PEAE X IEIKEE 10 5%
Atorin F.C. Tablet 10mg
HEENT B 049543 5
RERBEENE 7 H
"R HER 2024-05-28

1

MEAR
1.1 BURDKRZE

Atorvastatin (Calcium) - i =27A10 ~ 20540252 #JAtorvastatin -
1.2 B

Croscarmellose sodium ~ Calcium carbonate precipitate * Povidone K30 - Microcrystalline
cellulose 101 ~ Lactose 200 mesh - Magnesium stearate ~ Opadry 31K58901 white - Purified
water °

1.3 HIH&
FETCfE

1.4 ZERAINE
AtorvastatinZfE 5 B B RO EIZIE R EE -

SIEERRMIE - &=/ hsMIE -

HREAR DRBEWOMVANE _BEEKERA - E2E2VAE—HEtE O REREY - SFsME - 8
MEmE - AEARK - WRIE - Atorvastatin@ AR | RIEOHNEERIER - REFRERNER -

FEER MRS EEEN O MES AR

HRER DRAROENENERA - E2EVE=—BEMESORERET - SEF _EiEKE - F
FARRERS55 - MBEERKIERAR - RIBE—FMESSH (B 1) N605% (X 1) Bl B SBEE A
S - Atorvastatin@ AR : BEEOMNEERER - BREPENER - BRENEBENELBRE

|}/_\
oo o
AN

B

AtorvastatinD] {E RN BIESINEEEE - RERZEMHSERRERIEELEES FREEAIEREES
FEEIRZ MM AE) R & B S A MAE (Fredrickson lla&IIbE)E AR E RS - B2 EREEEEERE(LDL-E
ElfZ) - BEE B 7B (apolipoprotein B) k. =F H Mg - W HIBNSZEREEBERERE(HDL-IEER) K
AEME =B H miE R E S (Fredrickson IVE)HEA - DUREREEEBEMRAEFHIREHPIESE
BEE ME(Fredrickson IE)HREA - S§RERZES FREESHERBEDNENREA - EREREMIE
& MBCEAN R NAER - Atorvastatint D[R EEAEEE R M EREEER -

SBE®A(10-175%)

Atorvastatin]{E RN BN EEEE - BREERES FRIEESERREMENSZANB L&Y E
Z#Z(10-175%) - MRADRBRBEZZEBINAB MRS - o] BARmAKRRELERE - LDL-IEE R
- EEBTTBRE :

a.LDL-FEREIEE 2190 mg/dLs}

P.1



b LDL-#EEEZ15>160 mg/dL :

AT MIE BRI KGR

SR H AEMEMN EOMEERBREF

R S EEE MEURB GRS RREARTESHNEA - EREMNEREZEZSERRA
FI/OREN—E - BRI REIERMIEHEAEREN RN 2 - BRIERREEREEHME
IR ENARAE R AR (ZRR1 B 2 =B E X EEEHNEEZEE S (NCEP)aREEEH &t
) o

1 ABABRAEBENMTZ A GNCEP) S A FH 4 - 548K H» ABHNGBREE
Bk QMERB BRSPS RN A T XEURER Bl Heyn 5k
BB 28 7] BREERBES THSERARAT SERERLGRD
BE B &% B A% FRUBHBELE REEBEGER
(mg/dL) BEEaRE (mg/dL)
(mg/dL)
CHD? = & F& 2 <100 =100 =130
CHD % B # (100-129 : T# &
(10 % & &>20%) EHLE)
2MEAEARBAF <130 =130 10 & &K 10%-
(10 4 &L R& <20%) 20% : =130
10 £ B F<10% :
=160
0-l BARETFS <160 =160 =190
(160-189 @ T4 &
EEEFEEEES
 4)

ACHD - &/0vm

bR E AR E R AN RN AR RS AREEERE <100 mg/dLABE - BLERE AR
A UICERAEAREEEEREEANEYSE - HthAICBRESREALUBE=_E hE ke B EkE
EHMEERE#ERZEEY) - Wnicotinic acidZifibrate - B /R ¥ th Ol BEZSKR AL 4B 3E E R EER YA E -
CEFPRBRAO-1EBREFHINAREI0FEEREE <10% - It BRA0-1EBREFIRARNERY
E10FE M -

ZIEEEREAREEREERZE  E=KMEHKRINA2200 mg/dL - AIFFEEEREEBEER(HBIE
EiEnSEEEEOREEE)MARAENSE _BE - FeBEREQREERERERELSEERSE
RINEZEREREREREHERS30 mg/dL -

FYafEFAtorvastatin/a BR Z Bl - IEISTHERR S IEE B2 AR R SR A (B A0 HE FR B EHI AR - BARER T
BEE N - BYWERE - EREQME - HEWMR - HthZEYWaE - ROBER) - WiglREERE - B2
EREQERR  STEREQREERE - A=MEhiESMmAER T - HR=KEHiE=RE <400
mg/dL (<4.5 mmol/L)VE A - BREIEEREEEJER NIATUEET

BEEREAEERE = BEER - (0.20 x [=EKHHE] + SEERSEARERR)ER=_KEEHIERE
>400 mg/dL (>4.5 mmol/L)BIEA - EEATNERERE - BzREE R AR EEEREED
EERRRE -

AtorvastatinfE RELFEMHIREASHEZIREBES (Fredrickson |1 BUR VA EEBHF -
ZEEREEEABTENNESRERERMEN R ZEOMEERXEENERERANEEERED
Lt Ul

SaE ] ARIEERZ (mg/dL) BZEREEAERE(mMg/dL)
EEEi <170 <110

P.2




245 170-199 110-129

P 2200 >130

3 FEKHE

3.1

RzHE

—fi% - £ Atorvastatin JAEZH] - WAERAESNEREIZET - EE - DUAEHNREARES
7% REFISEEREME - 1EAEEMBENER F/\TEEAtorvastatln, BEHAR - DRES
RENRIEBRRENRIAE - HE2EAtorvastatin 10-80 mg - HRA—X - IRERE R %A
1) - BB AR - IRIAEIE AT S ERB R ALDL-EREIERAER E AEEREBEN
MERRE(ZEIEEA &) - FtAtorvastatin/aBE &/ BREREIE 2% - fE24 AieE MR
B - WkBRARFAREE -

MR EABRERAEEAtorvastatinllPBREEA S ZEER G FAMRIZEY) - AtorvastatintEia
HEEABH—RI0O=ER @ WosEBEZREHSHEREI0ZERLT - ERELEER N olEERE
REE URBEREEHE  JEEERFEEZSRERREER) -
FEMSEEENERESESEME - KAZEJ8E A HAtorvastatin 10 mgE HARA—XREIE
MIEEFIBRY - BEAABNREMBEZALIR  MBEAKABNREZENBZALR - £#K
A EIBNEEEEEENR -

BEEESFRENSRERME - —BHHEEESFREESEEREMERARBARNRZE
FERMRET - KZERAEAtorvastatin 80 mgEAMRELDLIEEIRE K5 15% L E(18-45%)RY
BEUIE -

EURSFREESRERMERERA(10-175) - EFEBEER10mMg/H - REEREER
20 mg/H(KIKR20 mgBIEAR G EILE AR P HUERIZE) - BERERA Fﬁffﬁﬂﬁlﬁhﬁﬁ”“ £[2H
RITWE=BREXEEREHNEZEE(NCEP)ZRRHIEE A& - [RREZEE(10)RBEREIE(2)] - EER
LB EAM—RE 2L -

HMEERERAZER - [2BERAREFEREFESIAGB.1.2)] -

BIMERERAZER - BlEAERAZFEAtorvastatinWMFRE - I AZFETZELDL-EE
REENEY - ALt - BSEAERARRERELS

EEANZER - AtorvastatiniiZ et ~ BUIGEREEAEEENER - EEERANABREA
B EEBER[2RRKREEEE(10)] -

4 ==
TS/

(&R SCRARCEL ]

F=|
-%T

EENE R EE T BRI ARRENFSE LA ZRA -
ZIE%*“?TEH& L&QZF)\

. Uﬁ?t[%ﬁﬁﬁ?ﬂiﬁ%ﬁ(&a] °

}!I

i—
éﬁ

ARSIR

(&R SCRAECEL ]

