N g2 E1K 40257
Anxolipo F.C. Tablets 40 mg

BEERT 55 049288 5%
/EEE SEMEE 75 £
hkZ~H#8 2024-10-23

T MR

1.1

1.2

BUMDKZE
Atorvastatin calciumi{EEEZ & [R-(R*, R*)]-2-(4-fluorophenyl)-B, 6-dihydroxy-5-(1-
methylethyl)-3-phenyl-4-[(phenylamino)carbonyl]-1H-pyrrole-1-heptanoic acid, calcium

salt (2:1) trihydrate - Atorvastatin calciumiy 3+ %(C33H34FNO5)2Cae3H0 - B FEH
1209.42 - #BAWH -

= Ca2*
= 3H,0

Atorvastatin calciumZ2BB8ZXBEBeARIENK - FARpHEZR R/NRANKERT - HEE
FREEBRIK ~ pH7 AR BB R &R K OB (acetonitrile) - BUARZEE - MEANRFET -

Fr o

Atorvastatin calcium

1027 | BEKIEP 2 HBatorvastatin 10mg -

20E % : BIRIKEEP 2 Aatorvastatin 20mg ©

40=5 : FEKIETFPZHatorvastatin 40mg -

FR A2

1025 :

Calcium carbonate, croscarmellose sodium, hydroxypropyl cellulose, lactose monohydrate,
magnesium stearate, microcrystalline cellulose, polyoxyl 40 hydrogenated castor oil.
Coating : Lecithin, polyethylene glycol, polyvinyl alcohol-part. hydrolyzed, talc, titanium
dioxide.

2025 ~ 4025 :

Calcium carbonate, croscarmellose sodium, hydroxypropyl cellulose, lactose powder,
magnesium stearate, microcrystalline cellulose, polyoxyl 40 hydrogenated castor oil.
Coating : Lecithin, polyethylene glycol, polyvinyl alcohol-part. hydrolyzed, talc, titanium
dioxide.
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1.3 HIE

IRAxiE -
1.4 ZEZINER

1025 : B - BEF - —EABE"AX022" —EABE"10" -
2085 B - BEF - —EZRBE"AX063" —EABE"20" -
40E% : A - BEF - —EABE"AX023" —EZE"40" -

SEEEME - S=FKE HiEMIE -

HRER DR2BEEORNE_HigkREE B2V EE—HEtElmekAEY  SESME - 8
ANERE - AEAMK ~ IR - atorvastatinf@AR : FEOMNEZERNERR - RERRERERE -
FERORS fE R AY EEFeRER

HRER DR2EEOVRNSIEERE BEEVPBE=EHEMENEEREY - SRF_EERRE - F
RARREFRS55 - MEEAKIEAR - RIBE—FMESSH (B 1) 50605% (X 1) Al B SBE T/ LR
S - atorvastatinEBAR : BFREOHEERER - FRESROER - BEDEREMNE OKBRIER

FRER (fkSCTERECELD
AtorvastatinD]{E RN BIESINEEEE - RERZEMHSERRERIEEMEES FREEAIEREES
MEEIRZ I AE) FoR & B S A M AE (Fredrickson lla&IIbE)m AWARIEER: - B2 EEEEEER(LDL-E
ElfZ) - BEEBTB (apolipoprotein B)R=F&E Afls - W HIBMNSEEiEEBEEE(HDL-EEEE) K
AEMBE=BHEBEREAS(Fredrickson IVE)RREA - UEBERRBABURATFHWREULIES
B 2% MAE(Fredrickson NE)RIFEA -
HRERESFREESEEEMENRA - SREREMIFZERBE AWM AER - atorvastatint,
OREEZERERE R EEEREEE -
RERA(10-175%)
Atorvastatin] fE RN BIEFINEREE - BEERES FREESERE MENSZAB LY E
Z#Z(10-175%) - WRAPRBRBEEZZENAE MRS - o BAmKRELERE - LDL-IEEEZ

- JEEETTBRE :
a. LDL-fEEIE21/52190 mg/dLak
b. LDL-AEEIEZ{/)>160 mg/dL :

AERERMOMEERNVRIELD

EERAEMEM L OMEERERET
EARSEEREMEMURE B EECEINEERERASHREA - EARMEEEZEZEGRE
FHANBEN—E D - BR 7 AERIRSIERAEREAEREENREIN S - BRI RAEMREEHIAME
MIEEYAENYRAH R A AR (ZRR1ER 2 EBEEXEEEHE ZEE(NCEP)/AERE S &
) o
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® EEEFREEHNEEES(NCEPAEIEE AL : SEARBREA

ENEEEREENREREEEAEMEEFAAEREY
EEN S 72,

B K 28 3] BERRESG THELEHENE TERBHLH

RESAR 4L£E5FIAE HREEETS

(mg/dL) b4 8 RS R
FaRE (mg/dL)
(mg/dL)
CHD® & &5 52 <100 =100 =130
CHD ¥ F & (100-129 : T# /&
(104 AL =20%) B A 36 )P
2@ L AT <130 =130 10 B K
(104F B =20%) 10%-20% : =130
1048 B Fr<10% :
=160
0-148 &1 B 7© <160 =160 =190
(160-189 : T# &
A EETa
B4

ACHD » & #

PERE RO AR LEHRAREAINREAREOMESAR
<100 mg/dL &) B 4% » A L s A T3 S ob B8 AR A BRI E A
BEEGEMLH - FARESER AL E R HEAZEA
fg & G M B &5 5 £ 69 849 » donicotinic acid # fibrate - B f | B 4L T 4
F R SRR I B -

CHFAAH RACE LM BT 66 AR 105 BRAB<10% » BL# LA
O-1B B B -F&HHATE EFL10F AR -

ZABREREAREEREEE2E - BE-BREHAEN#2200 mg/dL - BIFESZREREEBERE RS (FAE
BizRsZEREERRER)MASAENE _BE - IR EREREERE B EERELSERRE
AINEZEREEAEEEBEZES30 mg/dL -
ﬁ%ﬁ%mmwmmm5F2W FESEHEBR = BE Bl B2 MAE R R 28 TR R (BN HE PR 3 HI A R - ERARBR
BEET - BREZEE - EFERIE - BEUR - EtEYaE - BR) - TillRRERE - B%
EREEREERE - E&FH EHEERE - R=MEHAEEMAER R - R =M EHiEEE <400
mg/dL (<4.5 mmol/L)REA - BREElEEREEEER NI AINMEET :
BREREQERER = £EERE - (0.20x[=BHHE] + 5ZEREAREEE)
HR=MH MAEEE > 400 mg/dL (> 4.5 mmol/L)IEA - EEANERERE - BZABSERE O
FEABEREREERREERERE -
Atorvastatinti R ELZLEMNEEH S HE ZIEEREE (Fredrickson 122 X VE)EE T -
ZHERERREHBTEHNARERMESNFEEH 0 MNEERREENZRERANERREREED
mamm s

o 98 HLRE B 8 (mg/dL) | AR AR & @ B E & (me/dL)
WS =170 =110
i i 170-199 110-129
i % =200 =130
RAkHE
3.1 HiZHE
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ZEBEMBRMERER -

—fi% - £ Fatorvastatin/&aE 251 - WREHAEENERBIZEG - EE - UERIEMNRARESS
% - RIS EEREME - WwEABEMEBENER - W AfEatorvastatin’8EHIE - NAEBESIE
EWRIEEIRRAE - B =& Eatorvastatin 10-80 mg - BHRA—R - RERE R A
- EEE ST - EEREENH R TS RRBEALDL-EEENERE  JAEEEEEENNY
ERIEE(ZRIEE A #) - BiRatorvastatin B BEN/HREBE V% - BE-4BAREMEEE
C MBR A RIAREIE -
MREABREAE FatorvastatinMFIRESE A S 2 EBER G EAMIZEY) - atorvastatin#Eia
HERAEBH—RI0=ZR - WOt BZEBBRSHEREI0ZERUUT - ERLEE R FHolEERE
REE  URBERELHE  JEZREEREFEZSERGERT) -
FEMSRERMERESESIEMIE - A2 &% ABatorvastatin 10 mgEHRA—RIE =R
EHIBRYE - BERAENREMBZALR  MEAEENRBSEINE 2 ALIR - ERE
ABEHEDNSEESEABRYR -
BREESFRENSRERME - —BHHNEEESFREESREREMERARBARNEZ
ERAMIEEETR - KZ 8% A#fatorvastatin 80 mgEBRELDLAEEEE KK 15%L £ (18-45%) &
I E
BENESFREESREBRMERERA(10-175%) - EBEBEER10Mg/H - ReEBHER
20 mg/H (K20 mgiE £ R ZE LR A D HBHE) - BEREASER RENAREE(ZHE
ROTWEBEREREEREHNEZEEE(INCEP) R HIEEA & - ZIBFH(10)REEEQ) - EEMR
LB EAM—RE S -

