastatin calcium » . amlodipine £ atorvastatin &Y
SE8BIHER 5 mg/10 mg ~ 5 mg/20 mg ~ 10 mg/10 mg -

1.2 RRpE

Calcium carbonate - croscarmellose sodium - microcrystalline cellulose - pregelatinized
starch - polysorbate 80 - hydroxyipropyl cellulose - silicon dioxide colloidal -+ magnesium
stearate « opadry |l white (5mg/10mg #1 5mg/20mg ) - opadry Il blue ( 10mg/10mg )£ purified
water -
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2. WG
RA R MR AR ERErTRIEAERER T 07 - LM EEREMREA  REA L
SR RFB 2 LR (CHD) S IRIER A R E ERET - MiELmESRE IR A -

frey=
ﬁ?ﬁwtaﬁmurmmMErk MIE&E EHAME IR ERR T EIE 5 AR
7 ERANEN 55 5% MEEARKERR - BE - IE—EHIE 55 B(BM)E 60 5% (%
1) A S A T O BN ¢ R ZRAT R - PR(E B - BB SRS
TS TR R -

3. AEREAR
3.1 FARR
L PR 5 o Yo I R B I e 5 5 2 REARVE R -

—REE

CADUET RS R T i i Dol A i 2 A pfH it
CADUETHIEIEFi {5 mg/10 mg%10 mg/80 ngH'ﬂE%c"lJ ' 35 K e tﬁAﬁJEfﬂﬁﬁﬁ
ol 2 FEE (AR Bl B3 o Y v L BE o B s A v B ﬂﬂfiﬁﬁﬂ%%ﬂmmf&ﬁﬁﬂﬁﬂﬂ}i FEERIIRITHYA
FEIgE G - fRIEE A (B BIFIERRE AR B - BES(E AWk 2 BT aeskidca
B SRR HREEMARE AERZERE R 2% - B IEER 2 ECaduet - AR
TR IR A - R s R AR -

FRSEBRETFNAR—S  CADUETIEZEIFE AR RIS E Ve &) - 8 - iT
FERARE - TS - DARCEREBTEDR)MIRRCR 220 » T iE IR s ek £ -

B#ACADUET &R FH B A% 2 1% » EAC2-4 MG E MATREBUAE AR (BP) » {kH4SRES
AWE  TE{T#H%amlodipine K atorvastatinfyHI & - M ERK LIEAFRE - ol DALIEHRN
R IR M R T e AR & -

EJlpiVay

CADUETAEFHAN AR ESHES MBI L EBERAZLGER - EFBER
CADUETHE + HEIR JE %R amlodipine K atorvastatin fJ{# 515 & » RAEHEENHSE -
CADUETHYRR 7> P amlodipinefy & = HBIE 10 mgEk— » atorvastatinfIR = BIE 280 mg
BR—K -

HREOE

CADUETH] IAE I — oo BRI AR BIEHIAL 7 - 145 TR AMHZEBIErICADUET »
8] inamlodipine - atorvastatingi M & HYEIE » ASE NI OLTE - FRmEESRF mARIIEER -
ALK AR F E o —FERR S A » CADUET o] F3 sSRERHL4ES M T - BIsR Al — T8 M IEE
T B 48 & 52 — i EENS » B Y CADUE TAESAT B FESZ (e 8 S /B 3 FH AT R Sy MR IRk 4369
FEIABIRINLAEEE -



CADUETE’J)&ﬁamlodIplne_Jujrﬁiﬂz@ithlazndeﬁﬁﬂﬁﬁﬂ FAEIHENS - ZZVRRER - e
WEERERIREE R (ACENINHIBI - RS « 5 TR EH S —#EMER - CADUETH IS
H EART AR —REME -

CADUETHYHL 4> atorvastatin i B2fifs i+ 2 45 &5t A5 (bile acid binding resin)ftF LR ukE M fsBE
B o —NEFER R ER 3-FOEL-3-FE R —ARHEEHARA(3 hydroxy-3 methylglutaryl-coenzyme A,
HMG-CoA)BFEEEIIH K fibratesff (2851 BEEAEREDE @ Mk7. XHER) -

3.3 RRERE AR

BESHEER WA

CADUETA T RRATIIEE R &R A (2534, BB LIKS.1 Wb ERHEH) -
BOhEEREWA

HOER R ARSI R (251 THEAEEEH)

(ERPEEA

EERARARERNE -

[ERRRE
S S EEFACADUET (5 Edn) VL £ MR A R R BOBIATT -

DEFIFLAi A%
Atorvastatin Z e -

ERARERAHIVE GESHIGIEtipranavirritonavirfe )7 + SCTURT % & (I BRII&IEitelaprevir
HIRA » RGOt atorvastatiniGiE -

i %= atorvastatin ZE 3 81 cyclosporine - telaprevir - tipranavirfritonavir ¥ %5 - =
glecaprevir/pibrentasvir 3 77t &, atorvastatin FYE| &R 588 10 &5, -

s 110t F letermovir B2 cyclosporine 55 A {557 atorvastatin -

FatorvastatinfEE litraconazoletf » atorvastatinfy4:iE M B R FEBIBE H40 mg(£:A95.1
WEEEREPR - W7, XEER)

IR PV IEH atorvastatin €2 clarithromycin » At HIV & S E§HII%I8 (saquinavir/ ritonavir -
darunavir/ritonavir - fosamprenavir - fosamprenavir/ritonavir) &% F » atorvastatin F94ERF

RIEFTTEASA 20 Z7(2H 5.1 ERBAREIHE - 7. XE1EA) -

AR RNEY T FAREFER M AR RERERSEHV)E QB0 &8
(lopinavir/ritonavir - saquinavir/ritonavir - darunavir/ritonavir -~ fosamprenavir
fosamprenavir/ritonavir §2 nelfinavir) «+ C & AT 3% (HCV) ZE 5 88 H % % (boceprevir -
elbasvir/grazoprevir - simeprevir) + clarithromycin - itraconazole 1 letermovir + & i& g
atorvastatin £ 5RE -7 - BEM A ELEYIFIERREE - B THEENERRTMA - L
HECREEFIHY atorvastatin RREFERIE (S 5.1 BB AAEEH- MR SR 7. X5
fERD) -



4, HB

Amlodipine/atorvastatin 2 THIRE A -

1. ¥ dihydropyridine $#{L &% - amlodipine - atorvastatin {4 SF A5 B8Z B A ¢

2, ﬁéiﬂ MR AR IR RS SRS B Z R E BRI [ EIR(ULN)3 {5 L £

3. Zr'lﬁﬂi WAFNEEBRENTREERTONRL - BRE LS EF 65 I 80
HRER O BERRIVER T » 7 9T LURA amlodipine/atorvastatin -
* Amlodipine ;2 dihydropyridine $GET-iEE[HETR| -

5. WRESEREH
5.1 WEEEREH

ERFSL BRI

— TR + S5V EMEAE L e i ARSI BT -

FE—{ElEt ETIERR 145 R S AR AT, OB R & (NYHA) 35 = 4R - S5 TUARL 0O =08 A MY R A% R 51
BRI T (PRAISE-2) 331 - /L IBEALY S 4 A RS RIZ RIBIAAE LI e A S 2=
Al » (B fE Famlodipine B HEZ Mt /KIE. 2 # 21 (£:5010.2 BESEEERREHE) -

[ERRATCHEE R 2R (2R84, 2ER)

faliia )4

{EAA R TTAES e ANTIE SEBEORFET = TR AR G AT REZ AT SRR - I
%iﬂfﬁ)\ﬁ’:“)ﬁi‘?ﬁﬁﬁi%ﬁ@&fﬁﬁﬁé{%zr R EIEES - BRRRR - G EIERE - RS
HHEE - 1AM HVG-CoA BRRSINGITIERE MASH—1% - ARA atorvastatin 2 1% ¥ A &
EW R ZAMUERE P EAS (BB IE R EEFRULN)3 £%) 89755 - £ atorvastatin - igj
B2 Eit&RRARASR S BFAE atorvastatin 10 mg ~ 20 mg - 40 mg K 80 mg &I &# AT L)
HEHHEEZ I - }EE@FH@ETJ » HIRAHES ZIRARAERE (AR5 - RREE - BB - & F
FERH  FRORHHEES) - IREBE - FRERDIE » oRRBITET R R R RO oheE -

TEIE LR RS - 9°50.7 %k Ratorvastatinf9ip A I SRS B RIS R REREE L7+
R (MAHE L RAETAIBIEY ([ LFR36%) - Atorvastatinffyfi& £ 10 mg - 20 mg- 40 mg
580 mgh¥ » iELEEEAYE A FRHIR0.2% ~ 0.2% - 0.6%F2.3% - FFThACHS BTy - FHEE R
G FESTE SR MR BOIRERE - [R{Eatorvastatinify B & - hBiHRBESREE> 1% - Sl
BRRNREEEEGHAINERE - KSWIH AR ER RO ABEARTILARE

Atorvastatin/aBERIFEMAT ThEEAR T - I EHABR « 35 A IR Tl ok B e s AT 8 (h%
TEE MHATIIAEGE - RAMMSRENUE R EFHR ATEREHEZEN GRHRETEYE - 40
RN IR ALT) SR L B IBRAS TIB B IE # {5 _EFR(ULN)3{E L E » FERR(EEIE
B{FEE - Atorvastatin [ fE B SR SIS RE R NEE LA (2598, BIfER/A REME) -

A REOTES S KR EAHRITE A » £/ amlodipine/atorvastatin [&/|\.(, - BEEN MR
THERMIMMEEEESBEEARFEASZHA  BREEXL(ZHE 4. #2) -

HERNEE
Hg FatorvastatindJ555 A & A i ARSI R 5 (2558, BIWERF BLHE) - B AR 2T H=E
PRTEERALAR T » BIEFS A N BEET iR AL B EE(creatine phosphokinase, CPK) IS 141

5

RIER [ LPR10LS - FRA LIRS AL AR - MARBRE)) - K/aCPKITIE =0 »
TERR A AN AR 2 - WATEREH - BEIRTEREAAAZLR - BYESALARESD » SHEEEE
EETNHENEEIRS B IERRE - ECPKEEUME FF » MR AL ARSI E S,
INIFEEEEF - [E{= 1FHR FHamlodipine/atorvastatin - B & ik 4 S4:atorvastatinjgfE |- 7|ty
Y(2R7. XEAEH11. BB RN SIS AR 2 BRI - JSLbERy)
ZEiHIANAT 2 ZP450 SA4RIBIEE 1 /SR EEYIE . - CYP 3A4E 4 K atorvastatin 4= 88 (L £
1Y B B (5 T BB (isozyme) - B& BT 7E 5 18 & ff { A atorvastatin #i fibric acid £7 4 %7 -
erythromycin ~ SaIEHIEIE] « azolefFHTME T - HIVIHCVZEE A EEHI4I®E] - HCV NS5A/NS5B
NI ~ letermovirsi{ZTEMMASTE 2 niacin AR - FE(FANE B HFIMEIS o SEREHARINE I\
BT IR A& HIRAAAE - BRSO AT DS RR SR - BRI G R e By 2 v T —
WIEISHIEIE A AR RER © NiL - GIRTi B FINS FEE 8 {3 Al atorvastatin 5 43 SR Y
IARBLMER BRI R (2R3, AR R) - R ERE fatorvastatinfifusidic acid » LRSS
Fifusidic acid;&#HARIEETHHE Fatorvastatin(2:37. XX HMER) - @B T » TTEEE
BEHIMLBEAT AR B MBS (CPK) - EEHE N Y TETANBENAFBE L -
Amlodipine/atorvastatin&Hatorvastatingk sy - (&1L B] AE & i 5k B RS BT 05 S 4 BR (CPK) fry s i
(&8, RIfERIAR R -

AtorvastatinF0 H{thHMG-CoAB R R HIEILEEEY) —1E - AV BE RIS AR KR E
BHPR M B RIBIER S - BThaEER = oA RS A IS UARENEIRE 2 — - it
R A BT Nt Bt R & IR B AN T Iy 28 - A S A ARSI RE S
TR » SR R USRS (2 B I8 ME RN T (B B E Ay S M i » (S - A F il -
MG BRI - O IRTEMRE > 5% - AR R RIFIEGITIRERES) - RN
amiodipine/atorvastatinz (/] « ({25 MERER{ {7 o] 4488 (E F & 8B & 2 amlodipine 3Rz &] - )