5.1

LEEEFIR

P.3




5]

5.1.2

NP TR RIS AU R AE

AtorvastatinD] BEZ 1S A IR & (LK IR ~ BRaiE ] - W HERERLES BB (creatine
kinase, CK)ERERBBIEEE LR+ MEAPARIE(HEE BB R ERNAER R
= HERIR) - BF B4 EIRAstatinfR 24 (BB Atorvastatin) /A& M 5 | EB1= AL HL A AR E 2
TEH S -

AL R ERY EEE F

MARENEREF R FEA65EIU L - FAEFNFRIREER T - BIgEAE - &
HitBSEZYHA - LARBAERSEE/Atorvastatin[ 2RI ZEmR EER(7.1)] -

TRRG kR AL P 7R 2 R AR A A BR e L B 2 D B

R AR & 2=P450 3A4 (CYP3AA)F/EMmELR (BN : HEMEM &R (breast cancer
resistant protein [BCRP]) - B#2EEFE# M X (organic anion-transporting
polypeptide[OATP1B1/OATP1B3]) LUK P-EE H (P-glycoprotein [P-gp]))AOHIHIVER - &
mRX A FATIEEEEMAtorvastatin R B E - EMER LN AREMNELAN A BT R
EFH - REZEHcyclosporine - gemfibrozil ~ tipranavirfll_tritonavir - Stglecaprevirfiil_t
pibrentasviré2Atorvastatinff F - ¢t ¥IIRFRENRSE - azoleBMBEZ - YEIRAE
(macrolide)inEZMEA - EiEEHEETAtorvastatinBI 2828 - E#EAtorvastatinE2FEEd
MAEEI=(>158/K)MniaciniiZZ4) - fibrate$8Z4) - colchicine - M Kledipasvirfil £

sofosbuvirtA B - BHAARE /AR BERNRS - FEEEHELEEMIUEEED
MAREFREAN S BERN RIS NS ER SR ERRZEERT.1)] -

AEZEMRAAtorvastatinilm ABIR A ERAE B T(—REBB1.2AH) [ SRERREER
(7.1)] - MWRCKEERBEZE EASZESRLUBIARE - FFHAtorvastatin - H1FH
Atorvastatin - JIREARFMCKEE LA DIBERMAERE - ARAZRESUSEERE - BHIR
RENBANABENBRIBSEMR(BIL - WIME ; A%, RENEBEMB=E | EAFM

; BlE ; BRENREMY  ADWNEREER ; B AEHNER) - FEEEH
Atorvastatin -

EFBIRASIEMNAtorvastatinBI £/ - FEABEABIRBEEMEANAZRENRERE - @
AR BB A ARRRERALRERE - BESES - 552 EE A EE 58 ER

RS I N R E

FHERES|E LM ARE (immune-mediated necrotizing myopathy[IMNM]) 8%k
£ EREAEaENARE - BEMstatinfBZEYER - IMNMESES - BEEFH
statinfB 2289 - (BHLIRARIANENBMBIBEEAS ;| MHMG CoAEREEMIER
B ; AT R B RBARIEMI RS ; BUEEINGEIEAEBWNE - OgtREETHM
R AN MBEEA - DR B2 FEAREINGIEARE - MRER A EstatinfB22 8] - 3B
ZEZEIMNMIER - IRERAAEstatinfB 22 R BE % - B ERIMNMBEISFAEAR

FFThRERE R

EAAmUES R AN BRaBNEAS - BENEER - HIRFES ZWRRERR R
5 BRRR  BERE  ALEAE  FERIEZES)  REHE  ERZEmmIE - SiiF
PRES Bifl 8 7 75 22 B5s B R THBE -

StatinfBZEY) - MEMPRMEZEY) —% - REZSEANELEEREEENRS - ERKH

P.4



514

5.1.6

4950.7%/R AAtorvastatinfm AL IR EEBREZNMBEREFEASHIRZ(MRIHZ
NS IERE LR[ULN]R3E) - BLEERZEEREAtorvastatin 10 ~ 20 ~ 40%80 mghy
=T BI20.2% ~ 0.2% ~ 0.6%k2.3% -

Tt [#iaAtorvastatin/aERl - BEMFRERGH - 2@ KEGEXRFTEHEEWRH - BAIFEFAL
mE A ABRAstatin - B13FAtorvastatin - SEEICEAIERIEMIRIBHERAFRE - HEFEH
Atorvastatint IR B EMIBEEHBRKRER AL BARIESH=BE LR - BIElELLA
& - EEEREEMBERER - 2B A%BERAtorvastatin ©
AtorvastatinfEEFARAETE K/ ELBEBIFIROBA - BEE T RSABRENDS
REEBRBRRITEASZHEA - ZRAtorvastatin[ 2R 2R 4)] °

R INEE

fE{EMEBRMHbATC) LFH | BMAESHMG-CoAE RESHIHIE(statin iR 22 m) /8B % - SAM
{EMATE R/ Z=EM B MEE _ EAWER -

StatinfBZEZY 2 TERERESHK - Bm tUEERDB LR A/ MREE RIS - AR
T OB EAtorvastatin A R E M TR E RS (cortiso ) BEEE - I AZH/VIEERE LIRFESE
(adrenal reserve) - Statinfa&2¥) ¥ EMETEREE NI E R REA BT DR A P ETHR

HIFRFREZIE TR - MR FZEWRBIR)AHB - StatinfR 2435 o sEE RRERIR
MR E R T B = R E TS AV EE @ (Bl dketoconazole - spironolactone ~ cimetidine) @ fF
REEEEE -

PGS RSB

—& R Atorvastatin 120 mg/kg/ XK AE3E AW EIOE LRI - 3 —E8WER11E8

- B &P TS 21280 mg/kg/KZ:a%EE - EILIAN MRESE - AREEZINL MR
AT R ZE56 - Atorvastatin 120 mg/kgiE I E S RBEARKNZABRARAR £80
mg/ RN RERBMA TEEAUC - 0-24/ V166 - E—ERBEMENHRT - B
MEABEBE—REFEMEE(—EHESAtorvastatin 10 mg/kg/X - 5—E#%=
Atorvastatin 120 mg/kg/X) - EER KIS 5400 mg/kg/ REERE2FN/NE TR
SHESE100 mg/kg/ KW ABPIIREZIPRPLELRFHML - BLEEIEDEIEALER
F&asE2Em 280 mg/XIAUC (0-24)196-111E (/&) K 8-161Z(KE) °
LEESEHMHMG-CoARRESHIHIBAEN OB R P EA L LA NERL - HREZEND
EEEWM - KEREZARZEMEDBERZR - — 8 (E24EEHBIAtorvastatinlIHMG-
CoABRIBHIIHEI BEEMNMBRENLEABRARSZZHENFHERRES30E/
BET - M- S2HESAHENT - (K L 1IES 00038 4157 180 & 8 M (1R 405 B AR B2 4 48 KU
B ECE 4 [Wallerian degeneration]) -
SRR ESTIARA

IR EEE R RE 2 P ETERA(SPARCL)AEE - ¥ BE6EANZ LT A
TIAZ4,731MUB|CHD 7 25t &% T Atorvastatin SO0 NZRE - HEEB S~

- Atorvastatin80= = AHR MM P A B RSN LREIZ (55 - 2.3% AtorvastatintHE 1%
33 1.4%%RE ; HR : 1.68 - 95% Cl : 1.09 - 2.59 ; p=0.0168) - jAZEAHERIZIE T M4
oh & 2 A5 (Atorvastatinfl L B EIZBEEE 72 B &17F118) - AtorvastatinZi

(38 - 1.6%)MFEBILHMME T EBEFEHEESNLEITANG6 - 0.7%) - FTEEAFBRIEAE

P.5



AR M B T MM A R BR M TR B B2 AtorvastatindE BB S FI H M4 B A 3 £ R[S REA
H&E(8.2)] -

5.1.7=2VEM R

EAEVHRAFREIEDL - statin SR Ol RES G R ENMNERE 2 EEN D LERALEAN
FEOVIE - MRAERNE - BERERR - BAERRBREMMERE 35— &statin 2 REIE
AR ERRIRAIMS -
6 BARGRIESIR
(&3 RRECEL ]
6.1 &2