3.3 BGERERA=E

HINEAZMAZER - [ZRRT@) AEEREEFIHE(G.1.3)]

BNERERWAZER - BZERASE Eatorvastatinl MR E - 1 ASFEBEELDL-IEE
BERENEY - Bt - BIEAZRMABRRRELE -

EFEAZEER - AtorvastatinfVZ =1 - BUEEMBREREBIRER - EEERANAERA
R ZENDRAER[SREME N BN -

A

=
[R5

T/

(L RRECELD

« BEEMNREENEEREARRRNSE LA ZEA -
« HREEQROBHZHEA -

- RP[SRITHRERFEEEIE(6.1,6.3)]

- ISR REREEEIR(6.2)] °

EERIESEE
(A STRRECED)

5.1 LR/ ISR
5.1.1 AR E RSN E BRIE
AtorvastatinO]BE E & LR E (ALK RE - BREE S - WAEENLEE RS (creatine kinase,
CKYREBBIERE LR TE)MEMIARE(HEIRBEHBRENRINAEL RN UERIB) -
& ZE B e 4 H R Fstatinf8 224 (Bl #Eatorvastatin) ;A & m 5 | A A BBAE RIS 14 -
AN Pe % a9 E B E F
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IAEERN EREFEEFER S5 L« AT FRREEET - BIgEAE - BHfM
fF—:”Hé%‘—é%*%TﬁJﬂ LXEEE%EZE”‘*EJEE’Jatorvastatln [2EREERT.1)] -

EE?S’\QBH’FJ@%MSO 3A4 (CYP3A4)$D/7L$@§EI(T§U§ZD FLEEin g2t E B (breast cancer resistant
protein [BCRP)) - BH4P2EtFiE#ZMAL(organic  anion-transporting polypeptide
[OATP1B1/OATP1B3]) LU B P-BEE M (P-glycoprotein [P-gp])H0IEIfER - ERREFA TS
#NNatorvastatinBREE - EMERRENRRENEANBRREN R LA - A2&EF
cyclosporine ~ gemfibrozil ~ tipranavirfil_tritonavir - Siglecaprevirfll_tpibrentasvirgi
atorvastatinff A - St ¥IIRABENREZEE - azoIe BIMMEZ - AEIRABE(macrolide) TR
WA - ZEEEETatorvastatinB| £58% - EEatorvastatin A MAEI £ (> 15/X)HY
niacinf&Z£4) - fibrate! E?ﬂ?% colchicine - Bl Kledipasvirfll_tsofosbuvir(ft Bl - HIALARE
B/ BRENES - FEEFEAELEE N aEE LN ARRERNEANNE FEER E RIS N
XHE&[%%@%&EVEFHUJ)] .

AiEZZ R Matorvastatinifm AR AR AEE T (—XKEBB1.2A271)[2BREER(T.1)] -
MRCKEEREE LHEZE R BN RmE - 551FHatorvastatin - &{FFatorvastatin - A
TEMRFMCKRE LA JRERMAER - ERARESUNBERE - BHIRRENBELNARENE
RIBSRAMRGIW : BIME ; (K% ; BENBMBSE ; EAFM ; 8IS ; BRENKHE - AW
NEMREER ; S EAIEHIIER) - BE R Hatorvastatin - EFEIRA I MMatorvastatinZl
R FEANmABNARBRENEAINSRHENER - mm ARG AT EER T ARRER
IR - BEmES - HRlZHHEE A B R ER -

5.1.2 SE5 e 2RI 1 AL Py R

FAREBSIREZIEILUINAREE (immune-mediated necrotizing myopathy [IMNM])RIR S
CEE—EERREIARE - BFEAstatinfBEY BB - IMNMBEESR | BE = Hstatiniazz

waE - BIHIRAERANARADBMBEINEEAS ;| THMG CoAZREENMIEZE M ; ALATIRE

TAERIEUMIARRE ; B RsEaEBNE - OstRE2 & T HE MR AR M558
- e R EFERARRINGIEAE - G FE R NEstatinfF &2 A] - FEEZEBIMNMBER - 11X

AR EstatinfR Y FRABEZ - BERIMNMBEISFER -

5.1.3 FFIhBErERR

f# FAatorvastatina gES B AMESMMNIFEAS - BEMBARARER B ZZ I IEE R

CWEMBRARGERBIEESEHIRMEG ZER - BFEES - BRE - A LEAE - K&

BTUZ?‘F% EZHER - HIRMEE ZRIRERIF(UES - BRUBE ~ BBERE - A LEA
- AERYUEES)  REEHE - FREMME - WHEABIMRAEERERNTINEE

Statln fpzay)  MEMRMIEZEY—%  IREESBEREEEHREERNRS - ERARABNB

0.7%ArAatorvastatinlm AL RS EEREZNMEREFEASHRR(MRAZKREBBIES

B LER[ULN]WI3ME) - ELEEWIEEZREatorvastatin 10~ 20 - 4080 mgHEIZE T 73 BlZ2

0.2% ~ 0.2% ~ 0.6%5:2.3% -

FRERSRITE—2RALREE - EtE AL IEEEE(LFT) W EARISRHE= B I HAth

iR RERSEA - BRERE - PEIRESNFE 2  EEBEBRRWEERE FNRERIEEIaE

BIRYKSE - SR BRIEE - E30RHBEIEEEAHASHmEAT - B18ALURZE/atorvastatin

ERE -

fEfY%Ratorvastatin/a Al - EMTMEERRH - 2B KGATEZEEFEEWH - BRIFEFB LMER

P.5




ABRHstatin - ®23Fatorvastatin - B4 BICEIEBIL M RIBRIZEAERE - (W& FEA
atorvastatinttiIR B ETIEE B HARIKRERESBARIE S =E LR - BIEMFIEEE - i
AFRFHRHEMRERER - 778 F%R & Matorvastatin -

Atorvastatin BB AS VB K/H B L BEEENREA - BEEMET RS ABRENMERE
ERBRESEASZRA - ZBatorvastatin [2BZR@)] -

5.1.4 A5 INEE

fE{EMEEHbA1) £H : mBAESHMG-CoAEREEHIHIE (statinfEZE m))a %R - SBMEMAL
ER/FEEMBMEEEANER -

StatinfEZZY)E TEERRS K - BEwm LR V0E LR /SR EERENES -

B RIF T 28 BEatorvastatin A B R BEMB L ERE (cortiso ) EREE - tAZR/DIES

B _EIRf#E=(adrenal reserve) - StatinfEZ) ¥ BMEIBRE NNEZ B REA BT DR A D ET
MR - FFLRIE A TR - HIRE T E(WRBHIEE) AR - StatinfaZEY) & B0 sE B R EAIR
M58 E f2 T 8 =R E SR M A ZE @ (Bl lketoconazole ~ spironolactone ~ cimetidine) [E) i 1% %
TiEE -

515 PR LRAHMH

—& &S atorvastatin 120 mg/kg/KAEIERMNBHBEMEN - 5S—EFHEZ11E - HE
Z&F=E280 mg/kg/RZaE%E - EILMN FHIEID - 48R 812 20K L M B3R 1 A A 2258
> Atorvastatin 120 mg/kgiENEERBEEARNEAERAZR AR 280 mg/XW M RE R E
B4R FETEAUC - 0-24/M\5)M1618 - E—IEREMENMIRR  AMEA NI BE—RAFMY
FE 8 (—&E X atorvastatin 10 mg/kg/ X - 5 —&H X atorvastatin 120 mg/kg/X) - EEREE
5400 mg/kg/RKEERPZE2FN/NEHNEEREE57E100 mg/kg/ KA K E PIIREEREIF
R RBEL - BEHENRZABRARSEZENE80 mg/XIAUC(0-24)196-111E(INE
)&8-16fF(KE) -

LEEZEMHMG-CoAEREHIHIRIAEN OB R PR ELAFANERL - HRFEHENES
ELm - KiEKREZAMZENEFEER - —1E(E24E 8 LlatorvastatinfIHMG-CoAE [REE
MRS ESHANMBRENLEAERARSZREENFHERRESI0EHNEET - D—1&
BTSN EI - ERAR CIEEN0EERMAE M (RAERA IS # 4 FLE NE M [Wallerian
degeneration]) °