&g ﬁ*ﬁbﬁéﬁﬂ Statln fﬁé?—‘f% ERMHM AR BRI QESIE 2 HILEMHEN ARE

(|mmune mediated necrotizing myopathy [IMNM]) ffy#f4s » AR EIFEEER (4698, 8
TERIAR REIE) - IMNM RIBRARF U © (RS statin $EEEY)SARE BTSRRI A
HAUEIESESS > $ii HMG CoA BRRSHIAZ IS AR SEra R imme: A
PAge RGBS RS FTEiEs: - ol AR 3RS B AE T EL A AR I PR FO M S84 ) - o] A5 SRSE (i A S ysim
B EEE - BtafE FR F& statin SEEEYIRT  S5EEAEEE(E IMNM 89/E 6 - Z 50465 ARG statin
SEEEIETT IO » SRS IMNM 2 FEFR B BBk

fastinine s
—TAE I A BRE R E AR R TR P RalEE (SPARCL) © HhitER¥Tis 2 6 (B H 4R
2 TIA {B4% CHD #J 4,731 fir 32584 » HEH atorvastatin 80 mg fRIR A e RIBIHEI T EE 4 ST
b EEZZE] atorvastatin 80 mg 4 AT HH 4 o RSS2 SR A 2RI (atorvastatin 41 55 fir -
2. 3%AHE N ZRETI4E 33 iz 1.4% : HR : 1.68 » 95% ClI : 1.09, 2.59 ; p=0.0168) - Faytl
Iﬁll“?tl-'ﬂﬂ’ﬁé‘iiffﬂjz FREARTAEIT (atorvastatin iﬁ%ﬂ%ﬁfﬁlﬁﬁﬁﬂm 17 firtEER: 18

o JER SR M BEAE AR - 2 0L atorvastatin 41 (38 fi » 1.6% ) BiEESHRIBEILE
( 16 fir 1 0.7%) - EBERERNSE (BRI A SR EA B h RFNERPR) gk
atorvastatin 405y fn 4 o B 4 iR, -

PShEE
Bt (HbA1c) £t 5 AHEHMG-CoARIFETIIHIN (statin}FBER) Skt BH
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B8 b AT 45 B/ e R (i e B T s -

5.3 BRIEMMAET
45 atorvastatin §2 amlodipine B BIEHIFIE R AEER KE1RZRH A B SR (EIIRATEE 7 -

6. RARBENEREH

6.1 1%

EBHE

CADUET HHMRZEDITRLAE -

Atorvastatin

Atorvastatin B FMEZ LM - RAITIRZCH P S REET - 1 B RSB 12
HAREATARBTINE - B HMG-CoA B FEFNGIE & B U IEEEE &6 - BEEER/D i ERE
174 7 Bt PnEMENER » F: atorvastatin Fl MR Z 4 IS T SEMIA B SR -
CADUET FER&IRIZIETIIENER (20 4. B) - B atorvastatin f9E R - BRI &%
HERAIR » AR UAEEREK BT SR EWEEAERMENE - £ AEMR T EmER
Earb o SRR E 30 0 20 574 80 mg MRHD (E=i# ABHIE) Ed s ABREEDN
BET (EMRmE [mg/m? BE) - WRRETIIER-IE R BT R R - X
BATHEIRFIIE FLAARI4A T atorvastatin » 7£26 & MRHD IBIE T » BRIINEBERISE
BARHTIRSR (BETEH) -

Amlodipine

&S PIIR L amlodipine WATRIRG &R R BLEERIIRS TREX
SR ERFEFR EERIEEYIE R R - 198 25 R i B B R (e 2 SR AN AR SR R ( 26578
AEEZR) - TEWEEATY - SRBEAENRTESRE ERHE S BILL49 10 4571 20
& MRHD BYE(EHE5 amlodipine maleate iy IAREHEE > W MB BRI RSN AT REH -
FEERARMES - RERECATE B{ETE RIS A3 E > amlodipine 10mg/kg/ B &AY
amlodipine maleate + G AR 7 BB B REEIR) (950%) » FENILIAR B REEWI (4
5f%) - IRBREMBET » amlodipine maleate FIAERA BT IREITI MEIARIE (247
BHD -

BRI S - EASKBGEIIRAENS RERMAHER N TR REIHA LR
Fex ~ It BCHL A RS RV BRI - FEERSAD » EERR LSRN RS R BIP EA SRR
PR AR SRR EETHED B2 2 B 4%F0 15 £ 20% -

R 8B

B T RSBV BT AEY 6 7 B e

RN R S S TS S A THRATE - TIRMEFRR - A EHSE (FINEE g
MEZRHM) (AR - BIRTRERRSE TENARRANFERNETHRRE - $HHEs
& MBI R ER )T L - WIBIETRE -

NBBEH

Atorvastatin

FRRE MRS « #i5 SAHSE & e B atorvastatin calcium RIBIRE&FER - I

7

AR (Y B A R 0 R - B 25 R B T S N R4l HMG-CoA B Eg
TR S A S R MR H AV REE] - —THEIFE4Y 100 FEATREEIEHE simvastatin 2 lovastatin

ZENHEESRR  £RAMRY - SR ENILRIL T FEIarE R RERES A ON
HISE(E - EFIBUR DHFR AN R E ARSI B84 SN23 3 4 fSHVEIAEME - 1E 80%HIHE
YEIEHERVIRZRIRGp » BRYR AT BIBLF » A H 155 — S (R R 35 TR ST T (=
}EB °

BYERY

Atorvastatin

Atorvastatin &iRIA KB » fERASEATIRIER L R MU B AR - MBS 4R 4
Al LA 300 mg/kg/ BAD 100 mg/kg/H VI IREIB L TRBABMNR T » EARKET
BN DIBURIAHE - UBRER (mg/m?) 5 > EIEIBSRAIRZEKLE MRHD A
BREER 305 (KE) H201% (RF) - LT RESEBHMRIE 300 mokg b - ERE
PRIGMPEIENIEA R AR SRRBEE T I - 46T R IREFEMEIR 50 [ 100 mo/kg/ AR - SRR
SREESEND + 45T 100 ma/kg/ B IR B AISAELRS A E TFE -

—IRKBRALIREE 7 REIRILSE 20 K (Bigh) 4F 20 - 100 5% 225 mglkg/H atorvastatin FIEF
FHUR - BERREZ THRESI BB EARIE 225 mg/kg/H - HFRESRE - HERT 4R
WIS FIBAR TS 2RIZ(E - 437 100 mg/kg/H atorvastatin Z I3, » HAFERIEHA£A) 21
RHAE] > LABAE T 225 malkg/ A Z 388, - HAFBATH LSS 91 REART » 19RIR 1B SR -
FEAVEEHIERRS (F£ 100 mg/kg/HEIR T HYHEEIS %I 12 225 mg/kg/ AR T
SRR ST B BT MERIERABESAT )« fRI% AUC VIR » it atorvastatin YR EHEE
7 MRHD ARGREEEI 6 &% (100 mg/kg) 122 f%5 (225 mglkg) -

Amlodipine

EREAEMRTHEIEHBEARR » 2 PILORLAS FREEE 10 mg amlodipine/kg/ B
B (RERREmRIRE - 251895 MRHD Y 10 {5120 %) #9 amlodipine maleate i » 5%
ST B RS M B LA R RE/BA SR B M EE - TBTERBITT + fE3TECHT 14 KRBT E FIRAT
I=HAR » 48 T4 E Y amlodipine 10 mg/kg/ BEIERY amlodipine maleate » &S {F R HEEE
B (43 50% ) 1T BF E PISERGS B BREE N 49 5 45)  BISEERTEMEIE F  amlodipine
maleate FIHERA BAVEIREATI S ERARAE -

6.2 M.
EETE
CADUET S AR FLHARICE A -

Atorvastatin

Atorvastatin NME/EHEERETILIARER (206 4. BR) - BIF ISR P AR - St
BES PRV E ( OSEEREEN - BRATIEARER atorvastatin REEEIER AT - B
RIS P S —TEEEY v o ZE NI » B atorvastatin TEER KBRS - BHATIEE
TEM LB R SRR E R RRJE - (RIS A0 R s CADUET Ja iR R84, -

Amlodipine
MBS RNERRIZA A EEINAIRAAEHEH » amlodipine LUEE A 4.2%H9 ERVEEES S
SBIBFEN A+ - Sk B #8223 amlodipine S LGS R ELE HE- B amlodipine

8




HIUHERNZE - BRZHEME -

6.3 HEFEINLMREMY

T

Atorvastatln R BRZE R o SE SRR SLIERRGE S - A1 BOF 4 THAE IR & t/E CADUET
SRR B N e -

7. XEEH

EHERESZEVEEIT 210 mg amlodipinef180 mg atorvastatinZ&#)3s & fF A2 ElE » 12
FFEEEG FHRY - amlodipine Ay4EEN 221 22248 « AmlodipineifatorvastatinEEhE2 e, &g »
amlodipine %} atorvastatinfyCmax;4 A& & : 91%(90% (SFE & & (CI) © 80% F103%) : {2
atorvastatinfJAUCHE 1118% (90%(SFBIZR(C) : 109%F127%) -

i# & £t #f amlodipine/atorvastatin #1 3 fifl &4 ifE 1T 4E ) 32 FLAE WSS (B (0 A LB RURL 2y
amlodipineflatorvastatinfy&es3s & /£ s utianig

AmlodipinexZ 5 {EF

Amlodipine a] [\ Zz-g 3t Eilthiazide R PR B - RAIHETE - Z B THETR) - (e Uss 2 iMingez
(ACEMIIHE] « FRANEHBLEE « & oMb H - JEEEREH IS R BE « Hi4E ZE DR O RF A ks 22y
F—tCEA -

CYP3A4 figzy

i 5 25 amlodipine BE4FX 180 Z 5, diltiazem H9:2 45 I BER A (69-87 #5) &Rk
amlodipine BYM RIS S 57% - IR A(18-43 5%) A erythromycin - i R & FEZE g
2 amlodipine Fy 4 5IREEE (% 22% AUC) - B B ATHERAAHRAM: MRTEE - (HEEEA
AHEFRIR PR N EEE) g - CYP3AY [9583UNEIFI(5140: ketokonazole - itraconazole
& ritonavir) ¥ amlodipine 4R 2/ a[4E G = 1A diltiazem - Amlodipine g1 CYP3A4
HIFIBIGE AR - FEfEA - FEECAR B A R KSR -

Clarithromycin
Clarithromycin 2 —fECYP3A4a9IHIT - H2Z clarithromycinf3f Fdamlodipine & 095 A KK
[ fabE - & amlodipineEiclarithromycin—i#E{E s » BT EERA -

CYP3A4:5248y

B Al 14 & CYP3A4 3% B %f amlodipine 82 £y &kl - BICYP3A4EE BB (40 rifampicin,
Hypercium perforatum (St John’s Wort) 3 Fi 5] £ € & ¢ amlodipine &Y 11 o & /& f& (% ©
Amlodipine BICYP3A4ERE R (£ FAREFE/ N, -

ET

204 B A% © ffikamlodipine 10 mgB—MIBHI240 mLEERIHES - TEABHRIIE
amlodipine#JZEEH S - S {EHREREAIRECYPIAIER S - CYPIA4E ¥ EHE H A
amlodipine FyB¥ & - Rt F 2 5 amlodipine 83 & & #h 2% # & Al - 0F A &8 R 25 09 A1
amlodipine =4 o] ISR AT AE &8 - MiEREMBRIFRIR4 -

FF A JRM AR HETTAORA L T 2 C B mamlodipine A T 3115 54 Z247) (digoxin - phenytoin - warfarin

9

aindomethacin)(VEO4EEHREE

T‘T’;‘iljﬁﬂnttﬂ amlodipine S H A 22 FNF + amlodipine Dk F SE¥pyBES) 228 A BH BRI

Clmetldme
AmiodipinefiicimetidinefitiRIF + R & &amlodipine/fJ e L -
FEEE (#15)