[ B 4 22
EfitAtorvastatinfE AR 2R L2 E M AR iEE - HIR2HEERRKRMEZEY I ERERREE - 8K
MEAREZLZMY - BRHMG-CoARREEIIHIEIE B/ RERE S/ - BolsEm /D I1EBREE R
ZHMEYEEMEN S - MR IEERAtorvastatinTI SR ¥R RIEMEE - HRIRER - B
Bl{=FHAtorvastatin[2BIZ = (4)] - BRI ERAtorvastatinfE BN EREBR - s AEMUHE
BAREXREBRSUREMRREMREZEYAREY - TREMRFNEBMEELRRTD - KBRREE
(mg/m) - FRIEFEAEERSEI0M0ERES AREZEIE(MRHD)(B0 mg) ZEISH - KA
BB - MR B USSR BTE - KEEE RN B #ESZ Atorvastatinfs - =621
MRHDZEIER; - SIRFILEBEREZBRE(SHER) - HREAGERERTRRENRE
BERGFHERM - #EE—RAOD - BARZEE ZERZPEANEXRREARES REMRGET
B2 A%&H2-4%F115-20% -
ABREHY
Bl - a0 mAREAIHRS P E RN ABRBAtorvastatin CalciumERIRAR - ERIGAR
BRBEASLKBRERERMRAIEN - SERDERBRRAZEBEtMHMG-CoARIRESHIHIZE
BEESRRERIZNES - E—IBEHEKI100R £ HsimvastatinsllovastatinZ24)) 7 18 X PRETTHY
AIEMEREM DT - SBRMET - BRARERBRIT/AAENZEERTRBE—RAOFHN
FRHRAER - BERAIBEUHIREREBIERSREERAS=ENELU LR - TELATE
AVEREZNES - A8I%EERZARGERAE - URE—2IPEEERZ2EHFLLA
EMER
AtorvastatinZ BB ARENIRE - EREMREINEEESERERIFRE - GLURZREMNR
FEBREEMPE R BIOMRE TAtorvastating 300 mg/kg/ X100 mg/kg/RHIHIE - #X
BB & FAtorvastatin=3E300 mg/kg/RHEIE - S R F1&FS3E100 mg/kg/ KNI EEE28
Y - DEEREE(mg/mA)AEREE  BLEHEERNREEANEMRHDABRESN
30fF(RE) M0 (RF) - REEIERBSBMUEIE300 mg/kghs - S/ ZE KEREZ MMM
WS - RFEZOESMEIE508100 mg/kg/XEF - EREREREEMN - X100
mg/kg/ X5 - B MRIRES E R ES -
— B RREAEBERZHETREREFAAFE 20X (E )% FAtorvastatin 20 ~ 1005,225 mg/kg/X
FlE - BEEIHRIGIREEMN225 mg/kg/REER - EFELE - BERBSAR - HNK
ETNENEEREE - #2100 mg/kg/ A28 E - EFREEELEBN2TXIE - URES
225/mg/kg/RZBE - AFBREEZRREEBFITRARD - IRRHRBERK - (FREBEE
(100 mg/kg/ R4 - EEEEHEERAIE [rotorod performance] ; 225 mg/kg/ R4 - BEEE <5

P.6




6.2

6.3

6.4

6.5

;225 mg/kg/R4A - BERGEEREFERE) - KIBAUC - ELEHERER ABEERMRHDR6E
(100'mg/kg)F221&(225 mg/kg) -

(CESS

7] B 2=

FZL A2 | LB A Atorvastatin [2BIER@4)] - BRlsBEAZE RNHIA RZERENRITE
BEVTERER - #A BB R BERAtorvastatin@ & 270 EA A BT - BEEANE4E Rz o
Hay o/ b AANEIST - HEfAtorvastatin2 BIRR AREIL TS - AR OBEHNIHA ERE
HREBREFARNRE  ESIEREAtorvastatin BB A ZE BT -

BAEBRENIN RS Y

iz
ZiEigFAtorvastatinOBE EHIR R E NG E - EZEEE B QL M EAtorvastatin/a E A E £ H
BRBZER[FSREREE6.1)] -

N5

KBRS FREESREER MAEHeFH)

FET-EBERINNELAELRE  H10R217TREBHeFHZ RERF AP ETHHRECHEE
AtorvastatinfE & ER B EI BN AE L MR EARIEEES - LDL-C ~ Mapo BREENZEMMEN -

« LDL-C >190 mg/dL - BX

« LDL-C>160 mg/dL B

o BEAFHRGREE N —SHe _SHEHEE O MEER(CVD) @ 5

o BEA_HIHBZIANMEERCVD)EREF

AtorvastatinfE AR I EEEN S FE BT N2EBREREQR) - FRKE(8.2) - RIKREIRE
(10) AR R EE(12.6)] :

s ZEI1BTMN0EENTHBEEMB KV F B L ZPET 7 —IE6E AL RE # R R - WA
BRER10=2x520=2 T Atorvastatinii A R R EE R B2 2 REIRm A REHEM - FELIES
PRIE B ER T  KRERANEREZERIMAASE RN L ZAKBRARENEZER -
 EIEARH=FNREMMIFERERD  MAT163MU10E15HeFHRERA - UREHESR
ZZ|LDL-C <1302 =/2H 2B - EEIFHRIABERFTRIPRS] - AtorvastatinZEF#ELDL-CHE
L2 MMEDELABAPHWEERZINERNE R -

KR ERER%BAtorvastatin/a B R E R A B EME T RHRABEY EARESE -
Atorvastatin AR K10 HeFH R &2 AN L MR BN R EE -

BEEES FRERSEEREMIEHoFH)

ZE—ERES FREL S ERREMERARSEL B MR SR T h S EAtorvastatin
80mg/ANBIEAE—FNEAUR HP B8R ZRERA[SHERAZEIEE(10) - BARHAR
(12.5)] -

EEA

#£39,828 U R R R I FTEAB X Atorvastatinfa ERIRA S - 515,8131(40%)RFEe>655% - I
£2,80001(7%) >755% - EERAEFBARFENRHEZBELEMAANESEE R LIRETE
RRMRER  HERRBSHEARERUARMREFABRFE VR ANBEUARBEEEOUEE
EAREEBIR B EFCBARMA B EZY R BB TEEY - HRFERE655) SN ABERE %
BHF2z—  RAIHEF AETFAtorvastatinf5EZ1E -

P.7




6:6 ETrIjJ EAZE

Atorvastatm;.JﬁE EENMETRBEA - BEMEEREARRRAGETSHNEAZSRERG) KR
zaz}EF—i(']O)]

732 B {ER
{3 lwhmo =k
7.1 fERAstorvastatinfF ol SEER | AREN BN ARERMRIEN 2 EZm X EER

BHIVEB NS - boceprevir - telaprevirknefazodone (f FIFRF &R /D A aa AU HERR - 1870

BB mRY AR

Atorvastatin@2CYP3A4R:E# & 5 (MNOATP1B1/1B3 ~ P-gpaiBCRP)MZE - Atorvastatinl i

EEE R FACYP3A4TNER & B AN HI T M 882 tﬂ”%'53§|JtHT‘@EQ?’*EE?JDAtorvastatm%

ESMENMARE REANARERRRHBZEYBE - DUKRIBINOIEHMEEE L LY (2
EERAESEGANAMEKREIEEN0)] -

i Astorvastatin 5577 4 938 7 i
Cy orine 5% Gemfibrozil
BEEF: Atonvashmm 2 X 15 E !mastatm #= cycl elCY, P:ﬂ-i #a
OATPIB] eydr #i8) & !&i ﬁmﬂ

gemfibrozil 54 778 ik H & - 5 ovclosporine £ ﬁbmzniﬁ
Atorvastatin 4% B 8% - fgn!t'mﬁih*iﬂ.tt 3“&5‘! TR B 34 oo
[T cvelosponne Tibrozil #t Atorvasttin o B -

F
BAEE: .-\tcn'asurin 2% R A Atorvastatin HFH‘#’-#J&(CYPM-'
% & 4% @24 BCRP - OATPIB1/1B3 - P-gp - MRP2 #=/ % OAT2]
wmm}r'm:n_ﬁ-l#- B 22 4E(10) - Atorvastatin 48
iedlpasur.*ﬂ'.soﬁoﬂwnhs RABE S RAR PR RN 6