5.1.6 AP EKTIAKA

E—IEEMR IR EREE R RE 2 D E FEF5(SPARCL) S - $H¥BEEARNG SEETEFTIAZ
4,731 IECHD 2 23 & & Fatorvastatin 0= BEERNZRE - HEE DM R - atorvastatin
SOEFAHAMEMME T EBEXRSHRELRBEIZAGS - 2.3% atorvastatinfBE:533 - 1.4% % F
; HR : 1.68 - 95% Cl:1.09 - 2.59 ; p=0.0168) - ;A AHE AL H MM o [ 3 4= =450
(atorvastatinfZ EEI2BLEE 5 A& 17H118) - AtorvastatinZB (38 + 1.6%)RYIEEZE [ 14 o [E] 8%
FERBESNREZREIANG - 0.7%) - A REFE 2 E XS M B8 B MM R0 14 o [ 22
atorvastatinfB BB S I 14 F & 38 £ R AERE[ 2 B R RE B 48 52(8.2)] -

5.1.7 EEMET
BHRDVERFIREEL - statin BEMoIBEERNRENMERB ZEENFE DRI BT
iE - MRAEMINE - BEAEM - BEEERNBRERMBEE S —&Estatin B2 mEERBE RN
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S

6 FBARGEERSEIR
(HRSIRAECEL)
6.1 1R’Z

R R E

FHRatorvastatinfE AR 2L 2 M e R TEE - BRP2HEERARMEEY I RBBRE - W
atorvastatinZ FARIEZ LM - HRHMG-CoAE RGBS R/ IEER SR - BOsER /D14
BiEERE 2 EMEYEUEMERN SR - WZ2FEFEHatorvastatint] BEZH R REMIEE - HHIRE
%z . FE1IB1{= Matorvastatin  [2RER(4)] - 2EFRWEBatorvastatinfE ANERRERAIR - B4
ERHAIEEXRSERBH SR EERERREZEEEY - TABMRFHEYEERRT - KIEE
RETE(Mg/m?2) - ARIEERBEERBEIOM0ENR RS AREEE 2MRHD) B0 mg) 2 EI2H
 REBBEERRE-RREHSREREE - KEEERMEILEBEZatorvastatins - £>613
IRMRHDZ HIEH - RIHEBRERBELZERESHEN) -
HREAGEETEREXRRENRESSRARGOTHERMN - EEBE—MAOT - BREEZRZ
hEARGERREANRESSERMLETED R H2-4%F15-20% -

Bil

ABEER

Bk - e o MRS P E RN B Batorvastatin calciumMERERIR - ERIAR
BREAREABEISRERRIOIEN - SERDENREERAZEEBEEM HMG-CoAEREFHIHIE
BRETREBEORS - £—IHETE 491008 AsimvastatingllovastatinZ24) 2 18 L P #ETH
BIFEMEIREN AT - SERMRRE - BARERREILT/IENSERT RBBE —MAOFH
FTRHRR AR - BLERAIBEMUBIREAEB RS SR RERAS=ENFL LR - TELIRTE
FAEMRZRES - BlI%EERRIHGBERAE  IRNE—ZIHERTERZ2REZFLS
ENMER

AtorvastatinZ BB AENIRE - EREMEEINEEEENREENREE - ZLURRREMR
FHrEHEEMPEE DRI ORI TatorvastatinS 300 mg/kg/XF100 mg/kg/KHIEIE - #KE
¥ FatorvastatingiZE300 mg/kg/KHEIE - SR FIRTEE100 mg/kg/ RTS8 5 B
o MEEREE(Mg/M)AEEE  BULHSEMNREESANEMRHD AERESR30E(K
BR) 2015 (R F) - REESEESMEE300 mg/kgls - ERERBRELMNAMEIESE R -
RIESERSBUBE50M100 mg/kg/XEF - SMEREREEMN - E£#2100 mg/kg/REE
C BRI ERES -

— B RUH KRB RZIFE7TREREILEFE 20X (Ery)) % Fatorvastatin 20 - 10054225 mg/kg/x
ZHE  BEESERINGESHMN225 mg/kg/RBEIER - HFERE - HEEEIX - BN
BTN BRI FERMBEE -

¥2100 mg/kg/ A2 BE -  EFEEEZRREBIN2TXERE - MIRES225/mg/kg/ R 2B E
CHIFBEEERREERFEINXRIE - HRIBLESERK - (FEEFEL(100 mg/kg/XAE - 08
#BERIF [rotorod performance] ; 225 mg/kg/ X4 - BEE XS ; 225 mg/kg/ X4 - BEE
IR BARIBIER) - MIBAUC - ELEREHEER AR ERMRHDR6E (100 mg/kg) 221 (225
mg/kg) -

6.2 M5
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6.3

6.4

6.5

6.6

[E PR EE

HFLHRZZE L F FHatorvastatin [2 B2 R(4)] - B AT fatorvastatin ¥ i TR L 52 BRI ¥ R EL
TERNERER - AR AN ERatorvastatin@ 5 E 2 W EA AN BRI - BEEXME$ER %
yohHzy ol /D e A AEH T - BEfatorvastatin@ HIBR AEIL T - RO aEE RIEFLEE
FEMREARKIE - BESHEHEatorvastatinya BB AZZEREL -

BEBRENNL RS

itz
ZEe FatorvastatinOl BEEH IR REMEE - BEBEEFRE N Eatorvastatinia A
BB [B SRS RIEREEEIE6.1)] -

INGR

BERARSFREESEERME(HeFH)

EET-EBRINGEAELREE  EI10RE217THREBHeFHZRERATETHHRCEE
atorvastatinfE RN BB EIRE4RMERERES - LDL-C - fMapo BEENZEMAERL -

+ LDL-C >190 mg/dL - 5%

« LDL-C>160 mg/dL B

o BEAFHXEREY —FHRI _SHEPRE L MEBERCVD) - 5

o BEA_HENEZELMEERCVD)ERET

AtorvastatinfE AR LB EEMNZ R B N 2ERZERE(3.1) « RRGERER(8.2) - #EAhH
F“a(ﬂ) MEEFREERN12.6)] :

o BE187M 10 21 TR BEAMARLYBE L ZT#ET 7 —IH6E AN TR E R AR - WA
BAER10=ExR 8202 xatorvastatini AR R B ER BB L BB R A KBEAL - FIIES
PR RERT  RERINENREZERIMERANE N ZBALBHRRENBEZEER -
 E—IERIH=FNEMMIFHRERD  MAT163M10E15mHeFHRERA - UREEESR
ZZ|LDL-C <130E=/2HZBE - BEIFHRAERKETIOIRS - atorvastatinZEF&ELDL-CHE
22 MMBERDELABAFERRINERNER— -

BARRERAR  EBOoOBRKUBERLZERETRR(2EEKIEETIEEIE6.1) * (6.3)] -
R E R Ratorvastatin/ 8 BRI BRE A A SRR T XMW R IBBEN HARERE -
Atorvastatin R K w10 HeFH R Em AL 2 MRS R IERE -

BEEES FRERSERERMEHoFH)

S —EREES 7RG S EE R MER ARIEE B4R 54 74 S Eatorvastatin 80
mg/ KRB E8E—FWIHRARANER -  HTh 28R RERA[SEHEMENE() - BREEER
(12.6)] -

EEA

1£39,828 M KR ER PR FL HA B ¥ R atorvastatin A BRI m A S - B15,81311(40%) W F#ie>655% - W
B2,80001(7%) >75m% - BERHERRFENZHE ZBELE MBS EERLIREE
EMNER  HERRBEWERERBT RESREZEFALARFR 2B ANBEUREAEMAERE

M BABEEIRBLEF LR RN AT E) B SR EEY - BRFERE65H) N RBERE R
HFfrz—  HIL#EEFE AEZEHatorvastatinFFEEE -

HIheEAE

AtorvastatinZ R M ITRRE A - BENEEREEARRAGFEASHREAZSRERER4) KE
MENNE(11)] -
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6.7 BUEEAE
[SRRZREQG.N)MNEMENZENT)] -