Ern gy HIEEEgamlodipine 88— NI E HFARAY - BamlodipinelYBEENE2:4 H WIHEI &4 -

Sildenafil *
Sildenafil 100 mg 2 —FI& AR A AR & MR 2R » SamlodipinefiySigha aurary
74 - ‘Hamlodipinefisildenafil(}tFHIF - BWRIHERES 5 2 4 A B AT ERRER -

FEBHIBISE - amlodipine B R A8 > #/4F

Digoxin
Amlodipine fildigoxinfifiRig - “F Gy SRR S 580 (1175 eV digoxin B iE sdigoxin Ay B i 5E -
ZPE(EE)

Amlodipine 10 mg—-ReZ&REIR Y Z A2 EEEHE S HERINELE

Warfarin
AmlodipineBiwarfarinf iR + R &k Swarfariny SR F8/5 k7 FERSRS -

Cyclosporine

BT B RBBENE A S - BRI RN 2R B R EE - #EfTeyclosporine 8
amiodipine B B2 ¥ 42 B {E FIWF 9T 57 %5 8t W B Bk 15 18 9% A 49 54 5% B8 7R amlodipine 3 B
cyclosporinefi¥ » ¥fcyclosporinefZ (BN E - AER(LERS THHEIN40% - BBIE
5% A{E Hamlodipinell§ - fE=# 885 Alcyclosporinedy; LR -

Tacrolimus

‘EElamlodipine &Gt T8 » taCFOllmUSE’J[ﬁer/%fB:ﬁi&nDE’JHBA Btatacrolimusiyaiis »
LAtacrolimus;& Ay A 5 Famlodipinels - 27855 Hlitacrolimus Ay (i Fb 3 1 G 18 155 e s B s
-

Rapamycin (mTOR) A2 748 52

mTOR (&I (141 : sirolimus - temsirolimus il everolimus ) % CYP3A 2& - Amlodipine
R—-FEFIR CYP3A HI4IH - A mTOR §EIfIEF » amiodipine FTEEErI¥H0 MTOR HI&IBIY
IZEE -

FIERE RS T
e

AtorvastatinZF 5 £ :
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{EEFAHMG-CoAR RBEHI GBI BEART » 525 AN Y37 B80T R e o (1 (R0 042 7 1 3 st 7 -
& © cyclosporine -~ fibric acidfi74:4) ~ &R EEAEE I EfIniacinsicytochrome P450 3A4/igiE
BRMAIR (FIn: erythromycinédazoledFHiMEERl) (ST 031 FEAR: REAHHH.
#1511 BRELFEEUE: NERIESE) -

CYP 3A4 #lizyy

Atorvastatin 24 H4TPEE 2 P450 3A4 (Ui - §FA atorvastatin Bd563% CYP 3A4 {5 g
¥ atorvastatin MAEREIENN - XA (EARITER AN BIE AL CYP 3A4 (ER AR A
Bl -

FEEREATIREY

Atorvastatin £2 atorvastatin §9{i 47 5 & OATP1B1 (BE A AY/E A S - OATP 1B {4 ({51
%0: cyclosporine) T 1 atorvastatin 894 88 ] FI R - 1§ atorvastatin 10 Z 57 82 cyclosporine 5.2
ma/kg/day & GF TG atorvastatin IWREER S 7.7 3(IrE2R 3.1 FRAR-HEopHE
%) - WRAVEE atorvastatin # cyclosporine &3£&T » atorvastatin [(JFIE R AiEE 10

23T
Atorvastatin 2T ERIZE (S5 1. BRY8h18RE:) -

#é atorvastatin 10 2778 cyclosporine 5.2 B//\ /R &M1& T &{F atorvastatin HUIEEE T
=(AUC LEME © 8.7 1 258 11. B2@i78R¥E) - Cyclosporine B MEI&SET-HER LK 1B1
(OATP1B1) - OATP1B3 « ZEHEEME A 1 (MDR1) - SLEHiEE T 9 (BCRP)LLE CYP3A4
BRI - R g0 atorvastatin HIREEER - Atorvastatin IWEIER T#BiEFH 10 Ex(2
BY 3.1 FAHR © SrAZLhEEY)) -

Glecaprevir £ pibrentasvir & OATP1B1 - OATP1B3 » MDR1 #1 BCRP H[4I% » gri%in
atorvastatin (JIREE & - Atorvastatin (WFIEFR O[BIEEH 10 E5(2H 3.1 AR : AR
ftirEE) -

PtFI4EH atorvastatin 20 Z 3781 480 E 7T letermovir €{# atorvastatin (YIEEEF E(AUC tE
{8:3.29; 250 11. BEYIEh7EASME) - Letermovir & 31&IHEH 02 P-HIE S - BCRP- MRP2-
OAT2 FIfFFEHEERS OATP1B1/1B3 » (AL Ert¥ i atorvastatin FIIREE £ - Atorvastatin #IfIE
AR H 20 Zr(26H 3.1 FARR | frHEMMEEY) -

\\\\\

YR ENERER A ERATARE - FRBRTAEG A letermovir 82 cyclosporine (I ASEA

atorvastatin -

Elbasvir £ grazoprevir & OATP1B1-OATP1B3-MDR1 #1 BCRP H[4I%] &30 atorvastatin
HRERE - JREHEEH @ L TATRRERIE(SHE 3.1 FAAR © 5tRdAmsey) -

Erythromycin/Clarithromycin

Erythromycin g2 clarithromycin & B4HAI 2 P450 3A4 HIH1&IH - Atorvastatin £
erythromycin (500 mg » —KPUZR)=k clarithromycin (500 mg §X —R)&HH%F » &{f
atorvastatin M RAET S (ANE2M 5.1 BWEEAETEUN: RIS 1. Byg

11

Bt YR ELRR) -

YR LE % atorvastatin B clarithromycin &£ + atorvastatin (Y4 EIE R T[BiREH
20 25w - FIEEER T A/A#EH 40 Z5E 80 =T 2 atorvastatin i A > FESHHEH
clarithromycin ;&R IREFERE R EEIE » IR EEEHAE A EREZNER TEEEEEE - =
T ZREWTHE{E 1L {F A atorvastatin &5 -

BB

% atorvastatin F07E A EENHIEE M RAREER P450 3A4 (IIEITD S HHE P& {E
atorvastatin Y PREFAE (24 11. RYEIBRIE) - ZHARA HIV EG BN
tipranavir/ritonavir #5 » Z¢ C ZYAT X B G EHIFIE telaprevir BY5K A FERER{HEFE
atorvastatin - ¥/ AR HIV G EN&E saquinavir/ritonavir - darunavir/ritonavir -
fosamprenavir 5 fosamprenavir/ritonavir » #£f> atorvastatin T & JEHZIE 20 £55 -

81 HIV & 8EsHNE(7 - boceprevir - telaprevir | nefazodone {3 FINE &R/ DA S AHER: » 18
DOEE BRI RRS -

Diltiazem hydrochloride

i atorvastatin 40 Z 72 diltiazem 240 ER & H{1&F&{# atorvastatin fYMEEEE A= (2
11. BB « BILAIR T diltiazem SRIGEVEIER%E - JEEAIMATIERE - DFEHRE
FBHY atorvastatin AR {KEERR -

Cimetidine
3T cimetidine £4 atorvastatin fZZ TGS - MESRIGR DA BRIV EIER (2R
11. BRYIEI1RRE) -

ltraconazole

Atorvastatin (20~40 Z 7)1 itraconazole (200 Z7%)ffFH & iERK atorvastatin AUC H 5 - 41
B itraconazole B atorvastatin & f1&F - atorvastatin BI4EFRFEI B F O RiRE N 40 =
W WIEEER T 80 =17 atorvastatin WyRA - L& FHEM itraconazole &R ER
{RERIE - 205 (72 FHAE A B ER TR AR EEI B 3 05 BE A= 1L atorvastatin
ERGESHE 5.1 BERIEETR | MERRAURARG 1. BB - B E ) -

e
BE—HE(E) U LG CYP3A4 sy « &Ft& atorvastatin (M iRAT » FAIREHIAR
REMTCRNER 1.2 A7) (25 1. BB IR -

YR Z P450 3A4 FI5EY

#& atorvastatin Bi4ffEaE P450 3A4 AURERI(40 efavirenz ~ rifampin) & & T & (s
atorvastatin Hyin 4R HIR A EIEEHIPREIRS - @ rifampin BASEENIZCE (At (41
Rt 3k P450 3A4 SEE{E RIFMAFAIATR I ERE OATP1B1 {IHI{E ) BN L E51¢ atorvastatin
8 rifampin FEEHEF - EARMET rifampin Z %544 T atorvastatin 2 #5537 atorvastatin
M RE R EAIRE (S 1. By IBRIE) -

Gemfibrozil/fibrates JE&EY): BLIB(EH fiorate JEEEYE R i i hl L4552 554 atorvastatin
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AR 20 R o] AE &N fibrate JHERINEATI TS - —MRTERE R atorvastatin B2
gemfibrozil B At fibrate (A2 5.1 BEENEREE : BFEMINES) -

IR
1% atorvastatin #1575 @EALEE N RE(CSRNI TR EIRE S & 01 T @ (i atorvastatin fyin
SURETE(RAY 35% R » L LDL-C (IR BRI A e g -

Antipyrine
PNk atorvastatin &2 antipyrine FYEEYJBH 0L - FRDA » RTEHI S S AR ERAE
cytochrome isozyme A HIBESLEE A T (AT -

Colestipol
1 colestipol £ atorvastatin & &% atorvastatin &1 -2 & B FE{R(2Y 25%)BVIR & -
Fia » atorvastatin & colestipol &% TR E E AT EILEBIE T BT E K -

Digoxin

1% EHEAY digoxin 8 10 25T atorvastatin &{+{& T + digoxin (IR E ARSI P IMAE IR
FEE . i - & digoxin #145H 80 ZE5 AT atorvastatin &4£1¢ T2 7% » digoxin K& H
49 20% - SHIEFL{E A digoxin (955 AESE T E ESHI -

Azithromycin
#& atorvastatin (g X—24g2k 10 Z30) 81 azithromycin (FX— 4G 500 Z57) T S
atorvastatin (yin o RE -

Of e

#3474 norethindrone K ethinyl estradiol #1522 414% TB% » norethindrone B ethinyl
estradiol iy AUC & P IEF5 535149 30%E 20% - ¥ TFAR A atorvastatin By » 7E8EEC
RN » FESELREA RN BAIASRE -

Warfarin
ESh{T atorvastatin 8 warfarin 1225 {F ISR » ) A BIEZEIGIR L RBMIZ T MM - 2410
22 warfarin JAFEAIRIA  HEF atorvastatin 0% « JESRHEETE -

Fusidic Acid

HEPRH AT atorvastatin B2 fusidic acid FUZXE 1FRIEER » (BEAIFFR statin JEEEYI(H1E
atorvastatin)l fusidic acid (9% A BB S HIELANSERER - H—3Z E/EFAAISEITEE - EE
R/ 2 51 fusidic acid B9 A S » TER fusidic acid JE ARSI 42 (S statin 8% -
Statin AT LAFERR 14— fusidic acid /Y 7 RI&EHFIIEHEA -

TRERNHEALE M fusidic acid FIFISMER T (BIiNE T ARERE R  EEAER
WABBVIERMIGRAT » T3 k(BRI REAFFA atorvastatin 1 fusidic acid - FERER A
TERZAE RN ALY - AR EBRROIERES » TRk -

Colchicine
HEZAI ARFNTT atorvastatin B colchicine fYZX G {EFIEER » A atorvastatin 82 colchicine {}f
FAS [REA/RRIHERE + (£ atorvastatin B2 colchicine HF[fE/Ny »

By
B PRENBR T LA atorvastatin ff FIIE (MR BEMIFIMEMFE B (AFEAN - RS ERIRERR -RIE M
AEREAFA - EREITA M TV A R -

8. BIfEF/A RLECHE

8.1 EEPREERIfER/A REUE

Amlodipine atorvastatin = & ff S5 1% 4 5 2o B 1R 55 o #11,002 &4 3 75 fu R B ffn
AERE R TG B 2 - BRSNS S8 H B Sk amlodipinefiatorvastatinaf] &%
HINT BEFE - F B Efamlodipine R atorvastatin FFTER&SIMEL GEER TIIERIF 2
[z PEARER) -