£
ES T N !ﬂ!‘ tipranavir fo L ntonavir & glecapravir f= £ pibrentasvir &

Atforvastatin 44 +

=§& B4 W lopinavir ek muua.\ ir» # simeprevir SR A A B R
Atorvastatin 4 ) & 2.k

=5t HE W saquinavir 4o b rlwnm ir + damunavir 4o b ritonavir -
fusnrrmrwnr fcvsamprena\ll #e b ritonavir + elbasvir fe b
E{ampmn # letermovir & 25 A - Atorvastatin 3§ #7438 20 £

=5t #HiE W nelfmavir #4945 A + Atovastatin 5/ EH BB O EH -
i & § # ledipasvir fo b sofosbuvir # Atorvastatin &4 B &) 5/ s &
ﬁﬁﬁﬁﬁﬁhmhﬁﬁiﬂﬂhf e B ELMEAR NS
E-RbHFMHR

o Tipranavir o L ritonavir ~ glacapmnr Aok pibremtasvir = lopinavir sk
FHONAVE » SIMEprevir « Squinavr 4o b rilonavir - daninavic se b
ritonavir ~ fosamprenavir « fosamprenavir fv b ritonavir « elbasvir fo b
grazoprevir - letermovir - nelfinavir -
0E svir fo b sofosbuvir =

azole E /Y Smacrolide}fi

BABE: £ Awnastatin $#E ok SER SRS EFE AN EEH AR

Atorvastatin i % | I.li'ﬂ CYP3 A4 Fo/ EERT G LB AME L

£ i

T cl VeI ﬁi_l:ramnazoﬁ B A Atorvasatn 3 ¥ 743
;aza R i FE Atorvastatin B % 5 azole MEME A EE NG
dt:tﬂmaﬁa-fz ok g ﬂ:ﬂﬁﬁi&#‘mﬁ;ﬁ&m&#&k #

jﬁ#h o~
F-I0H F_n':hmmucm clarithromyein ‘-?tmmnm!e ketoconazole -

conazole 48 voriconazole «
Miacin
BEFEF 3% Atorvastatin S22 ﬁﬁzlﬁﬁ !.?_maﬂn(»— #>1 § niacm) sk §
: !‘ h 1

Amamm ﬁmqwnﬁk%&.
,ﬁ&évim:ﬂl&ﬂﬂ'ﬁdh%i&tg— BRARATEER -

ﬁ;ﬁgﬂﬂiﬁﬁiﬁﬁﬁ&% HEE LM EBHMNE—R

Firate 8 T Gemfibroz il 523F)

BRAFE T REST fbrate MM TEALANASE - & orate MR
Atorvastatin 8 554 BRI M P Sk NS ME S B ¢

froas® WA EF fbrate S8 3% Atorvastatin & Fsfoist &8 2 FiL G20
AR RANEHEHER LR pRALSHA - REN
giﬁnfqﬁ P g HUALMSERANPE-RBHHE

3 chicine B Atorvas
HEERM
feAdg® 0 A ¥ colchicine # Atorvastatin 4% B She) Bfa/at & -
B RS AL S B SR B £
— R Fm e .

it
EEREE: AR HUETAFERA(—AE8 12 ofFEa
ansuhu AREE bA  ARSANAS$RRANINSHE

[T ﬁgﬁnmammamgr ULES T E Rl Bk

7.2 TOJgEEPR{EAstorvastatin RESMZE R GEA
A5 O sEE R EAtorvastatinREEMNEE R EER - DUIRIEITER = EE T MrIsRAA -

P.8




7.3

i 49T fit 4 4K Astorvastatin £ E TR LT THA

Rifampin
\ESRFE ¢ | #F Atorvastatin $ rifampin (s Bf &, % P450 3A4 4935 5 &40 OATP1B1
' &9 3p %] B] )6 A € ¥ 2 Atorvastatin &) e 8 5 LB A B2 6 B IKE
% - Bt rifampin B A& % 692 5 4F A EH - #ME A rfampin 4 &1E
) A Atorvastatin ¥ 3% % Atorvastatin o 5558 & A BB {R e L2 -
| tAGE ¢ | FlER{E A Atorvastatin #o rifampin

Astorvastatin¥f Efth ¥ o s 28

5% Atorvastatin¥t Efth Z2 )2 Z DR N FRRh e E & B FRIERER -
F S.Astorvastatin # & R E

O R R

BRA¥E ¢ | BF A Atorvastatin Fo 0 fR# 22 8 3% o norethindrone #» ethinyl estradiol
aY dn 38R S [ 4 ) RS R SR 22 22(10)] -

it | EABA Atorvastatin 69 R AEF ORB P Eed - FEX FILHFF -

Digoxin

EEAR%E © | 4fA % €& ¥ Atorvastatin $£ digoxin & + digoxin e9#8 & K & R E
EH [ 2 VK RTF10) -

frachE T | B E BREAS A digoxin d95E A -

8 EIfER/AR&IE

(&R SCRAECEL ]
8.1 RAEZERIFH/ARKE

8.2

MIBREARKRBENENECERETERBFERA
AR EEEAN AR SRBEREREIR(G.1.1)]
MhERES[SRBEREREIA(.1.3)]
BENFEN-ERRANSHEBRETSEIE(5.1.7)]

ERALELA R AN E-SRR AR [ SR BB RERFIR(5.1.7)]

B PR Aol B A B

ARBERERIETEGCBRANER - Bt - E—BEY 7EAABRTIERRINARRER
ERAOEENS —BEY 2 HEARNRE TR RMEIOR - Ittt EEARMREE P ZEIAE
552 16,06611 (8755018 FBAtorvastatin » 7311 MIERZRE ; FHEsEA10-935% - 39% 5%
- ITBEEMREA - 3%HEEAN 2% HINA - A% REMIER) P aEREA538 2 m AN
AtorvastatinZ B £ R U R RE BRE R ET - #XAtorvastatinl&BENEABL.7T%REBEFARK
E(AEBER)MFLE  EESZREAENRATRIEIS% - FEESAtorvastatin/a BB A T
ERBPERFEHSERSNEREANTEARKRES : AlE0.7%) - iEE(0.5%) * IE0
(0.4%) ~ AR EMEEEH S(0.4%) « UKFHEEBZERAS0.4%) -

FEHIEZ RE ¥ IER R0 Atorvastatinia B AH P (n=8755) - BIRE>2%H SR LR AR
RREFRERBER)MNEEBRRIAFTR2MR -
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&2 R AAERA ¥ 2 Atorvastatin G5 #m AP > B EF>2%

H B A R &ﬁﬁ(ﬁ%ﬂ%l)(ﬁk&#l[“fo])
ARE 4B E | 10 £ 54, 0% [40E% |80 £k | THEB

N=8755 | N=3908 N 188 | N=604 | N=4055 | N=7311

iual % 8.3 12.9 53 7.0 12 8.2
B Bp 5 6.9 89 117 10.6 43 6.5
B 6.8 73 6.4 14.1 5.2 6.3
9 Bk PR 6.0 8.5 17 9.3 3.1 5.9
Bl i 2 5.7 6.9 6.4 8.0 4.1 5.6
HAEF R 47 59 3.2 6.0 33 43
o 4.0 37 3.7 7.1 3.8 3.5
ALA B 3R 3.8 5.2 3.2 5.1 2.3 3.6
ALA R P 3.6 46 4.8 5.1 2.4 3.0
L& 35 3.6 59 8.4 2.7 3.1
* R 3.0 28 1.1 53 2.8 29
o] o 7 2.3 3.9 1.6 2.8 0.7 2.1
A BT P2 EEECI%ASAEEE AN ARRA

ELXEEHRBARPERESNEEFARRESE !