7 RXEEH
CHSTBRECELD
7.1 (£Fatorvastatinis ] SEE B A AR EMEAN A BREREM 2 ERRE (A

Atorvastatin@CYP3A4F:E# & 5 (MNOATP1B1/1B3 ~ P-gpaiBCRP)MZE -  Atorvastatin[M#F &
EERHFACYPIAIMEHEQIIHITIMEERE Lt - R25IH olsEF 8418 Matorvastatin REE
IBINAN PSS & RSN A BRE RN G RZEYBE - DKSRBNOTEpAEIRE LY SREERE
BEIEG.DNMEMENENT)] -

<2 : fEMatorvastatins o] AEE 2 AL YR £ TN 4= AU A AR AE & BB N 2 B2 R A2 B (E AR

CyclosporineEkgemfibrozil

@R | Atorvastatin[M#%&E E 6 Fatorvastatinflcyclosporine  (CYP3A4FOATP1B 1IN )
5 MEEZE LA SBEDE NEE(11)] - EFL Fgemfibrozil oI SEZ SN ARE - #&cyclos
£ . | porinesigemfibrozilfiatorvastatinfif Bl - SN AEEMEANA FRAE R B Pz
e

A | A&#ZEF cyclosporinegigemfibrozilE2atorvastatinfif A -

St
5
i
&

Bk | Atorvastatin 3% ;2 Z E 4 FHatorvastatinFlFF S m = 224 (CYP3A4 /3 &&= H[MBC
7 RP - OATP1B1/1B3 ~ P-gp - MRP2#/ELOAT2] N HIE) MmEE = - [SREMEN HE(1
- 1)] - Atorvastatinff Bledipasvirfil tsofosbuvirfy - &% 35 28 4 AL ARE M SN A BRIE

SNESVIIE
TA |« A&&E#Etipranavirfil_tritonavirgiglecaprevirfil_Epibrentasviriatorvastatinfff A -

A o $T¥3{F Blopinavirfl_Lritonavir - FsimeprevirfdE A - 35%E £ 8atorvastatinff AR E
B | B/

« #+ ¥4 Fsaquinavirfil_Eritonavir ~ darunavirfl_tritonavir ~ fosamprenavir - fosampr

enavirfill_Lritonavir ~ elbasvir i -grazoprevirgtletermovirfyf&E A - atorvastatinEI£2)

HBiB20=% -

o ST¥E Anelfinavirfdf®E A - atorvastatinBlE7)#8i840= 5% -

« 5E 2% ledipasvirill Lsofosbuvir&iatorvastatinff Y E b/ %= -

s BRAPMERANNRRBEEIFER - Hrl2ERARBEMNE—EZYHERSE -
£ Tipranavirfll_Eritonavir ~ glecaprevirfll _Epibrentasvir - lopinavirfll_tritonavir ~ simepr
Bl evir ~ saquinavirfll tritonavir ~ darunavirfil_tritonavir ~ fosamprenavir ~ fosamprenav

irl_Eritonavir ~ elbasvirfll_tgrazoprevir ~ letermovir ~ nelfinavir - LU Kledipasvirfil_Es

ofosbuvir -

B EazolefBEE % EIRAAR (macrolide)it&EZ=

i

e b ~gH

E%atorvastatinE2 5 FazolefEn @R Z oy BEIR NBE i E X H AT - atorvastatiniZ2E

>

P.9




ZECYP3ALH/ERMEAZEHI MEZ L[S REMENENT))] -

TA | #EFEAclarithromycinslitraconazolefiE A - atorvastatinBIE27)#8i8202% - FE =

A igatorvastatinB EfthazolefAMBEZEN BERARNERFHANER/Vam - BRAFRAER
B ARHRREREUSAER - Frl2ERBaEABNTE—EYHERSH -

£ Erythromycin ~ clarithromycin -~ itraconazole - ketoconazole ~ posaconazolell Kvoric
Bl . |onazole -

Niacin

@K | iBatorvastatinE2FBENMAEEIE Zniacin  (—R=15eniacin) AR - SEEZ I ARENE
-7 AN A BRRERVZR B -

A | EEERFAESMIEE = ZniacinBatorvastatinfif BISHN @ 2 & LN AR SN S &
A ERNEIZIENRBER - IRRAEZHA - BEABANNAREEICAER - FHIZEHE

= FinaEHEME-—ZYEERSH -

Fibrate 38224 (b} 7 gemfibrozil L{5h)

BRIk | B4R TfibratefRZEMAS - OIpEE S ARE: - BfibrateffzzY) Edatorvastatinfft HIF =
=7 BYIAREMEA NS BRIER ERIZ0 -

A | EEEEfibratefiZ ) Blatorvastatinft BN N R 2 S LB E N AR E &AM A EERN
pi= ﬂl‘f:i"ﬁilﬂﬂiﬁéx MERAEEHE - BEABANIRAREEISARENR - SR SERB
= SAEEME—EZY R SRS -

Colchicine

Bk | Colchicinefiatorvastatinff S - ZEIREBENARE LB ABRERZES) -

=7

TA | BEEcolchicineBatorvastatinff A E R/ Mz - RRAEEHE - BFEABE AR
p= REFISIEMR - Fh EERBABERBNT 2y SHSR -

=

HFEMWA

R | eBEEEMT - HRlEAETH(—XIEBE1.22aH)EiEatorvastatinMiREE EFH - &M
=7 BN AREREANABRERER -

A | BEZERBatorvastatin BB B REF B M T (— RBB1.2AFH) -

VAN

=
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7.2 OJgEE R {Katorvastatin B EENE R GIER
=3yt algE= & {EatorvastatinRBE =N E MR GEA - MRWAIFERSEE B FHRIERHA -
%3 : OJaEEE{EatorvastatinEESEMNEMX G ER

Rifampin

@R | 1% atorvastatinZrifampin (#ifE 8 ZREP450 3A4RFEEEI FIOATP1B1RIMIHIE) Hf S EE
-7 atorvastatinf MIFRE HIRARERENREIRS - ARrifampin BB ENR G /FRH
2. | ’REArifampin& B Aatorvastatin® (& Al atorvastatin M = EAAEREANIR S -

A | B ERatorvastatinMrifampin -

W S

7.3 Atorvastatin¥i B fth &4 gl 57 £
FA%| Hatorvastatinf &M i g2 L LU R N fakhsk 2 & B 0% -
<4 : Atorvastatin¥t EL {th &4 ph 5/ £

[ B & 22 2%

BR%, | ffFatorvastatin®1 [0 AR 2 ZE & 1E Mnorethindronefethinyl estradiol WM RE[£
% - RIZEMENALE(11)] -

AR 2B RBatorvastatinlm ABIZO R 2 ES - FESIEE -

iR PR 57 ftAZ EEIEatorvastatinEidigoxinfF - digoxinfIiBE AR R MR E 1NN [ FEE)
& . g]mAhR01)] -

nAB 7818 2 BRI IE R FdigoxinBIim A -
=

8 BIfFR/FAR&IE

(HRSIRAECELD
8.1 BRAEZRIFRH/ARKIE

BEMFE - SRR -
BRAVEL AN D AE-SRERARAN -
MIREARKEBENMENECEETERBFEAIMRA
MAmE RSN AR SREERREESEIE(5.1.1)]
MhERES[SRBEREEEIA(S.1.3)]

8.2 HmiRalERitEn

BRI RIETRHEARANESR - BIt - £—TBEY > BRSPS
RN E NS —EEY ~ B RPORERAILE - TahmARRERE Y AR
BB -
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TE%2516,06611(8,755M fF Aatorvastatin - 7,311 ERZEE ; FEREES10-935% - 39%5
Tl VB BEMEAN  3%BEAN - 2%BEMA - A% HEMIER)FADEERERS3IB2EA
Ratorvastatinz RE| R MR IR BERED - #FXatorvastatin B BEHNBEABL7TREEEAR
RE(AZEREER)MEZ  EESLTREEIAENRATRIFSY% - £ atorvastatin/a BERIAEA
. RESRFEARTERSNLERANIEBARKES : IFE0.7%)  185(0.5%) - [EL
(04%) - RIRREERZEEH S (0.4%) ~ IR EEEZERAS(0.4%) -

£ 22 R BB 5 B Y atorvastatin/A B 4E 1 (n=8,755) - R E RNBENAERE(REEBER) (%
R HERLHEIE)REINK(8.3%) - BE7E(6.9%)  185(6.8%) - HAZERE6.0%) - LLK
REEREE(5.7%) -

TEtIEL R EIHER B Aatorvastatinia B P (n=8,755) - BHE>2% BE N ZRBEIHMNERARLR
RREAREEBER)IVEEERMRVSFAMR -