KREIMS - amlodipinefiatorvastatins SHERBININ 2 M BIF - F Eliﬂc‘éﬁ’ﬁifﬁjé%%@fﬁiqﬂ
FE - FE W IBMER R P - N F ERENEBER R MBE L AENRHA » 82
amlodipinefiatorvastatin}aE&455.1% » M ZHEEH4.0% -

BT Bk Rt amlodipine FlatorvastatinéyBEpR s\ B B - 7 (58 i ABRFI e -

Amiodipine it 5214 R4F - 15 & &5 MBS L AHER A MV B RS RSB - B¥ RIVR B
BT

MedDRA 2GS EAR T BREE
TR 2R ) T DR TETE
L LAE
B HaL
B TR
— R RIS KHE - iR
IS LEEHREER + T RIBEEEIBamlodipine A BRI RGER ARSI MBR IR L -
Amlodipine FTiT BT RMENERIIE:
MedDRA %58 B2 T REE
RIS 2 BBED - fUIMGR
R e R B MEE
YRR &R, - RS
AT BN - BRENEREY « B
RS - SR - RO - W - SRR
R
L AT
BRI Hig
B M - [ %
U, - R T - PR - %
B HHESREE - (8 - LR B (B
%) - SFRMIAE - B - I
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FE LR R R R R FE - 5T - SR - HERE - g
B ARAN A S R AR BT TE RS ~ B - AP - A

B BRELLGR TR SRR - HEPRIERE - BUR

A TE A SR R A B EMLIE - ME

— AR LT S B AT =55 Al KR

i AR /R

FRNT RIS IE OISR - B8 - (BN KBRS LA -

HF3% - EEGFTRBEA ST S ECEM MR —5) - AXEgtRamlodipine s
ABEFITFEERHIHRE - RERDBRAIRRBAGERTEE -

IEnE At $5RT- BT —4% - T5IF REEMRDHES - i LA RBERRAN S AR £
BUEAER - LAAEZRMI) ~ OETR R (B OIRE « O M DI IR 0 A BRE)) T R s -

SERA (6-17 1)
Amlodipine fEFIF SRS REF - F RBATINRASTBEER - £—HWMA 268 {15
EHSERT AR READT

MedDRA ZRESE 1 7 BAER
WG T iR o
RS ERGR
RIR, - FalE R C¥e
I L
LB R AR R 5
%

KESF BRI REMEPERE - BRET RENW (EEATH) $4E% R amlodipine 2.5
mg #H 7.2% ~ amlodipine 5 mg 48 4.5%FIZZAITI4H 4.6% - 681 SEAAERITR H FURH Rt
FRZBIME - RAEFARTRERIERRETIELE - RE4EOHEROIEZRL -

AtorvastatinfI§XER

Atorvastatin KE¢ EiifSZHE RIF » F R IERE RIS B EEYT - 752 16,06647 (8755415
atorvastatin 7311 f FZ2 R i1 S BEHER] %5318 2 5% A fyatorvastatinZe BRI G B PR
REERIED » #EZatorvastatin) BRATH AGS.2% R84 K B B 258 » 2 aiian
HIRARIE4.0%HEE 4R R R IEMSEE -

S AFH R IEERRRIIEA T » BAH R(2 1%) 8T EF0(E Aatorvastatini &5
MR REER

BRRF AR BHEX

UMBRBMMGE - =inE

TP ~ PSRRI © TR - B

FIRBREE © BUR - MR R - 1B - BBREA

LA P L i 1 BRRNEROSE - RHIBTAT - DUMGEAN - IATEAAFENT - ALOIREE - RS - BREDIEAR
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BRE ¢ HFORERNSR AL - i ch LSRRG ST
AtorvastatinZZ BB IR SRS P H EF RRIEREEHE ¢
TG : 2

ARARRE © LY

BN ERGE - 55

FIRBIAGE : IR - F10R

FFRERESE : 7738 - i Eeig

BIMSRET T HIBRRDE - ZRfS

WLPAY AR SRAK R AR RIETE © LIPS - SRR
SFH SRR R RGE : (5

— BRSBTS

BE : a2 RERIE

R B Sk B atorvastatin SR KRR (% -

FRERA
#ZatorvastatinARFHTR AR R REAEESABIRLISEZ ZRBIERIVA A - THEERE
APfh R - ERIAR R R R R -

TE—TEHA 6 B LA REETTIN 3 E5ERT - IRIBA IR IR LTS - Tanner 2HASE
R G SEBEAE  REREBNE RS ERER CREE 2 1ER - FHRRERA
B A 2 MR A LR atorvastatin {8 I A AR ABRFINE 22 2 MR -

8.3 LHiRHIERER

TRAE L rRnTeERE 7 T PRI T RIS -

MR RS S IERE - /M) -

I A GERE | B E (RfEanaphylaxis) ©

&, PR AR -

BROHEGE - e -

THET F i - BRI - (T - TR - DR RENE -

TR - Bk -

B ET TR SREREE : Steven-JohnsonfiE(REF - R IIRILIBME « MBMIKIE - BTHAT
B - AJELE -

WA RE ERE e AR SRRETR - HAUIARE - BRETE « SefuiE MBI A2 - HLSE - 259 -
— RSB AN ¢ BOfE - FEOKRE - O - R -

TR AIERE - AR TR o [ statinEEE R AIchEE ERE (BI4D: 30
Bk - AP (BT« SERE - JRE)TTAEAR - B statin & 2755 [RER AT RIREAY R -
FZERATHEEMRAEE BT EEY - ANEEESTIRE - HERSE 4 R SRS R EUERE
ETRIVRBIBEE - FEARGE RS P Ar s 5 38) -

9. &
JEE R A B4R flamlodipine/atorvastatini@ B9t -

thtamlodipinefiiatorvastatindy 4% & O E45 S REMIEE & - SUf AR BT AR 0
amlodipine/atorvastatinffif e (SH11. BB IEEMY: | WIREFS) -
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FHMEMER amlodipine HFYROBHIET - DIREHISEY)IE 8 St Al B Y B M R - 3 0L T
AEEAE RS PR R - /T 9B H TR RF A YRR - ISR ST MRS iR s - B8
HIEFETEME DR amlodipine 10 mg {RITENRAE 2 /NKEPIEE T 5T 1k i P ARG Sk >
amlodipine HIRYY - FESRILER-ERIES - RN amlodipine A8 IEREGAR [ RS YK B
REETRBACME R - AR MVREITRIIE 2 EEA - 52 A A EERNEER
PR E - WRLAEM L2 HER - P MEWHEEEITTAE v AR B & R RN mEE - 4%
FRE S A BB £S5 W] BB B BAE11E §5k T3 i PR TR -

SSMEWER atorvastatin FYEHEE T » atorvastatin BB B EHAE % » W/EMRIBRE
NI BB NG - LUR: (i P Bt ST -

10. ESHRHE

101 {ERIINNY

Amlodipine/Atorvastatin [/ F4#E

Amlodipine/atorvastatin 455 RifE(E F4#%HE - amlodipine 19 dihydropyridine $58 155 (35
B FEHURI 12 HOE B HET ) (RN atorvastatin iy HMG-CoA BEEGINIFIfER -
Amlodipine/atorvastatin [y amlodipine £ 7315 $58k T 2F B AN AR R A M AIE FRILELC
AN - Amlodipine/atorvastatin (9 atorvastatin %432 HMG-CoA B EEGATE I B ST -
BiEEFEREEE HVG-CoA 128 mevalonate FYRRALEREE » il mevalonate Ty G FERE
BT A 2 BB ATEEY) -

10.2 BERERERE
S0 12. IR

10.3 ERERATZEiE

Bl

Amlodipine %%, : KEFI/NELL amlodipine Ju AKX & HEERE 2 F » FEUEREGATIEL
0.5-1.25 )¢ 2.5 mg amlodipine (WHIE T @ B RILEESARREZENE - FHARSHIE (0L
mg/m? 8 NRMFAERLER RS EHEEE 10 mg » MABNWAERN BERESEEN
& 10 mg /Y 2*f%) HEU/NEMIRATHSHBIE - EXBEAA -

Atorvastatin [47, : Atorvastatin #KEGAEEN - FIEAMRSEIZLL mgkg REHE

ELABSERSHIE(80 mg/R)& 63 % » #5 LU AUC 20y 51 » BILLABRSBIRS 8-16 5 -

—IE BIAMER N BRI - [ AREEIEIF (L mgky BEME  LEABERSEHE
& 250 %) - NEREF 4 AT 4mAAR R (hepatocellular adenoma) 43 & B &4 £ KT 4D AL R E & 7
&= LHRB S SHREBEEL AUC 04 EHFBEAEL ARESEIRE6-11 {5 -

Hot SR SR EIREEY) - EHIRRBSEHEIRE 12-125 (SHVBE T (B ma/kg MEEHT
B) MEEAR K/ RBEEY - ==

*LUIRABE R 50 AT (kg)ETE -

Boemt
Amlodipinefji7y, : E(SERMASIERT - AEERNERIEBE B WS -
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Atorvastatin iff75, : Atorvastatin fiisH R SEEEIE(E TR SN LU — TR SR iR
hEEH BB B A G BERAIT M - Atorvastatin 1 7| il B {5 5845 % (Salmonelia
typhimurium) B K52 (Escherichia col)Fiiif .z Ames s + Kol B B & B Ai4mAEpT i
ZIERRYINR RN - S IR IS TR LAY H iR R 2 (HGPRT)Ze Z 4119 2 b - Atorvastatin 775
P& EATARERT I SEREIMERI  th R S AR 2 TN 2 2 IR 5 - Atorvastatin
TE/ERB /N B/ MZ(micronucleus)iB& R IR 2 &4 -

BEEREH

Amlodipineliff%t. : A iR E5zamlodipine maleate AR;&E (AECHTAEIRFE64X » FEARFH14
K) » #£=#10 mg amlodipine/kg kX > # 8 T (MAmg/m?5 18 » 2 A MRS 23210 mg/XH)
85" WEBNSAERE - -

* BURARGE RSO T (kg)5tE -

Atorvastatin BT9% - ¥V KEMLIBIR S 175 Z35/20 /B /Y atorvastatin » s A B HELL
B 225 BR/ATIHWEIR - @R ERSBEMEFTNREBEN HEOF BHE - DER
1T Rt EERE  BEHBHE N AR ESAIEN 100 43 140 {Z - $HELL 4 10
ERINT 40 ERINTE 120 E5/0 T/ BHY atorvastatin - $1EE F50HE RS Sois 4T
SEHBESRELNRPE -

11. BEpsh 8By

L3l

B

Amlodipine/atorvastatintft5s, : [1famlodipine/atorvastatinz 1% + EHZZFIR {EF 51195 &=
TR RIS 1-2/N\IF PN B Y —{E S M AR AR R thatorvastatin g5 Y - FEAREE£6-12/1
B 2 f 22 B AV (£ & i 3 2 1E 2 1 amlodipine i g Y - Amlodipine Fatorvastatin £
amlodipine/atorvastatin Uz U i 33 3= 53 0 Uy 8 (4 88 0 Ff 2R) B [5] 8% 45 7 amlodipine §i 8 0
atorvastatin§e B84 487 IR EBREZE - RAKRAIESamlodipinefk 3#ICmax &
101% (90% CI : 98, 104) » AUC %100% (90% C1 : 97, 103) - atorvastatinfi; 43 fCmax 594%
(90% CI : 85, 104) » AUCE105% (90% CI : 99, 111) »

Amlodipine/atorvastatinsffyamlodipine £ #8 o] FXR A Z i TR R E  RAKHAIESH -
ERZZRSIREEAILL » HEAIREE TAYCmax105% (90% Cl : 99, 111) » AUC5101% (90% CI :
97, 105) - &R & {Famlodipine/atorvastatin frffyatorvastatinig Wz & (X4 32% « Tl
BEEN11%  RAALEAIESH - BZEERERMELL - Cmax&68% (90% CI - 60, 79) » AUC
#489% (90% CI : 83, 95) » {F#E &iRAE T 45 Fatorvastatin B —F A th A H LAY M 45 B REFE (K -
{EFE{ELDL-CEYRBERAI R SRS T -