25 A8 BE,; BEERS  BEAE - 1R - IRR - FFk - IBHERE ; NIREEAF LA
SRS - NS - SBE%E - BeNhER , KB EEE A4 BiRBEAHS - FIEERES -
Mot « NBE SRR ABEAS S ; B&%4% . 28 ;, $Ria4k 2450 ; &
ERNBAY : 22 ; BHRRE . |8 - HI§ ; WREEZF . BMIXREREZEGER
BEE - AR ORAERSE(ASCOT)

FEASCOTH[ZLREERARMFE(12.1)] - 10,305RBA(FHEE R40-805% - 19%HBL M ; 94.6% A
MEREA - 26%HBIEMA - 1.5%BFEIEA - 1.3% %R M/E &) BlE= Atorvastating X 10
mg (n=>5,168)3L L FH|(n=5,137)8%& - P A3 3FAVEHHARE - Atorvastatin)a AL R
HANLE MMM HAEE -

Atorvastatinif i & 17 B i 7t (CARDS)

ECARDSH 2 BEEEAAFE(12.1)] - 2838BFE_BMERFEA(FIREER3-775 - 32%HL M
P A3NEEMEN  24% BN - 23%EIEBMEEA - 1.0%EEMER)ES
Atorvastatin=X10 mg (n=1428)s Z & HEl(n=1410))8% - TEP M3 9FHENHA - MAN
FENERBZEXENBREARRETREE - RERAIAE ZRARS -

TEtH PR A E B2 2 o Rl 7R (SPARCL) i 55

TE&T¥34,731 28GR ZRREE 2 CHD1BTESc AT 618 A /A S 88 A o /& 31 B i ME A R M 38 /R (TIA) B S2 5
E(EREEHR21-925% - 40%BLH ; 933%BBMEA - 3.0%BEA - 0.6%HIMA - 3.1%5
Hithi&E %) 6 FAtorvastatin 80258 (n=2365)s Z & EI(n=2366)/a% - B EH R ESH4.9FH
SPARCLIfIZE o - Atorvastatinya B4 o B AT e d8 ML BE 15 B 7 5 (TE4- 10 R A B M RIRAI 45 SR>3 x
ULN)RIEEER(0.9%) B SR ZEHIZE (0. 1%) CKﬂTEJ‘(>10 x UN)RmAIB R DR - 8
Atorvastatin/8BEAHA PRI ER0.1%)hE ZZ ™48 (0.0%) - TEAtorvastatinya & 4] B2 R
AP RlE1448 = E (6. 1%)%D89%§\Eﬂ%(3 8%)BERR B IARREHNERESEERRE
BEIE(5.1.6)] -

—IBEE DR~ - MZREHEECE - Atorvastatin 802 78 o] [ EGE MM P EAYEE £ R
(Atorvastatini&%4H - 218/2365 + 9.2% ; ZRiFIAH - 274/2366 - 11.6%) - EEHSHMMEFE
RUEE = # (Atorvastatinya 48 - 55/2365 - 2.3% ; ZREIEIZE - 33/2366 - 1.4%) - MAADP R antE
14 o R B0 88 A R R BB E] (Atorvastatinia B4 - 1761 ; ZRIEIZR - 1841) - Atorvastatinf2 9
RYFER AptE B M4 o R RO BE A R (38 FISE R A i Mt h A R B S I L2 BB (166 FE B an i i M
Mo E) - EAMERAERME T ERFENZEHE RS LMY ENERE S (Atorvastatin/a B4
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BE70U[16%)] - ZREIHB25[4%)) -

Atorvastatin 8025=/HEEADTE21661(9.1%) - ZRFASFE21141(8.9%) * FEAtorvastatin
80=5 aEdd - BELOMBABIET 2SR EEFNEER.3%) ELLZ BB A 4.1%)/)\ - 1
Atorvastatin 80278 B AT - BEIEOLMEBERBIET 2B LLBINEIE(S.0%)ELbZ FiE 48
(4. 0%)K*

iFEAstorvastatin RERARKRABZ AR RE
—IBE10RR17TREERES FRIELE S EER MAE(HeFH) BZMB & WEE N L £ (#25T140A
31%BLME - RUBEINREA - 1.6%HEAN - 1.6%HBIEMA - 48%EMTER)ETHRE 26
B RHERE  U8X—REBRI10E20=cAtorvastatinfE B BV E BN A B E R EARIERE
2 « LDL-CHlapo Bi=E /5 ERI % 2 M RN 52 14 45 21 EA 22 R T K AR AR I [ £ R A SR R BE AN i IR At Bl
(12.6)] -

8.3 J:F]i?ﬁm(?é "“ﬁ

fEAtorvastatinE S EEBNERRBERIR NIIARKRIE - BREERESMEREARER/ NS
FEHNEEFHBER  HIAESEEARELBRERE AR B HBEZEYBNRRE G - LhE - 5
Atorvastatin e EEBEN AR RERS - RIER LE (MR RBEGIGERE)ESE | BEH
(anaphylaxis) ~ [MEMAMIKIE - KBZ(BFEZHMALR - Stevens-JohnsonfEI&EF « BMRK
RILAER) « t=APARE ~ ALK - RS - B ETS - BUOTHEIEISEMIRIE - 2% - BE - B2
AR E: - RRiE S A B E M -

fEFstatintr AE RV E SIEE 2RI HALRHE (IMNM, immune mediated necrotizing -
myopathy) - — 2B R REIREENEERESREZERERESEIE(.1.2)] -

O3 MRAER  EEERN IMEMRER - ERstatinB 2R BT AN IHEEFERE (Bl - SCiRE
kK BETRE %  LiBIBE - BRAB)UEARE - FiBstatin B E B 5 IERMNEENIRE - 25
wHIINEEEEEBE A RERN - BistatinfF2E0%E - EREERERGBAE(EREE
OR—RIHE  EREZERBPUESIE) -

HREEM A B (blurred vision) ~ #2(malaise) -

9 AS
[ k3 EtECE: ]
AtorvastatiniB 223 B R ERAETE - MWBKBRBEANERIMLUAE  WEFOFERSHEEL -
FApSAtorvastatin 2MIBELREMNE S XRIEE S - tERI MR EHTFEIABBEEIE NAtorvastatini B R =

10 ZERM

(&R SCRAECEE ]

Atorvastatin (Calcium)@— @S P& MAEE - H&3-Hydroxy-3-Methylglutaryl-

CoenzymeA(HMG-CoA)E[RESRIHNIFIE - IEiERE = E(EHMG-CoAEE S MevalonateRVEE (B &
- MZEERETNERERESHNERLR  WERFREDR -

Atorvastatin(calcium)#{EE & % (BR,6R)-2-(4-Fluorophenyl)-B,6-Dihydroxy-5-(I-Methylethl)-3-

Phenyl-4-[(Phenylamino)Carbonyl]-IH-Pyrrole-I-Heptanoic Acid, Calcium salt(2:1) -
Atorvastatin(Calcium)B9 3+ & (C33H34FN>O5)>Ca - B F=41155.42 - BN -
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O
@\ OH OH O
= O Ca?

| F ol 2

Atorvastatin (Calcium)2BH B ZXABERENK - NERpHESRR/NRANKARSD - BEA
IREEERK ~ pH7 AR BB &R R OB (Acetonitrile) - AR OB - M AR PRSP -

10.1

10.2

10.3

TER%E

AtorvastatinZ@HMG-CoAEREERVEZ MR FHIFIE - SEEREES3-Hydroxy-3-
Methylglutaryl-Coenzyme A% ZMevalonatefiRE A EBE R - MMevalonate/) 2B 1EME
Ef2tEA 2 BEBEIAIREY) - EENYIEEL - AtorvastatinFEiHIHMG-CoAE R s & IEE B2 72 AT i
RWER - WEIEMTAREENEZEEEAXEHE - BERZEEEEANEEUKR D #EL
H o MEREMBPEEREEIEEEEE - Atorvastatintl 5 /ME R EREE B W EETIR /M
BEBEAKNFH -

BENEEIR R

Atorvastatin R HEMI U HENEARRNEBZEIEEY - FREETZ2FARM - 2S5 MIEER
EEHBREREREONEELM - HERERNTRE - ZnEEREREREQERERERE
BRENEBEELT - BikEoERERNBZENE[SRRAEREQS)]

BRARRIZ = MHER

BEN - BREUREBEELEEN

—IER M E RN BUE M IR R 18 FAtorvastatin 10 ~ 30 ~ 100 mg/kg/ KIWEIE - #R7E
#X e ENSENRZEMEERNER  —SEREANAE  Z—ERBHEEARNE -5
EMERRMBAUCO-24)BLA B ALFEORE0 mgEFHMRERRESH16Z -