 TEEREEE R 2 atorvastatin ;ABAVRA P - BEE- 20, HSH L HEHHY
ﬁﬁr“xﬁEﬁﬁrxﬁﬁﬁlmrﬁ,&tkﬂmn

SEEE" &= e]jh= 1:}%& zugﬁa 408% | 0% o i

N=8,755 | N=3,908 | N=188 N=604 | N=4,055 | N=7,311
BB % 8.3 12.0 53 7.0 43 82
REEE 6.9 89 M7 106 43 65
B 6.8 7.3 6.4 14 1 52 6.3
PUlEiEE 6.0 85 37 93 3.9 59
FR i8S [ 3 57 6.9 6.4 8.0 4.1 56
HEAR 47 50 99 6.0 3.3 413
BEt 40 37 3.7 1 3.8 35
AlesBid=EE 38 5.2 32 51 23 36
A ps s 3.6 46 48 5.1 24 30
ﬂn,r 35 36 59 84 27 3.1
30 28 11 53 28 29
_!_IEEE __________ 23 | 38 | 16 | 28 0 2.1

A EEb e e e AN TR R

EZBBHRARPIERHESNEHEARREEE :

25 A8 - BE,; B(ER%  BIEAE - 1R - IRR - Bk BHERE ; IIREEASR LA

BESER - NS - SBE%E - BeNhER , KB EEE A4 BiRBEAS - FIEERES -

Mot A S - NBE SRR ABEAS SR ; B&%4% . 28, $hi4s 2050 ; &

ERMMBAY : 22 ; BHRRE | G58EM - 51§, WREEZF . BMIXREREZEGUR

REE - IR LSR5 (ASCOT)

FASCOTH[2RERFRERN(12.1)] - 10,3052 B A (Fi 2 E 540-805% - 19%3?’@

; 94.6%HBBMEN - 26%BIEMA - 1.5%BFEDA - 1.3%HEM/EMtiER) D RliES

atorvastatinEXx10 mg (n=5,168)HX LR (n=5,137)5% - TP E3.3FAEHHIRA
- atorvastatin/aEAHB L BB AN ZEMANTNZ 4HEE -

Atorvastatini i 7% 17 B i 7t (CARDS)

ECARDSH 2 BEiEARFBER(12.1)] - 2,838V F _EERBHBEA(FERIEES39-775% - 32%%

M 943%EBEMNAEN - 24%EBFERA - 23%BIEEMELEA - 1.0%EEMER)BES

atorvastatinE@X10 mg (n=1,428)ZEH|(n=1,410))8% - TEFP M3 IOFHENHA - MAN

FERNERZEXENBREARRELREE - RBERAIAE ZRARS -

TEtH PR (K AE E B2 2 o Rl 78R (SPARCL) i 55

TEST¥34,731 28GR SRREE 2 CHD1BTESc AT 61E A /A & 88 A o & 31 B i ME K R M 38/ (TIA) B S2 51

H(FRHEER21-925% - 40%BL M ; 933%AESIMEA - 3.0%HEA - 0.6%HIMA - 3.1%%5
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HEL{h#& &) ff Fatorvastatin 80E55(n=2,365)3Z &M (n=2,366)a% - BB H4.9FH
SPARCL#FZE T - atorvastatin/aBEAH I ERBIFEAS(EA- 10 RABMRIAER>3
ULNHEER0.I%)ZEBNLZREH0.1%) - CKAS(>10 X ULN)M R AR &/ DR - 8
atorvastatiny8 AT BRER0.1%) T ES R L E 4 (0.0%) - Eatorvastatinya B 4H B2 R
AP DRIE1442 2 E(6.1%) 8RB S E(B.8N) REMRAFCERENHERF 2B EERE
2EIEa(5.1.6)] -
—IBEE DR - LZREMELEE - atorvastatin 80= 5 Ol FREGR MM P EAYEE £
(atorvastatini& &4 - 218/2,365 - 9.2% ; ZFHEIAH - 274/2,366 - 11.6%) - (EEHSHMMETE
RUEE 4 K (atorvastatiny&& 4 - 55/2,365 « 2.3% ; ZFEIZR - 33/2,366 + 1.4%) - MBS PRI R s
M M o R A 2 A R KB AH (S (atorvastatini& B4 - 1761 ; ZRE4H - 186l) - Atorvastatin
hRYIER AR M MM P R AV SR (8BIFER A M H Mt A)BE SR LR A (16BIFE R a4t H
msE) - EFAMRFA L MHEFEFENRHEE SE T M RN ERRERS (atorvastatin/aE
HABETHI[16%] - ZEEHBF261[4%]) -
EEZMBERNATERAH - MESEABREREERE
Atorvastatin 8027 /HAEAHATE21661(9.1%) - ZREHADHE21141(8.9%) - fEatorvastatin
80T AEAT - BELOMEMEBILT XA ELAINEER.3%) ZEZREIAH4.1%)/) -
atorvastatin 80T /AEAT - BAIEOMEBREL T = & LA EE(5.0%) ZE b2 B A
(4.0%)K -
iRBatorvastatin ERABRKABZ AR RE
—IBE10R217TREERES FRIELESEE R MAE(HeFH) B &M B & WEE N L #Z (4251140 A
31%BLEME  RBBEINEREA - 1.6%5HEA - 1.6%HIEMA - 48%EMIER)ETH R
26 BREBHERE - UBRXR—REBXR10E20=watorvastatinfE RN B VBB A B E R NE
Efz « LDL-CHlapo BEEAHEMNZEZMHMMNZ M EEHETRE KREMUSEEREEEESE
(6.4)FNEG IR B8 4EE8(12.6)] -

8.3 LmE&ER

fratorvastatinESZ ERNERPBZ HIR FIARRE - AREERBEHZREAFENNZ
HRENEZHER RHIBEREAEEGEES ARy HBEZY BN ERE % -
FHhi& - Blatorvastatin e BB ARRERS - RIVER LEAHERBGHER/T)ESE
. BB (anaphylaxis) ~ ME A M KEE - BB (BIFEZHMALIE - Stevens-JohnsonfE(EEF -
BURFEIDARE)  BANARE - K - KD - FEER - BRTMEFBIEUNRIE - €% - 8
2 FEamE  RRXAMBEMRE -
FEAstatinFAZE RN ZESIEN AR ZAA%E(MNM, immunemediated necrotizing
myopathy) - —fE@BERENNBEENHERESREBIERSFIE(.1.2)]
oI RAEE  EAERN EHEMERER - HstatinfBZm BRI INERER (HIM @ iEE
X BT BT RIS - BB DA - FiAstatin E B A5 IR B RBINRE - 25
WHITNEEE BB E 2 ARER - HitstatinfF22& ol Wig - HAEIR B ERERR B A EERZEE
o A—XREHE - ERERBSEPUERIE) -

9 BE

(IR RAECE )

Atorvastatini@ 2R AR EREETT A - WAKBHEARERMLCEE - L BRI EASZHFTHEA -
HRatorvastatinE2[MIRERBENE SRR S - MHEAMREN FEEREE MatorvastatinByBFRE
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102232 Rl
(RSIRAECELD)

10.1

10.2

10.3

{ERI%IE

Atorvastatin calciumZ—&& M MASEl - E&3-hydroxy-3-methylglutaryl-coenzyme A
(HMG-CoA)BIREERIHIHIE - thiER R EEHMG-CoAEE BmevalonateVEB{1ERFE - M
BERENERERESHNERDER  WERERELR -
Atorvastatin@HMG-CoAEREEREZE M R FHAIHIE - EEIRIRAES3-hydroxy-3-methyl-
glutaryl-coenzyme A& SmevalonateRV3ERFRERE R © Mmevalonate/F 2 BIEREEEEER
Z ElRZRIBIBRY) -

FEENIREL - atorvastatinZEHIFIHMG-CoAE [REE R IEREIRZ TEMT RN S AL - YIS N0AT AR AR
KENEEEREAZEREE  RECREREANBIE DB - MEEMLREPEEREK
IEEBRRE - Atorvastatinth ERI/MEB ElEE AN HEW R/ MEZEREEE T2 -

B EIR

Atorvastatin R HEMINEHENEARBAERZEIRENY - HH“E, FTEEAEM - 2SR
EERBREREREONEELM - HERERNTRE - EZnEEREREREQEREERERE
BRENBEBIEEL - BIKE SRR EERIEEL E[*Fﬁﬁﬁﬁ/iﬁgﬁ N -