Amlodipinefff37, © BB OARIAHFRIZRamliodipine 7 1% » BI{E6-12/ NG ERIF = MAERE -
AmlodipinefJ4E it 4 B8 T Fi 35149 564-80% - S BEREGE T4 B21 Likg - BBSMARESRIE
B4 thr9amlodipine #7597 5%4E S TEMSEE M L o

AmlodipinetyiR K F S &MEE -
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Atorvastatinfft %5 : (IR 7% > atorvastatin iR #E O UL » 1-2/NBF PN B O] 2 S B dn s 8 7 -
Atorvastatinfyok W & 50 i 4 8 [EHR SR & AR IELL - AtorvastatindE iy 4 B4 o] BSR4 BB TRy
85-99% - AtorvastatinfV4E S 4: B A AR 5 14% » T2 S HIHMG-CoAB RERHI4IE 14 1T 32
30% - A0 0] ARG ENRER 5 B BT LR W {(E1g 55k (presystemic clearance)
BB B R AU U (first-pass metabolism) FEg - X EHIECmax AUCEA » EiBiEsA
ErifatorvastatinfIR IERLIIEK25% » TRUTELRE(E9% ; {ELDL-CIHENEEANFZEY
& - Atorvastatini=1rl: EHRF - MIEEBESE R EBRAE(R » Cmax RAUCKLIFE(EK30% -
ZATT - LDL-CRHERYFZE B2 3 RS E ARBETRE (2R3, AARAR) -

paui
Atorvastatin ) 215 53> i B FE 4 5381 A7 » = 98% A atorvastatinéE S F M EH L -
Atorvastatinfy4LMmEk/ M A LLE4Y50.25 @ EFRRABERLUS EZLLMBRA -

B

Amlodipinebft4t. : AmlodipinefyARIHH M AT HEk - FHALY B 35-50/Ni% » W B FEF X —RAIH
ETE—BHY | B T8 7-8 K 1% 7 DT EAR A AR - AmlodipinefEFRAE
AU BRI » AR 0% R BN &1 R 60% sy BY =X PR TR -

Atorvastatinfff4t, : Atorvastatin A E X ERHRETE B #4¥8 & (ortho- and para- hydroxylated)
PTEY) » DR ETER-E(LEY) - 15 MR HE B ST A BIHMG-CoAB R RGBS S MRS 14
HatorvastatintiZ - B ZHNIIHMG-CoAB RIS SMATAT0% R B B LT A EY) -
BRI BRfE L atorvastatin AT B 4HIAE (2. 35 P450 SA4CE Y E RN - S (R4S R M AY S
H—E0 AfEE R atorvastatin fzerythromycin (482 2 P450 3A49H141) » Bllatorvastatin
M REEAR - BINARIIEL - atorvastatin 24 L EPA50 A4S - [FIFAR
Fatorvastatin¥fj terfenadine #y f# & &1 F @ i 4= Rk _EREE A2 « terfenadine®—5&
T EE RN EFEPAS0 SAMRHIIESY) - BRIL - HeHlatorvastatint R &R RN S E M 4mA
@F#P450 3A4E (substrate) EEBNER(2R7. XEHIER) - BN EMS AR A B
TERR G ST R BB (E(glucuronidation) fEF -

Atorvastatin E AT BT R/ RATIMASH 2 1% » T EEHEHEER » BUFERGETH
RF B3R - AM#Jatorvastatin P 193 HRER E R R 1408 » RARRBEMER B - et
HMG-CoAR R ESHYNHNE M2 T 7] R 3#20-30/1N6% - OARIE 1% + AR R El Ui AYatorvastatin
BIEV72% -

Atorvastatin;%ﬁﬁﬁ@ﬁ% + OATP1B1EOATP 1B IE LAY « H{HYIZOATP1B1AYZ
B - Atorvastatint7 #7530 EHE L EUERRMDR1FIBCRPHISE - Gl @ TRE| atorvastatingIis
ERWAEEER -

RREREE

FFohEER &

Atorvastatin $A7% | F{&MEEE MR (Child-Pugh B 4R) 2/ A, » atorvastatin # Cmax Kk £98
H016 45 + AUC K&uisin 11 Z(SH1 4. 2B) -

EOE T 2(28 3. HARAR)
Amlodipine 5% : Amlodipine M RE K LB RBIRIGIZEMARRM: - amlodipine fE5LHEiA
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7

Atorvastatin 895 : Atorvastatin FIF% SRR KIMARER BB ERZ EE  NILEThEER
ERAEERERE -

izl
Atorvastatin F9Y. : ZM:HY atorvastatin MAEEREERE 4R —# » Cmax €931 20% - AUC &3
FE(X 10% - #4if » atorvastatin $fifASAVE EI ME L ZR -

EBEAN

AmlodipinetA 7t : Amlodipine i B/ i M A & ARl B4 R A Rm A IR - EEBAY
amiodipinefy i ERRRA M &S » BRI T ERAUC) R HSETEHIEIN - 750,358
(CHRY A & - AUCTDHlBR J 22 HAM 1 10 IE 20 B0 95 9 A SE e BE PR TRARY - B2 AH{NAY
amlodipineT 2% « ZFEBFESE A BA RN BIFT2HE -

Atorvastatin FI%T @ {#FF24 A (265 5%)HJ atorvastatin MAFRAELLFEE A + Cmax L
40% » AUC &3t /i 30% - ACCESS IHRFAISHEEFERA BT EEUFIET NCEP (A5 HAE
RS 1087 kiw 65 BRAIRA » 815 % 65 B LAV A » BUR 185 44 75 3R LA AR
A o $EREER » atorvastatin BY2F 2 - FEEUERASE AR B IEHIER « 1EER AFIE(E
R EXeE=ER -

RE
Amlodipine 5% : #£—TEEL 73 iz 12 A AZ 17 3k 17 mbL T S35 MR A ETRE KR
MRIERERERY - 45T amiodipine 0.17 mglkg > PR EIR - #E PAIBE 45 kg IS
M S EBER SRR 23.7 L/h F1 17.6 Lih- SLESEIITUR 70 kg B AR AMfGEHE 24.8
L/h o —{i7 45 kg ARG MBETRASEHE A 1130 L (25.11 Likg) - 1T 24 /NIR4AEERSRR
WRZ2E BP fERMVERS - S FRFTIREIRIERNHSRER(CIFRIIER - HB R A BES)
ZREIERN  AARBRINSYENERER— RGeS -

Atorvastatin 5% : E—TERIRY: 8 BRBD  BHRLES TR SIRERIE B L4
LDL-C >4 mmol/L #J Tanner 25 1 #] (N=15) 0 Tanner 22 ] (N=24) R A (6-17 %)
SRR OR—ZK atorvastatin 5 2 10 mg HIg$ESL 10 5 20 mg R ST - B85 & atorvastatin
TEEE PK BREVE M —RESE S 2ETE o DUFRSEERI S RIS B RITE R - RESREN
atorvastatin #{LACIARERFESRIEMFALA - 7 atorvastatin §1 o-hydroxyatorvastatin #95&Z&s
[EN#42%) LDL-C A1 TC H9—Ff& (& -

YA EER
Atorvastatin T7%Y : ffFIZEYY atorvastatin 22 BEYE) ERAYEZ4E » DLR atorvastatin %/ FIEE
Yy BEIEh B S BN T ST l (260 5.1 BREAEREE - AR 7. XEER) -

GEFAREYIRE Atorvastatin 2 BEYIEN AR

B2} Atorvastatin 2 BEYEH 1B 0E
DB R LR Atorvastatin
R ET) AUC mb4E* Crmax FH{E"
"Cyclosporine 5.2 Z3e/A /8 * #& | 10 5% QD' » 28 K | 8.7 10.7
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D FTERES Atorvastatin = BERIRI AN

SRR ER% Atorvastatin
ERE .
'2'1“0131%1%11 BSIO];)" % B;E BID"/ritonavir 10 B% SO 04 2.6
'Glecaprevir 400 7z 10 % QD'7TK |83 22.0
QD'/Pibrentasvir 120 =% QD' 7
X
"Telaprevir 750 B52 - Q8h' 10 X | 20 =3 SD* 79 10.6
*Elbasvir 50 Z5 10 %= SD° 1.95 43
QD'/grazoprevir 200 &5 QD" 13
X
"Boceprevir 800 23 ' TID' » 7 K | 40 E52, SD° 23 2.7
*Simeprevir 150 Z3g QD'+ 10 X | 40 B®E SD* 212 1.70
"Lopinavir 400 252 BID" ritonavir | 20 =5 QD * 4 & ) e
100 E5R BID" - 14 X N ' B '
"Saquinavir 400 Z 57 BID'/ rilonavir | 40 BT QD 4 & 29 43
400FEHBID' P ISK ' '
"Clarithromycin S00 2% BID' 9 [80ZH QD' 8 &
* 45 5.4
‘Darunavir 300 3%, BID'ritonavir | 10 E% QD° » 4 34 "
100 £% BID',9 X X ' )
"Itraconazole 200 . QD * 4 X | 40 Z 35 SD* 3.3 1.20
"Letermovir 480 Z5E QD + 10 X°* | 20 5% SD* 3.29 2.17
"Fosamprenavir 700 255
BID'/ritonavir 100 23 BID*» 14 | 10ZH QD' 4k | 2.5 28
K
llzos%mprenawr 1400 % BID"+ 0B QD » 4K |23 40
"Nelfinavir 1250 Z5% BID' 14 K | 10 Z5 QD* 28 X | 1.74 2.2
K& 0 240 = QD™ 40 Z57 SD* 1.37 1.16
Diltiazem 240 Z7 QD' + 28 & 40 Z 53 SD* 1.51 1.00
Erythromycin 500 3% QID° * 7 & | 10 &5 SD 1.33 1.38
Amlodipine 10 7 » H—-H& 80 Z 77 SDF 1.18 0.91
Cimetidine 300 2355 QID » 2 i 10Z5 QD 2@ |[1.00 0.89
Colestipol 10 27 BID" » 28 # 40 Z5 QD' 28 3 | NA 0.74”
Maalox TC* 30 EFA-QID* - 17X | 10EH QD'+ 15 % | 0.66 0.67
Efavirenz 600 Z3E QD' » 14 X 0WER 3K 0.59 1.01
*Rifampin 600 23 QD' » 7 X 40 =35 SDf L12 g
(&fftEE’ ’ )
*Rifampin 600 Z52 QD' » 5 K 40 E35 SD*
renrivhg 0.20 0.60
"Gemfibrozil 600 Z5z% BID" » 7 X | 40 =53 SD° 1.35 1.00
'Fenofibrate 160 EF, QD'+ 7Kk | 40 =33 SD' 1.03 1.02

“REaELEI (HEREEN L atorvastatin FHBIF? atorvastatin BL—3&HE) -
' BRRE AN 5.1 EREAEREE ' Uk 7. XEER
* BEEBERAEERA(—R2T50EF- 1.2 FHZ B HIREARE . AUC FI-ESER£(AUC ELF
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AFFIREPIRS Atorvastatin .~ WU 1R R ]
| DtRAIRICRA | B Atorvastutin
e 2 2.5) K(F)Cmax F-EIRR(Cmax EEHIRSEE LTI -
* LLBI AR IBTREE 8-16 /N\IEFREUS 2 BE 484
' BB rifampin FYMEEASE (EFIIE 0 B4 alorvastatin B rifampin ESSHHET  RATRE
?,QF' rifampin 2 B &F atorvastatin + @{# alorvastatin H i P FEIREEREAL, -
! Saquinaviriitonavir £ AR 9T FR {8 FE A & R RES R FATEGIMIE. &6 MRS
alorvastatin IR BV EIRE S LLATIREERMNES - B - B W TFRIENSEE -
R -K
"ERMR
 ERIE
"BR=R
ESTNUENY
8N
Atorvastatin ﬁmm&ﬁfﬁﬂi
B/ R ) AUC FEL(E" Cmax FIEER"
80 Z77 QD' » 15 X | Antipyrine » 600 Z73 SD° 1.03 0.89
80 =3z, QD' » 10 X | 'Digoxin 0.25 E& QD ' 20 % | 1.15 1.20
0EFRQD > 2K | OfREZBE QD » 2 M3 1.28
- norethindrone 1 352 1.19 1.23
- clhiny! estradiol 35 7T 1.30
Tipranavir 500 Z53
10 35 SD° BID"ilonavir 200235, BID" 7 | 1.08 0.96
X
S, Fosamprenavir 1400 Z 52
0ERQD 4K BID'4 0.73 0.82
Fosamprenavir 700 237
10 Z3 QD 4 X | BID'itonavir 100 25 BID" + | 0.99 0.94
14 K
* RIEFELLG (HHEZEYINILE alorvastatin I atorvastatin B—&HE) -
P ERREEA ST 7. XEEA -
HR—R
"ERTWR
CERE