—IER M ERNBUE IS/ B 1R BlAtorvastatin 100 ~ 200 ~ 400 mg/kg/ X - #ERBERE
TaHENAERMARREREZSIES  BEXSHENSRRENRTEZIES - BEIRZRS
FEMEITAUC (0-24)EXN R AEORS0 mgBFHMBERDRESNORE -
AtorvastatinfE RS AR AHENEL - £ NIIUERINARESBENRE N R ERERNT
Bt . MBS ZEERE (Salmonella typhimurium) & KBE1RE (Escherichia coli)#ETRIAMesETE
5% - A AP EHEEMARETHNHGPRTIEMSRE®A - DURAN AP EmARETHRER
HBEERE - AtorvastatinfE /&2 A/ NE i Z(micronucleus) Al IR E 214 -
EHEMRED - BIE53E225 mg/kg G6ERARBES)MS - Atorvastatin kKE 4 NS A
BIEA - EEMAREETHMFERE RS ZEAtorvastatin 175 mg/kgMEI (AN EREER15F
VEHEABERESERE - 10EXKEES Atorvastatin 100 mg/kg/X(AFERAB80 mgzAUCH
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16(2) 6 E3EA® - B2ELRMEREAZ KIRIBRA ; 3071100 mg/kg/XEIET - £
MEESRRRES ; £100 mg/kg/RBIE T - MEMNESMRE - HABELRECAH11EBRA
5 Atorvastatin100 mg/kg/ X ZHIE - ERBEFEENDNBARIERERE - AEERIEF
2% <93 FAtorvastatin 10 ~ 4084120 mg/kg/ R ZHIE —F - HEBERSHHEERE
HERESRREEARTE -

11 =Y =25 1E

(& RAECE ]

WZUZ . Atorvastatin [ BRIRUERGE - BRAAET-2/NSADERSMEREE - RIEEAtorvastatiniy
FIE A% 1ELL - Atorvastatin ([RELZ2)RABE LRI AERL14% - MESHWHMG-CoAEREFHIHIE M
K30% - R AR RENREZEHENETHRIBIERESR(presystemic clearance) /3%,
T i 5 8 AU B - RERIECmax RAUCEAN - B A £ AtorvastatinfiI IR IR ZR FRIE A
25% - IRILER D #I9% ; BIEEZEREAREERENEENAZEBYTE -
Atorvastatin&s el EARA - MERRESEEERRAE - Cmax RAUCKAIBEIE30% - 241 - BRE
IEEREEERENEETHEA XM ERESRR[SBRZERER)] -

73 ;. Atorvastatini I MEREAA381 A - MERERB A G E298% - AtorvastatindV &
/MERLEEL%0.25 - LR RAZEEDUSBEZAMKA - RIBEREREE - AtorvastatindgEE 9
WEANBIHTP[ERERAE) - UK IER(6.2)] -

L&t : AtorvastatinEZ NH RIS E K ¥ ¥ E (ortho- and parahydroxylated)t744) - MUK &EER-
SEEY - BLEHKERBEERHEYHIHMG-CoAE REFIEIMIGE B AtorvastatinfEE - 1
RIERAPNHMG-CoAE RESNHIEUNT70% SR BELLEFHRHEY - 128 5RiEE
AtorvastatinE Tl AR & =PA50 SMAHHNEZ Y - EEAREAS —IEMFENRIE— - AEH
ARAtorvastatinKerythromycin (4882 ZP450 3A4R9HNHIE) - BlAtorvastatiniWMREEEHS
[SRERREER(T.1)]  MEERSHEYESRANSEEETIERERRERESFR
(glucuronidation) -

HEMt - Atorvastatin R ELACH E A BT R & /ST IMUE 2% - TZ2&AEETHE - BELTAZE
TIEITBEIR - AtorvastatinfE ABRRUFI MERBIRF RN 14/ - BRBEEHAHEY - ¥
HMG-CoARIREGHHNGE M F REARE20-30/\F - ORINZER - BHRREIWRAtorvastatin 2
WH2% -

YRR

ZEA : AtorvastatinfEBREEZFE A (2655%)WMITEELLFEMAST - CmaxgJ1E8MM40% - AUCKIIE
030% - BERIREREER - A —FEAtorvastatinBIEEEZER A SN EREREAREREELLE
B AKR[ZSREHEE6.5)] -

RE £ IERMY - RHESEMNTRT  RRESNERFTRES L BrARESHETHW
Atorvastatin®B IO REDERE LI HAA - ABEERESREHeFHBEA(10E 2175k - n=29)&R
AtorvastatinfEEEPKIEBU A M —FRZE B8 -

Bl : AtorvastatinEZ 4RI MITRE RSB ARG - CmaxgI1E1120% - AUCKIBRIE10% - 23T

- Atorvastatinf&EEZREEERREREBNENERK LI RBEENELER -

BIMEEARZ  BlRERAEZFZAtorvastatinf M EE KRR EEREREREERENERN - BILE
EEAEmAREREEE[SEREAER)NERERIEESEIE(G.1.1)] -

MREN . HABRERPBHEAERARZEZNIFF - BEEAtorvastatinE2 M IR E BB 4 S LR R
B - B MRENT AT BEILMAZERNBRE -

FINEERE . wEMBERBUENFERA - AtorvastatinfVMRERBEE A S ; 7£Child-Pugh AGEA
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CCmaxZ AUCEIBMNARE ; EChild-Pugh B&RJEA - Cmax KAIEMN161E - AUCKAIENNT1E[EE
2=
&4 X BAPR IR
Atorvastatinig — 1T E# E B (OATP1B1FOATP1B3)HIE - Atorvastatinty N E I & &
OATPIB1HI=E - Atorvastatinth iR B HFL E@MEBQBCRPIRE - HolgERHIAtorvastatiniy
W ERINAIRE AR -

e 644 H B4 ¥ Atorvastatin = B @ LA B

FLE I VSN P Atorvastatin
%@m AUC A Hfi™ | Cmax i

"Cyclosporine 5.2 £ %,/ /8 » i€ & | 10 £x QD 28 % 8.69 10.66

¥

*Tipranavir 500 & %, BID/ritonavir 10 & # SD° 9.36 8.58

200 £ # BID* » 7 &

"Glecaprevir 400 & 7, WWELQD ' T X 8.28 22.00

QD*pibrentasvir 120 £ QD*» 7 X

"Tipranavir 750 & #%. q8h"* 10 & 20 £ 7 SD° 7.88 10.60

= ISaquinavir 400 & #, BID®/ritonavir WELQD 4 X 3.93 431

400 £ % BID" » 15 &

"Elbasvir 50 & %, QD /grazoprevir 10 £ % SD° 194 139

200 &% QD'+ 13 &

"Simeprevir 150 £ %, QD" » 10 & 40 £ F SD° 2.12 1.70

*Clarithromycin 500 & % BID° » 9 & 80 D'+ 8§ & 4.54 538

"Darunavir 300 & %, BIDY/ritonavir 10 % § QD" ' 4 & 345 2325

100 4 # BID® » 9 %

Fliraconazole 200 & %, QD" + 4 & 40 &£ # SD* 332 1.20

"Letermovir 480 &£ % QD - 10 & 20 £ % SD° 3.29 217

“Fosamprenavir 700 & i, BIDY 10 EALQD 4 & 2.53 2.84

Ritonavir 100 & % BID" » 14 &

*Fosamprenavir 1400 4 %, BID® » 14 & 10 £ % QD 4 & 2.30 4.04

*Nelfinavir 1250 & % BIDY+ 14 & 10 £ # QD : 28 & 1.74 222
CE B4kt - 240 £H QDY 40 & % SD° 1.37 1.16

Diltiazem 240 & %, QD* > 28 % 40 &£ % SD° 1.51 1.00

Erythromycin 500 & # QID* » 7 & 10 & # SD° 1.33 1.38

Amiodipme 10 &£ %, ' ¥ — B ¥ 80 & % SD° 1.18 0951

Cimetidine 300 & # QID® - 2 i 10 £ % QD - 28 1.00 0.89

Colestipol 10, BID® + 24 1 W EHFLQD 88 7 i F (NA) 0.74°%

Maalox TCF30 £4# QD+ 17 & 10 £7 QD 15 X 0.66 0.67

Efavirenz 600 4 %, QD » 14 & 10%4% 3 A& 0.359 1.01

"Rifampin 600 & %, QD"+ 7 % 30 £ % SD° 1.12 2.90

(F) 8448 &)