ERARRIZ = HER

BE BMREUREZEEEN

—IEA M ERNBUEM R E KR & Fatorvastatin 10 ~ 30 ~ 100 mg/kg/RHEIE - ERTERE
STERENEEIRNEEMEFRIVER . —EREBEANARK  S—ERBHEENE - 5@
H £ FMEBAUC0-24) BN R/ AFEORS0 mgEFHMBEMRESEMN161Z -

— B R E R M I T E/) BB Fatorvastatin 100 ~ 200 ~ 400 mg/kg/X - #EREERE
STEHEN A AENARRERELES  BESSEENEEREMETREILS - SEIRRRYE
EMETAUC(0-24)BA B/ AEORE0 mgEFIIMRERREENORE -
AtorvastatlnEEﬁ%§2<“L1tu9ﬂ/§{t £ A BRI i E R B E R E o R B R e O]

- MABBEERE(Salmonella typhimurium) X ABG1RE (Escherichia coli)ZEfTHIAmMesEE
% - A AT EH E A ETIHGPRTIE@EE4 R - UANBFEEEMARETHREE
SEBEEAHE - AtorvastatinfeEig s W/J\EE»%“iM?(m|cronucleus)5EJEitDPJTEF’\f
EMEEAREF - BHES3E225 mg/kg G6BRABRES)R - atorvastatin KRB EENERAR
EA - EIEMRE Eﬁﬂ’]ﬁﬁn%ﬁ‘r.—;Latorvastatm 175 mg/kgiEIE(NBRESH15E)HHE
FIEBESIRBEFE - 10& KB ERatorvastatin 100 mg/kg/RX(AFERAB0 mgZAUCHI 1613
EEMER®%E  A2EXRIRMZLEAZ REBRE ; £305100 mg/kg/XHEET - AW
ESRERE ; 7£100 mg/kg/ RABET - HEWES R - BAXEERLA1EBREBES
atorvastatin 100 mg/kg/KZHIE - ERIBEFEENMBARBERERE - A EENBEFIES

#¥93% Fatorvastatin 10 ~ 4084120 mg/kg/ X2 HEIE _F - HEHBEFRSEEEREAMRIE
BREEARFE -

11 EMEHNBEHE

CASTRREC &)
KUY - Atorvastatin O RIRUCGRZR - BRFBE1-2/N\IFR O E RS MREE - RS Eatorvastatinfy |
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ECIEEE - Atorvastatin (REZ)WBEH LR AERL14% - MESHWHMG-CoARREHIGIEML
30% - ERIJAXRRENREZEB BN ETERWAIERFEBRR(presystemic  clearance) & /st
e ERHE - KEAECHaKAUCEH - B #AE Fatorvastatin iy IR BERERFRIK LY

25% - RER VK% ; BEREREEHARERERRENZEEAAZEMTE - Atorvastatin 5 7EiE
TR MIREESLEREERBE  ChaRAUCKARIE30% - 24T - BB EREESERRERREN
EEMBEE R S RERB[SEAERE3.1)] -

73 : AtorvastatinBI I 0 AR B38T AT - MMEREBEHE S ZHR298% - Atorvastatini MR
/MEREEEX40.25 - b3R7RatorvastatinZt LU E ZATMIKA - RIBEKRERIEIZE - atorvastating]
BEENMENERITR[SHERAQ) - URSHRERTIEEIEG6.2)] °

& : AtorvastatinEZH RIEE K E K E (ortho- and parahydroxylated)$14E4) - MUK & TER-
SEEY - FLEMKERHEEERHEYHIHMG-CoAE [REFFEIMDEE M EatorvastatiniE & - [
RIBERANHMG-CoAZRIMNFIEMABT0% 2 RBELLEFUHRNHEY - 2IRIEL
atorvastatinFEa Tl AR 8 =XP450 3A4 N EZE M -

EEAERMAS —IBMRNEIR— - A& FHARatorvastatin Kerythromycin (AR &2 P450 3A4R940
) - Hlatorvastatinl MR EEEAS[SEREERT.1)] -
MEERSEYESMEANSEEE TR EREE LIS /EA (glucuronidation) -

HEM - Atorvastatin R EUE EM LB E/SFMNE 2%E - TE2ELAEETERE - BOUFELASZE
T BEIR - AtorvastatinfE ABBREH MR BIRFER A1V - BRBEEUHRHEY - 88
HMG-CoAZERERINGEIEMHRIRZE20-30/0\F - ORKEER - HERREUWatorvastatinEl £
DHR2% -

SRR EE

EEA : AtorvastatinTE@REZF A 65 NMEBREBLEFEMAT - ChaxdI1E1040% - AUCKIIE
030% - ERIREREER - £ —FEatorvastatinBIEEZERAERNERERELRERELLLE
B AKR[ZEEREEEESEIE6.5)

RE . £ IERANY - REHSEMNAET  EREENERERESE  BrREZEZHEPHW
atorvastatinBt L O AREFE AN BN - RAEBRERZREHeFHBEA(10ERE175 - n=29)&E R~
atorvastatinfEE8fPKIE BRI E—FRE HE ] -

5l : AtorvastatinE R MBEEEBEM AR - ChadI1E020% - AUCKIFRIE10% - AT

- atorvastatinfR B EZEREERREERNENER AR LT EBEENBELER -

BIEEARZ  BRERAE T EatorvastatinWMIFEE KR EEZEREEEERENEY - BHIEE
MEEAE AR EREEE[SHAZEREG.)NERE/FEEIEG1.1)] -

MREN : BARERBEARPBHHEAEHatorvastatindyif 3t - \EEatorvastatin 2B EQEES
ILERM S - BHOR RSB A ZEZE1E MNatorvastatindBFRE -

FFIhEERZE : mIEHBEUMREREA - atorvastatinWMTEEREZEFS ; E£Child-Pugh  AZREA
: CraxZ2AUCE N4 ; 7EChild-Pugh  BARTEA + Crrax KAIIENI1665 - AUCAKIZANT 14226
Z=4)] -

EYMXEERHAE

Atorvastatin@ — &M i E# &R (OATP1B1RIOATP1B3)M=E - AtorvastatinflI B &5
OATP1B1HIRE - Atorvastatintl e B HE L B EBBCRPIIE - HoJg:pRHlatorvastatiny
P38 R UL A RE B BR -
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113.10.23

6. DI Arorvastatin ZWESHREE

ARRBBRNRAEE Atorvastatin
mE AUC C
) gEmt | sarEd*
r ine 5 8 E/aFTIE ¢ e
gél!ﬁ " T RQUT - 28K 269 10.66
¥ Tipranavir 5008 SBID ntonavir .
EHBO | /% 108FESD* 936 858
[* Gliecaprevir 008 2 Q0 /pibrantasvir ;
| reomsan - 7x 1MEmOD* TR | 828 | 2200
IEarmn TE0RE gl - 10E 2R RS 788 10.60
urinavar 4 0088 & BIDS mlonavir e
4 WD - 155 40BRAD" - 4% 393 43
FEibaswir 508 7.0 FMamwmm
| 200%=00" - 13% 1ERSD" 1.94 4.4
" Simeprevr 1508RQD" - 10K 4ERSD° 212 1.70
* Clanthromycin SOMERBID" - 0% [BOEROD" + Bk 454 538
* Darunavir 300 &2 BIDntonavir 3
100RHBID - O 10MFAD" 4K | 345 225
* ltraconazole HEES 40MEE5D" 332 120
" Lelermovr 4808 QD" - 105 208 550" 329 | 217
* Fosamprenavir TORE R .
BiD*rtonavir 100EAID - 145 | /VEROD" 4% | 253 i
Fosamprenavir 14008 BID° + 145 | 1DERGD" « 45% 230 404
Nelfinawir 125085 BI0° - 14X DRROD" - 28% 1.74 2.22
" MR - 240M7Q0° * 4 Mg S0R 137 1.16
Diltiazem 2408 7=00" « 28% 4R SD* 1.51 1.00
Enythromycin SODESGID" - T 1DRFESDT 133 138
Amlodiping 1B « B—HE BORERSDF 1.18 081
Cimetidine 300ERQI0" + 20 10500« 28 1.00 0.89
Colestipol 1052BID" - 2418 somzzo0'- s | Wk | omen
Maalox TC* 30EHQID" « 17X 10RO 15K 066 067
Efaviranz G0 Q0" - 143 1R - 35 0.5 101
" Rifarmpin GM!EOD" =
58 12 58) 40 SD" 112 290
[F Rifampin GO0RIEQAD" + 55
535& @) 4RRESD" 0.20 0.60
SO0RRBD" - 7 40 RS0 1.35 1.00
* Fenofibrate 160RRAQD" - TR 40 ESD° 1.03 1.02
Eompmr BORES TID" - 1% AR RSD" 232 266