12 ﬁﬂﬁa&ﬁﬂ

r i dr 1660 HiEs %ﬁuﬁﬁ&ﬁﬂﬁhﬁﬁ*ﬁ kﬂ’]'&ﬁ 4:‘“&“?]%&5&4’ iz 8 @
amlodipine/atorvastatin B|24H5(5/10 mg - 10/10 mg - 5/20 mg -+ 10/20 mg ~ 5/40 mg -~ 10/40
mg ~ 5% 10/80 mq) - BAEE (i amiodipine (5 mg =% 10 mg) - EE%{sF] atorvastatin (10 mg -
20 mg ~ 40 mg - B¢ 80 mg) R ZRABIF R —RIVERRER - BT = MmBAIMmASRE Z 4k 15%
TANERERRR » 22%5 NBIE » 14%F LI BHEH(CVD)NIZRIES - FIsET -5 8 18 8
{El CADUET &f/aR4HAIULSERE(SBP) - £73REE(DBP)f LDL-C AREN A HIsA S A5t -
B EAERA M RS - (RIS » £—Rk5> SBP - DBP R LDL-C RO ANE (&
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RTHR) -

R MRS LDL-C 3%

SRR REER * 2B

g ATOP OJATO  10/ATO  20[ATO  40[ATO 80

mag mg mg mg my

(L (mmHg) 3.0 4.5 6.2 6.2 -6.4

AMLe O mgliil 2z i 2 3% BE 15 3.2 32 3.4
(mmiHg)
R (mmHg) -12.8 -13.7 -15.3 -12.7 -12.2

AMLSmg [0 %2 & B 2 3 W g 107  |123  |o7 9.2
(mmkg)

- 103%&]?-[1: (mmHg) -16.2 -15.9 -16.1 -16.3 -17.6

mg AT -13.2 -12.9 -13.1 -13.3 -14.6
(mmHg)

2 [

b Atorvastatin

© Amlodipine

S FRRIERAT SRR @ 7 R -

ST ATO® O/ATO 10|ATO 20|ATO 40|ATO 80

= mg mg mg mg mg
SEGERL, (mmHg) 3.3 -4.1 -3.9 -5.1 -4.1

AMLOmg|#l %z B B ~ #= [if| — -0.8 -0.6 -1.8 -0.8
(mmHg) .
el (mmHg) -7.6 -8.2 -9.4 -7.3 -8.4

AML S mg |l Z B B ¥ = 4.3 -4.9 -6.1 -4.0 5.1
(mmHg) N

AML wsv-&@ﬂ; (mmHg) -10.4 9.1 -10.6 -9.8 111

mg & w2 #E E-7a 5.8 -7.3 6.5 -7.8
(mmHg) _

nrm_g

b Atorvastatin.

° Amlodipine

S PEEHERE(E LDL-C? = SR (F 2 ELYE( L)

e 3 ARl ATOP 0 mg |ATO 10 mg|ATO 20 mg|ATO 40 mg|ATO 80 mg

AMLE 0 mg |SF39%EE(E |-1.1 -33.4 -39.5 -43.1 -47.2

AML 5 mg [TZ¥9%{L [-0.1 -38.7 -42.3 -44.9 -48.4

AML10 mg | 9%t |-2.5 -36.6 -38.6 -43.2 -49.1

(G R S s

b Atorvastatin

“ Amlodipine

FE—THRR BT - 1220 £FRASMBRMAERE ZAAE 14 BrviR S BErE
amlodipine/atorvastatin BZHLE - QA MBERGFIERIAIRAS BERE A LIRS (Fa AR
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RFE S ET(EAMRMRER 55 14 HOFEIEFRIAN » BT S8 REfEEmo s - HmA
B DA (5 AR SR pU0IRR MR » {BF41 LDL-C EE B RIHE41E o] SNt IEEE - 455851
EEF) LDL-C FIGRNEHIMR/ AEATIE » M 62%MNSHEIR & ERE DTS -
Amlodipine/atorvastatin J& s 1 BEFHE : WHRRRIPE(E 17 1 mmHg » £75RERSHSFE(E 9.6
mmHg » {8 LDL-C SEIFE(E 32.7% » 455R0E 58 % AKIMEEF] LDL-C #RSZIH2EH](nBR K
LDL-C BEIZEHINERETAE - RAESmEFMASEEYHEA © <140/90 mmHg <160
mg/dL ; s B =i EEMIAGSEE - M1 E—{Ek: T TR (R (CHD) SRR R BAIMIL LI E B iR
EFHIBA - <140/90 mmHg k<130 mg/dL : 3kESMBFMAERE @ I LEMAT.0R
(CHD) ~ $EFRIF SN EAMEARIHRIE L E=RHIRA 1 <130/85 mmHg F2<100 mg/dL) - fEiSEEsR
REERF - RA 13%% AL amlodipine/atorvastatin {F s i BEF (1 Hia 5L 5 IURE4A6 R © 28
A 56%% ALL amlodipine/atorvastatin [¥J amlodipine 5% 43-{E & = MR I ARE » Edbf
}ELL amlodipine/atorvastatin &Y atorvastatin 53 {E BIMAS FEHTEREE (20%) » KB A
ARFARY atorvastatin (18%) » S HE it statin Ei55(18%) - R A BRAF{s A AR dn BRBATRE (fn
RETIANASTAL B - 45 LB R I BRF LDL-C #5212 4109% A LLB  {EF amlodipine/atorvastatin
1F B v i BE AL U S SR % S OFIE#C ARG MU A B 65% - L amlodipine/atorvastatin &9
amlodipine F%571F e BN D 6 BERYR A B 55-64%(Z Bi{H 3 atorvastatin LASMNSE fn A5 T
IR AR 55% » Z Fi{EFT atorvastatin YA 58% + ~ Bk (FE FIFEMASHITIR A B 64%) -

B TR L RSB

BAS BRI UETE ORISR B (ASCOTIR—A 2x2 RTINS - B9 RSHY
19,342 i A (FEMEEAI- ASCOT-BPLA) - b — RN M RE S BT ATE ST MU
BPRHOfER] » BURRE 10,305 A A (MmAS4l- ASCOT-LLA) LN atorvastatin 10 mg
RIZe R BT A0S SR SE ALK BR S FE0f FF - ASCOT-BPLA 71 ASCOT-LLA 4517 19,257
701 10,240 i ATEFAE AN, -

RS B AT RS SR R e A Ll AR EH(ASCOT-BPLA)

RN HEEES Y BORAROE S RS TEHE (PROBE) &5t 0 $1%f 19,342 {1240 Z£<80 5% - &
B E OHUERMNERE LREmMEZ AR - BAZEPZIETYISELRE 2 0MERGRT
5B ~ EEHR>55 BE - URY - 55 2 BURERRS - — I E AMIRTE 55 i (B 2K 60 5% (&)

A E44 CAD H=F - TC B  HDL >6 - FBMERER - Z0LERK - ¥4 MmEEL -

BrEER (ECG) RY - EOR/MQEQRZEMERA » L 7 amlodipine (5-10 mg)
(n=9681) = atenoclol (50-100 mg) (n=9661);&4ERER2HI/ER -

A TERE—F BP B (FEREIRIFRA<140/90 mmHg » #EFR#57 A <130/80 mmHg) -
amlodipine #4870 L perindopril (4-8 mg) + DL K atenolol 44 f0 |- bendroflumethiazide
potassium (1.25-2.5 mg) - —4H 7 5 =454 B doxazosin EFEREY(GITS) (4-8 mg) -

ASCOT-BPLA SHERFES 4= 903 BIEEEM (FEEFEM: MIAIZGEKE CHD) HIBKER chArH
%y 5.5 1% » E{E amlodipine FHZHN T IR EIEHRMIBRE BRSTIRATAE L © FTARESE
U LM% (CV) SETRMFR - ARBEAIEREE/D 1150 FIERIEHESEM -

LLH& amlodipine 48842 atenolol 45 » FEESEME MI FIBGENE CHD 1Y 1 SEHSHRIG R EI4E

5T _EAIREEE M -t A amlodipine A8 atenolol 40% + £ ERTAREIAREH: « FTAREZET -
BEEMEAIEBOEE T BRI SR tHIR Gt L HIRRE R -
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19,257 i B RHEG E MO A8 1 SIS B a4 5 ¢

e P O T

e n (%) n (%) (%) mEpE
FEFLICHE MI® | 429 (4.5) 474 (4.9) 10 0.105

+ B3 M

CHD ( FZE5

) -

S8 CV i | 1362 (14.1) 1602 (16.7) 16 <0.001
FIfEF P _

S 2REARENNR | 753 (7.8) 852 (8.9) 13 0.007
BiEe

JEF LM MI| 390 (4.0) 444 (4.6) 13 0.046
(F&EER

M)+ B3k

# CHD

FrEEREZET | 738 (7.7) 820 (8.5) 11 0.025
OIEFET R | 263 (2.7) 342 (3.6) 24 <0.001

d

EIEMERIIER | 327 (3.4) 422 (4.4) 23 <0.001
FEE

I MEFIIER, | 134 (1.4) 159 (1.7) 16 0.126
FEM RS
e LA

P OLIEIECE - JERFEME MI GEREERIZEREIRE ) ~ FRRERLLGE - BMIRE
PR ~ RS2 OVETREE  JEEBEM LTS - JERSEM: A, - SR,
mEEfE (TIA) - W iErasSohEERRiE (RIND) -~ HAEBEMERSE « FiBg)
ER e repliN=gn g = =)

¢ 6 CHD ~ FEESEME MI CEARMEFIFEAEIRME ) ~ 1SMRBEME L% - FIgE
LR  BPEERSERGE I L TS

4 F14E RIND

RHESGRARIZAIMER (SBP/DBP) 1B XM 9B 4K (p {6<0.001) - & amlodipine
4T RZENN) SBP/DBP [EAZREERE AR S atenolol 41 (53517-27.5/-17.7 mmHg AB#R
-25.7/-15.6 mmHg) + A SBP #1 DBP AImi4HRIzE R p {EH15<0.001 -

1S B W BT 2 BRI IS 4H(ASCOT-LLA)

1£ ASCOT-LLA o+ §1+#} 10,305 firsk & 844 MI B TC jR<6.5 mmol/L (251 mg/dL){y 40 &
80 5% (¥33 63 5%) MIMIEER A » 374 atorvastatin HEFEMFIIEEBEY: CHD #IEF - pLob »
FrERAEAEEV =TI LMERRRT © S - F#>55 5% - RHS - HIR% - —fIE%
m# % %4 CAD - TC : HDL >6 ~ M EHRR « AL EMA - BaEIMmEE L - e ECG
RE  BEOR/BEAR - TF%E - TRANERRS - REAETEOESE (JEMERR
RAER B BP <140/90 mmHg - ¥ERRFFH A% <130/80 mmHg) + ANREFRES