"Rifampin 600 £ % QD » 5 & 40 £ % SD° 0.20 0.60

(M4 &)Y

"Gemfibrozil 600 & % BIDF + 7 & 40 E % SDF 1.35 1.00

“Fenofibrate 160 £ 7, QD* » 7 X 40 £ % SD* 1.03 1.02

Boceprevir 800 mg TID® * 7 & 40 & % SDF 232 266

QR RAREEYEE WL E (EE T ZEY 5 FAEE N B5EFAtorvastatin) -
EREREESHEEREEEE  MRERKEER -
"EEERERAREMT(—RT502H- 1.2 2B HREABE ZAUCHEIERAUCKHLLERS
Z#2.5) R () CmaxA EIRE(CmaxitbE&RSE.71)HWE -

RIS IREEES-16/\FFTES 2 BB — i ARILLME -

"ERrifampinf B E R G ER#E - BEBAtorvastatinBrifampinEAR & H#1R T - RANRERT
rifampin 2 #& /A 1% F-Atorvastatin - EEAtorvastatinfiy [l R ERRFEREK -

HE IRt BR P 88 FBRYsaquinavirilritonavirBl E A2 R EFT RN E - 2R RE AR PTG
AtorvastatinBR ES S LEE LR PFABREIINRNS - Bt - ERKBENOEFRRENZEES -
A|PR—R

bER TR

CE—HS

dgX=%

=P NUE

S8/ —R
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o 7. Atorvastatin #H4f fl bz BB R OB

Atorvastatin £ M ¥4 & LA 7
RHEFCEA) AUC @it fi | Cmax @it
b 30 & #.QD: 15 & | Antipyrine * 600 & % SD° 1.03 0.89
S0V, QD 10 & | "Digoxin0.25 £ # QD » 20 £ 1.15 1.20
WA QD 2 % |omERHE QD 2 @A
| - norethindrone 1 & 3, 1.28 1.23
e - ethinyl estradiol 35 &% % 1.19 1.30
10 & % SDF Tipranavir 500 & 7, 1.08 0.96
‘v | BIDYrtonavir200 £ % BID* 7 & |
10 4z % QD*» 4 £ | Fosamprenavir 1400 %% BID" - 14 1.73 0.82
P
‘ 10 £ % QD"+ 4 & | Fosamprenavir 700 & %, 0.99 0.94
_ | BIDYritonavir 100 & %, BID® » 14 & |

FR—R
PEXRTR
CE—HE

Atorvastatin AR IEEE=SwarfarinREI A BB AR - RN RMBRIEBLARKR T BEENTE -
fe Rl R E R

(&R SCRAECEL ]
12.1 FRRAOME S
HIEE - HriRAVBL 4 oo/ O\ 45 R BR(ASCOT) 58 7E10,350240-805% ((F19635%) - KRB 3B

LAVEE - MEBAMREBEE <251 mg/dl (6.5 mmol/)iI = MmER A T

- Atorvastatin(atorvastatin calcium) ¥ R SCHEFIER LR ORI S E - LI - PIERRA
Z2OE—ALMEEREREFNT  BHB1.1%) - FEB3B555%(84.5%) « RIB(33.2%) - 1E
FRiA(24.3%) - —ERBTOENRE(26%)  RIEERESZEIEEHMELEBE6 (TC : HDL
>6 - 14.3%) ~ FEMEER(5.1%) - ZOEIEKR(14.4%) - DIRTEEBEMESH4(9.8%) ~ #
EHOLEBEE(143%) EER/BEBR(62.4%) - TEAEELHEHRERD  BAES
pRIMEAZE(BEMEE  IEMERBHEA<140/90 mmHg - HERBHEA <130/80 mmHg) - T #
DM - —#EES AtorvastatinEX10 mg(n=5168) - —AHES LR (n=5137) - FIfAHE
IREESE - BEBREANNEESRFHSHIIAZE @ FEEREHESABNATERE
B/ - ELRANBHRREPUEZEI3F -

Atorvastatin= X 10 mg ¥t [ A5 89 5R 83 5T BT RY B PRER SR 48 SRAR L -

AtorvastatinBB Z R ETARBIRS G [ H R OR(ZEEI2B46R - AtorvastatinZdB40R) 3 FEE
FEME OB R (ZEEIZH108% - AtorvastatinZH60R)HIEEEXR - HE AR 1E36% [(IRIBEE
Z : Atorvastatin#i731.9% - ZRmE4H%3.0% - p=0.0005 (ZRE1)] - FmFEhe - REHSE -
IER - BREBINERESR  ERERETE—3N - BEmnEREREERRENERERD

» Atorvastatin&#iB - ERBHAL LM RREBETHER -

E1 Atorvastatin 10 mg/ R IER I LA EESRE ORIE T BB B ERMNFE(ASCOT-
LLATRZE)
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4.0 5
-l

= iy — Alocrvastabin »
£ 30 === Placabo _a=*"
1] __-.-f
5 -
o port”
i Y
E 2.0
]
B
5
= |
§
u 1_[] asf

0.0 - HR=0864 (0.50-083) p=0.0005

I I | I i
0.0 05 1.0 1.5 20 25 3.0 35 Years

Atorvastatinth (£ & & 2 FTRI B £ E R EEZEFE1E42% (Atorvastatin B8 EX51.4% - LR
72.5%) - HEARABIEHAIEBE M T R/ DR ERENBERKE(P=0.01) - BEZRZ—EH
B2 - A ERIR1E26% (B8R BAtorvastatinZi1.7% - ZREFH2.3%) - M ZE 2 [

I T (p=0.51)IEMMEIET (p=0.17)ELBEEERRNEE -
fEAtorvastatinifE /K 7% 17 B35, 52 (CARDS) « #2838 =i & (94%2H A - 68%EE M) Btk
K . FEfHAtorvastatin (atorvastatin calcium)® /O MMEER(CVD)EIEZRNFTE - BLEREAN
FHHA0-755% - RBWHOEREZRABE _AERRE - UANSALNEERNRESE - BEERSE
B(LDL) 160 mg/dL - =B HHME(TG) <600 mg/dL ; BR T HEREZ - EE— B EHER
BT : RIE(23%) « SMEB0%) - RAEFE(B0%) - MBEEBROWIEBELHRB) - %
MERBEWMES MRBITHREA - EEEZFLO - ZREHE  €5HEKRR  SEHED—
Eb—(1:1) I EE BIBE# B = AtorvastatinE X 10 mg (n=1429)HZ R (n=1411);A% - BRI
IE=E3.9F - FEBEWEERHIR NIEA—EERLMESH | LDIEE - ST ORLT
CABEREOKLE SRMESEEYTE - FESNTEEREETEZBENIEENERE -

S EMNEGESHUT  FEEEE25E - HbA1c7.7% - BB EREAEE R PME120
mg/dL - #REERE 121207 mg/dL - =B H AREFAIZ151 mg/dL - SR EEERERRET
12152 mg/dL - Atorvastatin 10 mg/X ¢ [ A5 2 & #7527 83 5% B Y iz PRER B 45 SR AR (0 -
AtorvastatinBiZREEAN O MESH(FEE2EVIEEEH) LR (Atorvastatin/fA83 R - &
FIZH127R) - AHE R FRRFEE37% - HR 0.63  95% C1(0.48, 0.83)(p=0.001)(£HE?2) - F1aF
e - MRS EZRMIEEERM - AtorvastatintaBX -

AtorvastatinfE & & 8O [E b #8 PR 1E48% (AtorvastatinfE21R - ZEM#H39%K) - HR

0.52 : 95% CI(0.31,0.89)(p=0.016) ; O\AEZER R FRFE1E42%(AtorvastatinH38R - 22 R
#H642) - HR 0.58 - 95.1% Cl (0.39, 0.86)(p=0.007) - EMAHE - L&JE - MEEZ KM
BORIETREREER -