TEMNEREE TR FEENTRES moravatin) ¢
MRER TN
RS T(— F2150

rorvastatin & n'l'mp
arorvastatin: 5 & sorvastatin §
FRUEF S

7 ritonavir B

HELEEE -

= 7 1 Atorvastatin E{ B 7B HBHNEE

EREEE L TeEE -

.”*m‘nwm“‘n'ﬂ B ERE RN ESIAIEW ¢ 2—-“.5 -‘Ed_-

Atorvastatin HAEYRARZ
BYIME AUC C o
(%) BEEE BLE{E
808 = QD" - 15% |Antipyrine - 6008 = SD° 1.03 0.89
S0 QD - 10K #Digoxin 0268 7=QD" - 205 1.15 1.20
DiggZEQD® - 288
4085 QD" » 22% |- norethindrone 185 1.28 LR
- ethinyl estradiol 35{5 119 1.30
T;pranawr 50085
108 7= SD° B!D fritonavir 200872 1.08 0.96
BID® : 7%
a, Fosamprenavir 1400852
1025700 » 4% BID® + 143% 073 082
Fosamprenavir 7008572
108E52QD « 47 |BIDritonavir 100585 0.99 0954
BID" : 14%
.- RRERFLHEZOER -
* BA
b EA S
< B-EE

Atorvastatin B IE#E
12 Bk EEE R

CfxSZRRECE)
12.1 8RGO M E R
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HBIEE - IO # OB 4 R B (ASCOT) 9t 7E10,350%40-805% (F19635%) - AR Za&E1E /001
B - [MERARIEEEE <251 mg/dL (6.5 mmol/L)EMEm A - atorvastatin calcium¥ IS E 504
MIEBIEMR ORI E - I - FIBNBAZ DB -ELMEERGREFUOT  B461.1%)
FER 5555 (84.5%) * TRIE(33.2%) * MERE(24.3%) - —EFSMBEOIRRITEE(26%) - HAHEE fz
SREREENEEBEG (TC: HDL >6 - 14.3%)  BEMEER(5.1%) * £ OEEAR(14.4%) ~ M
B BAKIMESH(9.8%) « HEMOEBRE(14.3%) - EAKR/AEAR624%) - EEEEEZL
HEEEAET  BABSRIESEEBEEMEE : IFRRBERA<140/90 mmHg - #ERBEREA
<130/80 mmHg) - W#E A AMA - —#HERatorvastatinEX10 mg (n=5,168) - —AHEZZ R
(n=5,137) - MAHELZIBREE S L - HEBWEANNBERFERSHIIAETRE  FELFEESAE
B AFEREI R/ - BLEARNEHEEPMEEI.IE -

AtorvastatinE= X 10 mg# MAEHI X REAST ATV ER AR Bras RABLL -
AtorvastatinfBaZ R EE AR ENIRS A BT B/ 0VR(ZREIZB467R - atorvastatinZB40R) s IEEFE 4
IR R (Z B4 1087 - atorvastatinZH60R)AIEEER - 1B EEPRIE36% [(RIBEEER
. atorvastatinfi%31.9% - ZEEAE%3.0% - p=0.0005 (2EE1)] - FimEFEk - BWEHAS - BRI -
BEEBIEEER - RRREHZE—NN  EREEEREEERENEZEBERM - atorvastatin&l B
- HARBHAZ MM RBREEBEENES -

@1 Atorvastatin 10 mg/XHIENFEH DN EREBORECRAREZNTE

(ASCOT-LLARRE)
4.0 -
—— Atorvastatin e o
s — =~ Placebo jt

L
=
|

=
[

Cumulative incidence (%)

HR=0.64 {{1.50~0.83) p=0.0003

=
&
L

0.0 05 1.0 1.5 2.0 25 3.0 3.5 years

Atorvastatinth & [ & & 22 Sl r9AH 24 [E b i Z PR €4 2% (atorvastating8EE51.4% - ZRER
2.5%) - BEABICUAFERILHE T AR D R ERENBERRKE(P=0.01) - BEHEEI—EBENWE
. B EERERE26% (BE4EFRBatorvastatinl1.7% - ZFEEIZH2.3%) - WA R - OMEIET
(p=0.51)IELMEIFET (p=0.17)EREEEENER -

fEatorvastatini® R 5 17 )50 52 (CARDS) « #7EI12,838 B =i & (94%2H A - 68%EEM) B A

» #ffhatorvastatin calcium¥ /0 MEEK(CVD)EMIEZNTE - BLEHBARNEERL40-7557 @ RIB
WHORRESZABFE _AIERE - MEDRBAOLMERRNRSE - BZEEEA(LDL) <160 mg/dL - =&
H ks (TG) <600 mg/dL ; Bf FIERBZAN - BE—EL ERVBRET - RE(23%) - SME

(80%) ~ 1RABIERE(30%) - MBEEBRO%)HEBEBR(B%) - &I TR B WM ER MR BHIH
A - BEEZPLO - ZREER - E5WARER - XEEBL—E—(1:1)EEAIREHK ES
atorvastatin@X10 mg (n=1,429)8kZ&H|(n=1,411)8% - BHEAPUEZE3.9F - TEEMER
EHE MR- BEALCMESH  DIEE - P ORET - ARER LK - SIRIEE
B hfE - TENMEERBETEREIEZERE -

SZAENERERUWT | FIFER625 - HbA1c 7.7% - BREREQREEREPAI2120 mg/dL - 48
REEIRE P 121207 mg/dL - =B ERAE #1151 mg/dL - SZBEREEBEEREPAIE52 mg/dL -
Atorvastatin 10 mg/K ¥ M A5 = RV B ER ST A B bR PR BRAE SRAR L -
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Atorvastatin@BBZREEROMESH(EEBEIVIEES M)W E R (atorvastatinfi83 R - ZFIHIZH
127R)- ABE A EFE1E37% - HR 0.63 - 95% Cl (0.48, 0.83)(p=0.001)(£FE?2) - ~Fic ~ Al
FEFMIFEE R - atorvastatintaBX -

Atorvastatinfd 4o /& ) & f 28 2[R 1848% (atorvastatinZB21R - Z&EH4H39%) - HR 0.52 - 95% Cl
(0.31, - 0.89)(p=0.016) ; LAEERERFEEI2%  (atorvastatinZH38K - ZEFE#H64K) - HR
0.58 - 95.1% Cl (0.39, 0.86)(p=0.007) - FEMAZE - L&RFE - MEEERSUT ORI RBEE
AtorvastatinfAB616I3E T - ZRIEIAA82HIFET(HR 0.73 : p=0.059) -

@2 Z£FCARDSHIZE D » atorvastatin 10 mg/XEHFEEADMESH (D NEE - 2
f£CHD3ELC « ARERDFMN - BEARER - sid BE)FRINEE

15 -
< 104
E
b
9
£
=
g 7
S
o HR 0.63 (0.48-0 83) p=0.001
{} ] L] L] ] 1
1 2 3 4 5

Time to First Primary Endpoint Through Four (4) Years of Follow-up (Years)

12.2 SIEE R M &R & B S5 MAE

Atorvastatint] & B S is MAE(REZE S F XIGE AIFXER) RES B MAEE = (Fredrickson llak
IIbE) B ARARIEER: - BEEREQREERSE - $EZEREAREERE - BFEBTBR=fHHs
CRASEEREOERERE - AERMRE_BARZLHIR  RXARMRBERIBEALIER - &R
HaBEEERaRURINFTERE -

Atorvastatinfi 2SI MIERARE BN - BRAFEIRKAS=KHHE - BENLHE - REFA
BB -

MIEH S IEMEETHNZ R0 - ZREER - BIEREMARER - atorvastatinB X —RRF73E T
BERERERERE(TC) - BEEEREAMERER(LDL-C) - BBERBITB (apo B)R=MEHIE(TG) - (EE
AAERSINERS) -

s ARERTSREENER ANEEREE CEEESEREESENTFIOE)
E= N TC LDL-C ApoB TG  HDL-C Non-HDL-C/HDL-C

A 21 4 4 3 10 -3 7
10 22 -29 -39 -32 -19 6 -34
20 20 =23 -43 =35 -168 9 41
40 21 -37 -50 -42 -29 6 -45

5 -53

80 23 45 -60 -50 -37

Ee24Ia 4 R Ml B CE &£ A Fredrickson lladl b= A5 & B [MAE (hyperlipoproteinemia)fE A
- atorvastatin 10 ~ 20 ~ 40#180 mgiEM N EEEEEQREREEEREZ AN LEPNUE(FE258
DU - FI5EPUE)HRIZE64 (-1.4-14)-87 (0-17)-7.8(016)F5.1 (-2.7 - 15) = IE&H
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b