25

atorvastatin 10 mg (n=5168) HZRIH| (n=5137) - (I HAP 47 atorvastatin HgeEAHE:
R ABRE LI E - ASCOT-LLA 7E 3.3 EBHERILILE - MIERTT 5 & - phob

atorvastatin FZZRFIAHIA \FYM BRG] RAF A RBUIEL - BT R REE 1 -

Atorvastatin BTFE{K 5B 4 -

B Bk = & % |pHE
& (%) ( Atorvastatin
TR S )
EHREIREE: (E3EHE CHD? fnL |36 % 100 fHEFA 154 | 0.0005
FEEIEME MI°e) |
2ELLME BN E I 20% 389 tHIRN 483 0.0008
2 HEARENAREE 1 29 % 178 fHi 247 | 0.0006
EIEHEMIER ST E R 26 % 89 R 119 0.0332
3 SEAE °
bR
THREBEHAIEESE PRI EEEREIE AR EZBEKE
(p=0.01) : {EZ{NBREZIEBERIEE 26%H95 FHES) -

REBEDATES  BRLEIECHERNLMETE T RAKBEEE -

RS E- KR A4 T R S B 2x 2
ASCOT- LLA (FFSB R ASCOT 2x2 RT-234 » BT atorvastatin i1 A amlodipine 48
I atenolol 4V ATREZER -

4R A ASCOT- LLA #9 10,305 firfg AP » atorvastatin 4574 5168 {irfE A (2584 firfis \JF2
amlodipine » 2584 {i 25 atenolol) - ZZRIFI4HA 5137 £iT (2554 (i1 AHEZ amlodipine >
2583 {ir ¥ atenolol) -

IFERSEN: MI FOB(BEH: CHD (3 & S HEIMAY BRI /56 10,240 £ ETPAS REROR AT
AT -

Amlodipine # atorvastatin £90f /G HREIEIEEESEM: CHD FMFERGtM: MI Ay & T BT s
TR ©

* 1B&E amlodipine + ZZRIBI A 53% (95%CI 31%-68% » p<0.0001 )

* HHEA atenolol +atorvastatin & 39% (95%CI 8%-59% + p<0.016)

AR P ER 0.027 » EHRIIREZ 0.01 KAEREA BARET ERIREEY: -

2 ERIOEGRRIZ 2 MR (SBP/DBP) 39iHErN R 4e i~ MmBRRAEEIRE (p {8<0.001) - &
amlodipine J# 2 ft XX #2 81 ¢y SBP/DBP [& & f2 [§ 8§ £ K 1 & atenolol 48
( amlodipine/atorvastatin #H{iX /¢ atenolol/atorvastatin - 26.5/-15.6 mmHg 8 i 7
-24.7/-13.6 mmHg + amlodipine/ZzR{EAHE atenolol/ZZ 4| &-27.1/-15.8 mmHg &R
-24.1/-13.6 mmHg ) - Fi4H[EI7E SBP/DBP &4 p {515<0.01 -

Amlodipine 7 B8
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Amlodipine SEE5EETRAHIGIR (B HISHE T @EMRERIBESE TR » 16 B Eihise
TE R ATHEA LR M E T FAMA -

Amlodipine [ ERII{F IS INE B BRI E S /BALAVEER - Amlodipine £748 L E0RIMHEE

{EFIIY BRI RSE2 RN - AR LA T R 1R A 77 0 R WAL R MRy & E -

1. Amlodipine SESRGRAMS/NBIAK » FESLIEES LN TR ERARE ) (e F Eilafterload]) -
B LBRREARIFIREE » BRIV LB RIEAYIE R o] DA LN AE BFEERIERA K -

2. Amlodipine (9{F /I IHE BT 65 & S H5R I H BRI B G gk E 3 St KB AR e e iR/ N -
ERERSRAE A G AR Bk S (Prinzmetal's SRS I LB IR AN CIERIER - 3F
FURESRAERTS | S R BIARUA -

= ERE AR —R—KH7 amlodipine Z 1% » BRAR_ERERAERREE(RET 24 /NG + 55 AR
{03 R 32 i BEER Er AR - (Y amlodipine HY{EFIZ4R186846H7 - RILER E{E MR
BRFEE -

DEERARM—K—XH amlodipine & + ATLAMIIMLETIRGRET - JEENE) LGB FIIE S (ENS
FUBFRE - SEBHRT ST IR T 1 mm FAYEEIRERT » DR LR A SR R B L Sy
MR -

Amlodipine &R (EAF RIS ERMITPIRERAENEL - HILESHERRN - 5
IR JREEIRA -

Amlodipine R BHE R

1£ PREVENT Hfarh » 825 £EMERYHE B ATAHIER (CAD) KR A\ HREEA T
% amlodipine (5-10 mg GXK—3X) BE2RE - MRS 3 FFBHE - MR BREZEFIR
BRI E SR 2R E R B R LA E B B EY - B8dg(18 R~ CAD
HARVTRREME © OSBRI E BRI F T (e ple) -

CAMELOT sE4A 1318 Al E R ZEERA CAD - AT TRBINRGRE » B
BEDE BT Ly R <40%HTH A - WA (76% B4 » BI%E A » 93%IFERABBEMHIA > 89%
HUOERASE » 52%:KEES2 PCl» 4% %3S PCHERKEBE L » 4%CHMETL) HEEHS
ficZ amlodipine (5-10 mg EA—R) LR E S —TENWET 4K » RFFER S aspirin

(89%) -~ statin JH&EY) (83%) ~ ZEIEEE (74%) - B{LH M (50%) - HigkmAl (40%)
HBFIFREI (32%) 17X/ ~ (EHERREAth ST 718 i FH TR E 4 AR A 2L - a5
19 {H - TEFGEIEREREEREE T —BAFFIFTEEN - ROSEMER - TARENRI
BREFNT - DIUEZE - LIEIEC ~ #EFER LEEL - BROBFERMER - DETIA
HAEABMEBRER - 7£ amlodipine 4AFZRIBISAAY BIFEA 110 (16.6%) #0151 (23.1%) #&
BREMEAE » fEfREEA 0.691 (95% Cl : 0.540-0.884  p=0.003) -

—IJERY CAMELOT HEFHETMIMERE FRE (n=274) R » EUMBEREZEEHEN
TIRENAR AR E IR AR (L - - amlodipine SRR > e A EE 2R -

TREMHERGSTEER MR I RGATHEEROERER - TEHEHRHAER

(BEOGMESET - #REHOMEILE  OAUEE - RORBBBMER - PRI
Mm3E(F [TIA] - SREBMELER) WAREUR amlodipine WE/EI 2 HHEZER -
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F-CAMELOT M EHRBCR B4R
EEPRBER N (%) Amlodipine | ZZR M R BEREME
(N=663) (N=655) (p f8)
#E CV SEfhisE 110 151 M%
(16.6) (23.1) (0.003)
EL OB 51 84 42%
7.7) (12.8) (0.002)
EARERME R Fir |78 103 27%
(11.8) (15.7) (0.033)
LB R ETR G R A G

T — TR R AR M PRSI TERA COBIR S1E 2 3056 (ALLHAT) MIBBHEOET - 'S - 5%
SEUHRRE - SIS ZE A B - bR AEEY) © amlodipine 2.5 mg & 10 mg/k ($5BEF
B R B DB lisinopril 10 mg ZE 40 mg/k( ACE HIEIEI X1 LA thiazide FIEFRH chlorthalidone
12.5 & 25 mg/ RAE B E— IR F% -

LR 42,418 L=l (9445 66.9£7.7 137) 2 MMIBBR A » SFSiEHE 4.9 £ « HAR
RELV5H—IE CHD BIRET » AFERA M ZHhE> 6 BARE - REAMESRIVH
(36.0%) ~ B _AUMERAE (36.1%) ~ HDL-C <35 mg/dL (11.6%) - {&if B MR
EHDERALERK (20.9%)  HAIRFS (21.9%) -

TEFEEE RO CHD SIEESEH: Ml 2 &5 - & amlodipine S&HEMS
chlorthalidone &%~ [ # ¥ EF G EAHIBAEEZR (RR 0.98 ; 95%Cl 0.90-1.07 :
p=0.65) . [lt4} - & amlodipine J&#E1< chlorthalidone &% 2 Bt {EFiE RARZET %k 4
HREEZR (RR0.96 ; 95%Cl 0.89-1.02 : p=0.20) -

A
B NYHA 5577 55 008K 0 F0B I A HE TR M AR S T 2R T SE R DUEED R SO A S Ia MBS PR AR
SR E - RET R - A OER B RNERER SRS - amlodipine T & HELLIRISH
BEPRAEAR L -

—{EIFHERA digoxin - FIFREIR: MU RIFREER ACE)NHIBIET NYHA 55 = E 5B I04R.(
TR ARV L RIBIHIREAFE(PRAISE)EE + amlodipine &5 0.0 TH&H AKIFE U REIET
PR WO -

—(ELAR AR ERE 2 ACE HIFIA] - i3 (digitalis)  FIFRMEIN NYHA 55 =-250048.0, 5208
RARFE SR - 52 E FA R ROER R E B e MR M M OB &~ TTHE + 7ELbS
amlodipine R 2RI RITSHIHTRITFE(PRAISE-2)RR » amlodipine #4RAEZE T 3RA (o
BRI RISARZE AR ER AR - BT R S R R RN S B R
Z5  {BfEA amlodipine FHFAEFKIEZ MEEHRAAHS ZHE -

Atorvastatin 2 B&is8
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Atorvastatin 2 HMG-CoA #FEGHVEHBIERBHNHIE - SEEREEEE HMG-CoA gy
mevalonate FJHZENFEEREE » ifil mevalonate 72 BIEIEEIAAEA 2 EBEAATEEY - S ER
BETREABESFFREESRERME (FH) - EXGRESBEERMDE DRSS
[MEAYAE A » atorvastatin o] DUREKHL4EREEIRS - (KRB EREREOEER (LDL-C) EIiEHEATB
(apo B) - Atorvastatin thu[f&{EME#EREE SIEEEE (VLDL-C) BR=Ft M5 (TG) » A6 A
NS EERSEOEEEE (HDL-C) -

Atorvastatin 1% HMG-CoA 38 RES 5 M ERFTEAF RN A9 E L - TFEH AT 4RHEZ AY LDL
ZE3%0E - (R LDL HORRRU MR » Mk (AR EIRS R ARTE O ISR

Atorvastatin & [5%(E LDL #9EE4: k (&(K LDL fir 8- Atorvastatin o]{d LDL S53:E 4R %
ARIEHD » e EEIR 2400 09 LDL M TR B A A A T2 L - Atorvastatin B A& ®ATiE
[ S TR IR SIS E R IMER AR LDL » ELm A SR B fnAs St/ VoA RE -
Atorvastatin R EE (AR ABAREEEEEN - FREE TEERSN - 2 ERRIEE
BESdERR LDL A9 FEZEEN - LDL-C BH{ERIIZE BIBEIE B HIREME MR ae i P B S - TEfKk
BERERERFERE (26 3. AARAR -

—Ig | B K7 JE (dose-response) fff3CHE R + atorvastatin (10-80 mg) T BL 70 48 i B B
(30-46%) ~ LDL-C (41-61%) ~ apo B (34-50%) % TG (14-33%) - 7L REES FRIER SIBE
R - JER B SR R ME AR S T RS iER A T - AIEIEREE BRI R H AL
A - B LA R -

BB S =B H kA myE(isolated hypertriglyceridaemia)jp A » atorvastatin ]I J&E{EE
4AMSERE ~ LDL-C « VLDL-C - apo B - TG K Jk-HDL-C 2R » 440 HDL-C &1 - B B S
A R ¥ [m4iE (dysbetalipoproteinemia) i A » atorvastatin 7] DAFR& B b B EEFS %5 (9 IS [E K2
(IDL-C)RFE -

TENE 24 (B EEREGESERY Fredrickson lia & |Ib ZUE A5 QiR A » atorvastatin (10-80
mg) { HDL-C tHEREEMNNT 5.1%-8.7% » $HNGVIRSEEBIE T80 - phoh - (EFEEE Ry
AR AEEER/HDL-C K LDL-C/HDL-C f9LL{E th IR (K T 29%-44% K, 37%-55% » [%
{EHIER E BA TR B ARRH -

TR 2 (A I DR SR i M oS 2 25 46 (MIRACL)FIST B 4825 atorvastatin $353GR M4
BHERESECRNEE - BRI - FEE - @T - CRIEILIETEIER T 3086 LmBat
TRBIAREIRE - FIRERLETEEFE Q M ONEENRA © MfHESEseE - misine
4 - RPASR 80 mg atorvastatin skZzRifiaRE 16 E(PArE) - Mi% atorvastatin 4811
LLDL-C - #8}sERs - HDL-C & TG RIS B % 72 mg/dL - 147 ma/dL « 48 mg/dL - 139 mg/dL -
L RIEIGARIS> 5l & 135 mg/dL ~ 217 mg/dL - 46 mg/dL ;. 187 mg/dL - Atorvastatin ] (s34
BRI M RIETRYEIRBETE(E 16% o L8UEHARE CIGIS S B Rkt
FEEETRIK 26% - Atorvastatin FE{ESMM M RITTEIGIIIERE » £ LDL-C AUEESE MEATE
RENEGE R SHREPAEUZESR © 4 » atorvastatin FEEEAMMEERIET B
MR » T Q R LIEEERRERLEERA » BUERITHIBA » /N 65 SR AR 65
BHEAPHERELZER -

PG LD EERR
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KEIRGE "Amlodipine & {# Atorvastatin fE /5 S IBETIMAS B mA 2 B sths |, Sis s
- B ARA A SR B B+ i atorvastatin $ARGBTIERIFEEIEN: CHD (e -

TEWRYEYE Atorvastatin #EFRFGsAER (CARDS) tf - 13/ 2838 fir 40 % 75 i - AR WHO #=:8
BAHBANEIRF - RASATOMERFRAE » 1 LDL < 160 mg/dL 1 TG < 600 mg/dL #52
ilE (9A%E A - 68%BME) - 3} atorvastatin B0 M E TR TEIEAIRE - FERERFZ
I FAFRAEV—HHNSE FHIRRET - BAKGE (23%) - SimEE (80%) - iR4EE
7% (30%)  EMBEEAR (9%) REBAEAR (3%) - #%EBARMWATFESMRE
IS aE - EERS P - TSR - CHERARD - SRE 11 RS TRE
atorvastatin 10 mg K—K (1,429) ERH (1.411) - WHRZPHUART 3.9 980 -
FRHEEREREEMEAOMESEN © OIUFE -« ZMk CHD IEL « FREEALEE - B
IREHARIME B Tl - B e, - EBOTR LB IR S B R RIS -
Atorvastatin BV4E AT H EIRIFEF AN ¢

i =H & L

1?,%@‘ e R fE (atorvastatin 5 | p &
BRI

EALMERHE (B3

MIEESEM: AMI ~ SEIEAR

Mi « & CHD 3ET - R .

PRS0 0% » CABG » | 37 % 83 tHm 127 0.0010

PTCA - &R F-il7 -

)

Ml (EOEM I B 1 o

AMI - SE53R M1 42 % 38 A8 64 0.0070

Z’)ﬂ (BOLIERIFEIE | g, 21 fEERH 39 0.0163

AMI = ZE0MEEZE | CABG = TiREIIRAEE Y22 : CHD = A 0JE Ml = 1y

AIEZE © PTCA = S8 57 mEARENAR I & R 1

FRATTIERUTRAIEPIALER] ~ IR LDL-C R > ROME s -

YREE A BSEAYT FEE AT AR EERIEE 27% (ZERIBI4E 82 FIFET » JARR4HE
61 FIZET") (p=0.0592) -

ERHAMIEIT REMSURER REFAVHME SR -

EIARSSAETE (L

T DARRRRRR M A 6 A A BB ARG RE L 38 (REVERSAL ) o » 7 CHD 7% A TI/E sy
ERIMENBEE (IVUS) .E{E atorvastatin 80 mg f pravastatin 40 mg %jﬁ"ﬁ;lj@mﬁﬁ@ifi
BELEIER - TELLIERE YT - 5 - S0 - LHIBEERRERER P » FOESERAR 18 (B B IS A 502
LR AHETT IVUS - 7 atorvastatin 41 (n=253) o » atorvastatin 40315HERE(LAT4MasTE ( Fa
SREREEE) EEIESSLBEPAI B -0.4% (p=0.98) - pravastatin 45 (n=249) A
£5+2.7% (p=0.001) - 8 pravastatin tLighS » atorvastatin HIR4EE ERE/ER (p=0.02) -

Atorvastatin t BRI TC 34.1% (pravastatin : -18.4% » p<0.0001) - ¥4 TG JRE
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f&{E 20% (pravastatin : -6.8% » p<0.0009) - LK 3EHS apo B f&{& 39.1% ( pravastatin :
-22.0% p<0.0001 ) - Atorvastatin {57235 HDL-C $%j1 2.9%( pravastatin: +5.6% > p=0.6627)
Atorvastatin 487F CRP H %K 36.4% - pravastatin 4HAII&(K 5.2% (p<0.0001) -

W BB AR < FE] 22 2 AT SR AP AT -

TR

TEH R 4,731 28 TR HAARE CHD (B B3R 2 6 (B B P8 4 o Bk M A B i /B TIA)
ZBEE (FERAHEE 21-92 Bk 0 40%2M:  93.3% A > 3.0%E A 0.6%IZSM A > 3.1%HA)
9 SPARCL 8kt « it atorvastatin 80 mg (n=2,365) ZFRIM (n=2,366) H34
B BiBHMtrp (I8 4.9 4 -

TE—IHEER P A ZR > atorvastatin 80 mg FEEERM M R EEE 458 (218/2365 »
9.2%HEX 274/2366 + 11.6% ) BIghntH e+ E S 4 3= (55/2365 » 2.3%HE A 33/2366
1.4% )~ 4RSI B FE M e i M o i3 4 ST {U( atorvastatin 48 17 GRS 22 RHEI4 18 #)-
e B o RS 4 SR 2 LA atorvastatin 41 ( 38 FIFER A HMM /R, ) BRE B 2RIl

(16 BIFERE MR E) - EARBIRBAE HMMPEROZHE » PRSI mET
BBz [atorvastatin £ 7§ (16%) - LZHER 2 6] (4%) ]-

ERERESECEEIE  JGRE RIS EEEZR © atorvastatin 80 mg/H4HE 216 fi
(91%) » ZEBIEL 211 # (8.9%) - BELMEFRTHIZRELLS  FEE LR
atorvastatin 80 mg 48 (3.3% ) {KNZRIMIAR (4.1%) - S4EIECMEIECHIZSRELLS 1
BY{E 2 LA atorvastatin 80 mg 40 (5.0% ) ENERBI4E (4.0%) -

LM E B RETER

EEREHEFESER (TNT) o SR BAEK LREZE > CHD - AL atorvastatin 10 mg/
H5ER—TA 8 FEBHR B A A% T B1E LDL-C A <130 mg/dL £Y 10,001 firZtE (94%
RHEEA  81% 5B 38%265 5L ) -+ 5F(i atorvastatin 80 mg/H1HIkH, atorvastatin 10 mg/
BB OMESEHIER - B2 BB I E RS atorvastatin10 mg/HZX, 80 mg/H »
IEHEHAR P %R 4.9 & - 1F atorvastatin 80 mg JAHEHAR » 12 AFH LDL-C~ TC - TG -
JE HDL i1 HDL ASERTERE 5y 5l A 73 mg/dL- 145 mg/dL~ 128 mg/dL-98 mg/dL F147 mg/dL-

£ atorvastatin 10 mg JAFEEARIAISY BI5 99 mg/dL ~ 177 mg/dL ~ 152 mg/dL + 129 mg/dL FI
48 mg/dL -

Atorvastatin 86 mg/ B EF ] B R MCVE 284:3%2 (80 mg/H4H 434 FIZ{4 » 10 mg/B4
548 BIE) - BRHEASEER 22% - MCVE @& LU T M : JE7 CHD ~ JEEaAg M~ #5%
SRR L - BEnEIER ST -

Atorvastatin 80 mg BEE (K T 5 /EE

T sEE Atorvastatin Atorvastatin
10 mg 80 mg HR? (95%
(N=5006 | (N=4995 cl)
F R n % N %
FE—REOMEIFE 548 10.9 434 8.7 0.78 (0.69,
0.89)
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b Atorvastatin Atorvastatin

10 mg 80 mg HR* (95%

(N=5006 (N=4995) cl)
ESERP SR R R Ay
FERIEME - JEFRFFAERR | 308 6.2 243 4.9 0.78 (0.66,
MI 0.93)
A ERSTIERDIEESENE ) | 165 31 117 23 832) (0.58,
KRB AR™ i i
HE—RA CHF {Fh% 164 313 122 24 0.74 (0.59,

0.94)

FE—Xx CABG ztH{thiE | 904 18.1 667 13.4 | 0.72 (0.65,
ARBIIRITE B T4 0.80)
H—RESHAYLNRIEIEIE | 615 12.3 545 109 |0.88 (0.79,
b 0.99)
@ atorvastatin 80 mg : atorvastatin 10 mg
b H AR EHEIZAR R
*MCVE = [K] CHD 3ET - FEEGEME MI ~ BEZ o2 OE I DURESEM:AD
FEBGEMEH
il S PN SR e G T e
HR = fEigts © Cl = {EHEEM : Ml = LHUEZ | CHF = @Mt S
CABG = i REIREEIE T 28
RHE(T % B LR R R s fE AR (S HEE RS

AR ERTA RS R AR BMEEZER © atorvastatin 10 mg/B4H 282 fI (5.6%)
atorvastatin 80 mg/i34H 284 | (5.7%) - Atorvastatin 80 mg 4H8¢ 4.\ 1B T (83 CHD
SELCRIEIEH h BAEEER Y ) B E ELAHER? atorvastatin 10 mg J&H4H - Atorvastatin 80
mg 4HEF IR MEIET IS B LIS atorvastatin 10 mg &40 -

TE LATE AR I S 8 4% B {RAZ S BR ( IDEAL ) o - ¥ 7457 80 52 AL BA CHD #5501y 8888
fir g7 » tLig atorvastatin B0 mg/HE simvastatin 20 mg/HE 40 mg/HA);E% » LUSELRE
EEEE CV B - MATERIEM (81%) » AfEA (99%) - FI9FHs 61.7 5% - HEEH
SyFECRFEISZES LDL-C % 121.5 mg/dL : 76%IE{EHES statin FRVE% - TEMETAAREEF T A HARIRIRE
T - BEHESYECD - BRI - S84 (PROBE) SERY - SREWEHIARI A8k 4.8 4 -
1F atorvastatin 80 mg JARFHART > 55 12 AV LDL-C ~ TC « TG ~ HDL f0JE HDL peE R
&4y 5% 78 mg/dL « 145 mg/dL - 115 mg/dL « 45 mg/dL 1 100 mg/Dl > #£ simvastatin 20 mg
Z 40 mg SAREHARIANS B 105 mg/dL ~ 179 ma/dL ~ 142 mg/dL ~ 47 mg/dL 71 132 mg/dL -

SERERTEE —REATREAREF (£364: CHD ~ JERSEM: M FIiE2 2 Rav L) &
AR Y PSR MR A 2 B ¢« atorvastatin 80 mg/H4H 411 5 (9.3% ) » simvastatin 20
mg % 40 mg/H4A 463 I (10.4%)  HR 0.89 : 95%CI 0.78 » 1.01 : p=0.07 -

AR R T RARMIRMEZR © atorvastatin 80 mg/H4H 366 £ (8.2%) -

simvastatin 20 mg ZF 40 mg/H4H 374 {§(8.4% ) - Atorvastatin 80 mg 482 simvastatin 20 mg
% 40 mg 4BR7E4E CV Bk CV IE L AVZ B LB -
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13. BEREE

13.1 Qs

2-1000 HrABFE AL -
13.2 3HA
SRS A -
133 GRiE
15-30°C

15. HAt

Ri7s: CDS 20201215-4 MOH (20220628)

MG - Pfizer Manufacturing Deutschiand GmbH

JthE - Betriebsstatte Freiburg, Mooswaldallee 1, D-79090, Freiburg,Germany
AR EUAER(s Hre10 ER K S ER20 ER) | ARMNERHERAT

Bk SAETEEAKEEIR B B2 2 148 3 1 BAE

By RS RIRAE

bk EILAEEEEHEE SR T 5 274@
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