CHEEERNDITEBARERRE - EREREEAEERE - —BHMiE - AEER/SEEREEME
Bz - MEBEREECERER/SEERELEREE T EERE -
=IEZBOE SR ERatorvastatinE A E fistatin B2 S I MR AN B - B EE - K
A=z atorvastatinEX10 mgst Bl E I & 7 ¥ R B E 168 (3R9) -

®9: #HREBKRESEESLMNTFIOEME - B - STHERERHERN)

i

Non-

;‘%% S N To@lC IDLC AR TG HDLC DL
ikl

Atorvastatin 10mg 707  -27° -36° -28° L, i +7 ar
Lovastatin 20 mg 191 -19 27 -20 -6 +/ -28

= R795% CI' 92,65 107,71 -100,-65 152,71 17,20 11,71
i ird

Atorvastatin 10 mg 222  -25° 35 a7 AT +h -36°
Pravastatin 20mg 77 A7 =23 A7 -9 +8 -28
ER795% CI' 108,61 145,82 134, 74 141,07 4916 -115 41
a3

Aforvastatin 10 mg 132  -29° -3r -34° 23 + -39°
Simvastatin 10 mg 45 24 -30 -30 = ] + -33
EEZQE% cl' 847,27 101,26 80 .11 151,07 43,39 96189

1 $f HDL-C LISMEIBR B L 82KaR AR EE 95% CI B8 EF T4 atorvastatin 57/ ;
£ HDL-C 355 + EEFT T2 atorvastatin B3l » (HESHE A2 0 ETEHT EEER

== E&
p==t-=-

o

* EEE AR lovastatin + ANCOVA  p £0.05
b EEF EE N pravastatin + ANCOVA + p £0.05
g E?;;ﬁp simvastatin + ANCOVA 1 p <0.05

EOFRAEAEME I NEFAUEEREFRSEEZEREE - 5 9 355 atorvastatin 10
mg E-i:EJ = lovastatin * pravastatin F[| simvastatin ELERIE R o

EEAMASEESHRLBRERRNERE -

12.3 E:Eﬁ'ﬂ“iﬂiﬂﬁﬂﬂﬁ

EEERREIRT - B4\ S =K E A MAE(Fredrickson IVE)EAERAE - 5
atowastatlnE@}§5§§UE§Ti§(%10) - B Ratorvastatin A BEZ N EFR - H HEEE P M=
/IMME - R K1E)Z565 (267-1,502) -

R0 BUE—BEEHHEASZEARA  BEGERCAS LA IBIE/VE -

KE)
& E Atorvastatin Atorvastatin Atorvastatin
10 mg 20 mg 80 mg
(N=12) (N=37) (N=13) (N=14)

—MEHE  -124(366,827) 410(762,494) 387 (627,295) 518(828,413)
BiEEE 2.3 (-15.5,244) -28.2 (-44.9,-6.8) -34.9(-40.6, -15.2) -44.4 (-63.5, -3.8)

LDL-C 36(313,316) -265(577,98) -304(539 03) 405(-606,-138)
HDL-C 38(-186,134) 138(97.615) 10(32.252) 75(-108 37.2)
VLDL-C 10(-310,532) -48.8(-B858,57.3) -446(-62.2 -10.8) 620 (-88.2, 37.6)

JEHDL-C _ -28(-17.6,300) -33.0(-52.1,-13.3) 42.7 (53.7,-17.4) -515(-729,43)

12.4 BRlEEEEEME
—IEEZ16EPIEERER MIE(Fredrickson I1E)EA(EREZ : 14 Aapo E2/E2 - 2 Aapo E3/E2)HY
MR X EBERIINTRERT) -
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E1: 8316 BPEELQREMTE (Fredrickson III B)iF A BIBM I X d B

Ei{E (e %R Pg(ER/IVE - BXE)
(B/ME + BXE) Atorvastatin Atorvastatin
(mg/dL) 10 mg 80 mg
REEE 442(225, 1320) -37 (-85, 17) -58 (-90,-31)
= = pluili = 678(273, 5990) -39 (-92, -8) 53 (-95, -30)
IDL-C+VLDL-C 215{111, 613) -32(-76, 9) -63 (-90-8)
JEHDL-C 411(218, 1272) 43 (-87,-19) 64 (-92, -36)

12.5 FAEES FRRE SR E R M

—IERHRANTRD - 2986 -37TAN B EES FREKRESEERMERAZEIEHESHE20-

80 mgMJatorvastatinjaf - UL T - BB ERELQREEREFIORE18% - 252 BB EREEMNE

EEZ P Em AR B R EE20% (BEE7-53% - PAIEIR24%) - HEFARBANBREREEAEE

BERIFE7-24% - HE29RMWAT  SARBABREEREORIEINE - £ESRRBRENBAD
2 NiEBPIEREIR D Ai(portacaval shunt) 2 EZEREAREETARAEERMEE | HER3AEE

EleEaREERTI9REE22% -

126 ERESFREESREEBRMERERA
F—HEREE RN AERNES « LREHBMED - 1878105%-175(FE14.15) - BB
ERBSFREESHEREREMEHeFH)SEESERERE MENSEAMBLYIBEN L ZEKES
atorvastatin (n=140)sK L EEI(n=47)8& 2638 - AEEEHEE=atorvastatin/a&E2638 - TR
MARERNERERERREREENERE2190 mg/dlL - HQR)ERERELREEERREENE
#{E2160 mg/dLEERGHESEERERMENRKESE - si—SFHs _SRARENE R OMEER
- ERERERERRERREENFITERatorvastatinai218.6  mg/dL  (FE : 138.5-385.0

mg/dL) - R 4H230.0 mg/dL (FE : 160.0-324.5 mg/dL) - Atorvastatini Bl E(BRX—R) &
4BZE10 mg - MREREREEREEREE>130 mg/dL - BIFESZE20 mg - #Satorvastatin/a &
MR ATEESHEIBEZEBT8AGS.7%)FEBEERSE20 mg -
26 B ESHIME - atorvastatinBEE iﬁﬁ*ﬁ%&ﬁﬁli’ﬂ? BEREREERERRE —MEHAERES
HBHMETRE(2/HEFR2) -

= 12: Atorvastatin H R EEREE S FFEESREENrIE TS EEEMENS

RS NEMENREE “ﬁﬁ?ﬁ"@*%ﬁﬁ-yﬁ%*ﬁ% 2 EE 4SBT E)

=E EEE =&
EE A REEE HEEE EEQ i iEEEB
@z & G
=2 47 -1.5 -0.4 -1.9 1.0 0.7
Atorvastiatin 140 314 -39.6 28 120 -34.0

AtorvastatinfBfE26 B £ S B ZEFEZ ElEEHREE R REFI9ER130.7 mg/dL(#EE : 70.0-
242.0 mg/dL) - ZRIH#H7%228.5 mg/dL (&E : 152.0-385.0 mg/dL) -
tBE—IERA=FWRERMY « SFERHABPETatorvastatinlIi 3 - ZFRMA163M1105E
15mHeFHm A (821 B # - 81U #) - FiAR AIKBER 2T B El K L2 ET R AHeFH (BRI
BREHELEZ)  HPSMREALE8% - BASLMASAEN% - BEEFRFHILDL-CH232
mg/dL - AtorvastatinfViEla B E /TR — A10mg WM EZEZFLDL-C <130 mg/dLZ BiZ
c B PNSFRHABLDL-CHRNEENREREEEAR—B - BEZAMANRZELRE R
BRRRABRERNTS -
SR E i Zatorvastatin A B R R E M A B BR R B T RN RABRIS ARIELL -

BEKHET

P.20



1316
2~1000fe iR A 2R KB

13.2 WA
SN EIEFAR -

13.3 RFRG
EFR25°CUA N ZR2RIRIE -

P

pi

RIEM

BHERBERNBRAT TR QAR AT B RS 1958

=y

SRERBERNHBRAT S PULERRRE _KR2065%81823

P.21