AtorvastatinfdA61AIE T - LREIHBE2BIFET(HR 0.73 » p=0.059) -

B2 F£CARDSH % H - Atorvastatin 10 mg/REBESE X OLMESH(OAEE « 14 CHD3E
T AEERLLKE - SiREIRERE - P E)SBMTE
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Placebo =====
Alorvastatin
& > i
E "'" ‘—'*
=5 *_-‘
€5 - -
U 'd""-
£ e
- e HR 0.63 (048-0.83) p=0.001
{] v T ¥ T ¥ ! ” T 1
1 2 3 4 5

Time to First Primary Endpoint Through Four (4) Years of Follow-up (Years)
12.2 SlEE R A KR &S M [MAE

AtorvastatinO][RESEMEREES FRGEEMIERELE) RS EMAEEE (Fredrickson
la&IlbZ)m ANRERRE - BEREREEAEERE - HEZEREEAERE - BERTBR=K
s WRASEEREHERRE - ABENRE_BEARZHIR  RXABEMNRBENRIENRN
HIR - ERIABPBEEABEURIDNBEERE -
Atorvastatin¥i ZiESIEMERAFIEEN - BFEH#HEI A=K Ak - BUNxHE  &E
FANEBBR -
MIEH S AEMEETHS EP/U - ZRIEEE - HENREWIRER - AtorvastatinE X—RIZER
HOBEREARERRE(TC) - BEEREERERBE(LDL-C) - BEEH7TB (apo B) R =8 H Hils
(TG) - (PEERAERIINNRS) -

A 8. Fgﬁw&ﬁ it il 1 B o 75 955 A2 iﬂ&(&i&& M58 4 B LA bk 85 T34 4h)°

LDL-C__ApoB TG HDL-C _Non-HDL-C/HDL-C
& ‘uﬁ', 21 4 4 3 10 -3 7

10 22 29 -39 -32 -19 6 -34

20 20 -3 43 35 26 9 -1

40 21 37 S0 42 29 6 45

80 23 45 60 =50 37 3 -53

AEMIEH EREMEEE ZER

et 2415 E R M St BR BE £ pFredrickson llafa1IbZY 5 A5 & B MYE (hyperlipoproteinemia)im A

o . Atorvastatin 10 ~ 20 ~ 408180 mgZE M E R EEE LR EEREZEE N EPUE

(%25@ DU - B758MUE) D RIE64(-1.4-14) 870 17)~ 7.8 (0 - 16)F15.1 (-
+15) - IS - HWEEEER D TRIBBIEERE - BEEEREQREREE - —FE Wi - B0

@P&E/%’%FEHC%EW*@% KAEREREQRERERE/SEEREEARERTRERE -

ZIEZPOE SRR LB AtorvastatinEA E fistatin? E?@#@ﬁmﬁaﬂﬂfﬁ/\ﬁﬁ%xﬁl BEt% D Eo

- AR AtorvastatinEBX 10 mgsl B E K £ 7 ¥R Aa & 1638 (5R9) -

P.17



12.3

124

12.5

& 9.2 2L A RSM BT 5 b e TR T - R - R SH R RR)
4#%(#EB#¥) N Tota-C LDL-C ApoB TG  HDL-C NonHDL-

HDL-C
FE 1
Atorvastatin 10 mg 707 -27° -36° -28* 17 +7 37
Lovastatin 20 mg 191 -19 -27 -20 -6 +7 -28
EZER2z 95% -9.2, -10.7, -10.0, -15.2, -1.7,20 -11.1,-7.1
CI -6.5 -7.1 -6.5 -7.1
HFE 2
Atorvastatin 10 mg 222 -25° -35° -27° -17° 46 -36°
Pravastatin 20 mg 77 -17 -23 -17 -9 +8 -28
£ZE2Z 95% -10.8, -14.5, -134, -14.1, 49,16 -115,4.1
cr -6.1 -8.2 -7.4 -0.7
B3
Atorvastatin 10 mg 132 -29°¢ -37¢ -34¢ 23 47 -39¢
Simvastatin 10 mg 45  -24 -30 -30 -15 +7 -33
2Rz 95% -8.7, -10.1, -8.0, -15.1, 43,39 96,-19
cr -2.7 -2.6 -1.1 -0.7

THHDL-CUIMIFRBE L 8RR - A= RE95% CINE EXR R Atorvastatin/a ) ; #HDL-
CR&R - [EEZxRTREAtorvastatin ARl - EHBEAZ0 - RRART LBEENESR -
aFREE=ENlovastatin - ANCOVA - p 0.05

bE B HE =R M pravastatin - ANCOVA - p <0.05

CBEEHZEERsimvastatin - ANCOVA - p £0.05
RIPTHISBENRE 2 MIEEMERRERERNTE AR - RIEHBAtorvastatin 10 mgil s
Fi =2 lovastatin ~ pravastatinflsimvastatintb BRI E#} - IEERPTEERTE ST T LB RV ZE fn R
BEOIR -

= =M Emls M AE

FEREER RS - HH64218 118 S =M H MAs MYE(Fredrickson IVEY)fm A =505 - (P
¥ AtorvastatinflI R EHIR MR (FTR10) - BLEER Atorvastatin/aBEENEGR =K EH HiERE S
U (&/NME - &AME)E565(267-1502) -

A 105 2 S S AT il B A A A B KR G R E b el P BRI 0 FOR R

SeR A Atorvastatin 10 mg  Atorvastatin 20 mg  Atorvastatin 80 mg
(N=12) (N=3T7) (N=13) (N=14)
=8 ihAs -12.4 -41.0 -38.7 -51.8
 (366,827)  (762.494) (-627.29.5) (-828.413)
BEEN 23 282 349 rw
(-15.5,24.4) (-44.9, -6.8) (-49.6, -15.2) (-63.5, -3.8)
LDL-C 36 -26.5 =304 -40.5
(-31.3,31.6) (-57.7,9.8) (-53.9,0.3) (-60.6, -13.8)
HDL-C 38 138 11.0 7 i
(-18.6,13.4) (9.7, 61.5) (3.2,25.2) (-10.8, 37.2)
VLDL-C -1.0 45,8 -44.6 -62.0
L (319.533)  (:858,57.3) (:62.2,-10.8) (:88.2. 37.6)
3 ADL-C 28 330 427 -51.5
(-17.6, 30.0) (-52.1, -13.3) (-53.7,-17.4) (-72.9, 4.3)
t =1 A
BIEEHER MIE

—IEEE16ERIEEREF ME(Fredrickson IE)EAERHE : 14 Aapo E2/E2 - 2 Aapo
E3/E2)RAM MR X ERAN N RERTT) -

F 1164 16 4 P Bk & B % dogi (Fredrickson TIT 2035 A6 B &M 3 5L 608
FETLIE T U R 23 Yo e P B GR-Mi - kM)
)

{i Atorvastatin 10 mg  Atorvastatin 80 mg
(mg/dL)
Y 0E 442 (225, 1320) =37 (-85, 17) =58 (-90.-31)
EX T L 678 (273, 5990) 39 (92, -8) 53 (-95, -30)
IDL-C +VLDL-C 215 (111, 613) 32 (-76.9) 63 (-90. -8)
JE HDL-C 411 (218, 1272) -3 (-87. -19) =64 (-92. -36)

FREEFREESRERDE
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13 BEKR

15 HAth

12.6

13.2

13.3

—IE RIS - 29%6-37TRMNERES FREESEREEMERAZESSHESH
£20-80 mgRYAtorvastatinja & - EULHIR S - (BEERERREREF1IREE18% - 25REER
[ZhE %= HIEERE R ER AR I8 B R EZE20% (BE7-53% - FUH24%) - HEf4Z2HWARK
TEEEAREERAST-24% - £E292MWAT SNRBERBEREAREINE - £E5%
BAZENBASR - 2 NEBPIEEIk D R (portacaval shunt) 2 EZEREEQREREHTRER
SR, HERSA BB EREBREERRTI9MEE22% -
EURSFRBESREREMERERA

F—IREAEEE —FAMEaEANES - LRBEISRBMES - 1878105-175%(F15914.15

) BEEREABSFREASEERIIAE(HeFH) RESERE R MAENEZANB LY EN L Z
MEHEE S Atorvastatin (n=140)8 Z & El(n=47);8 %2618 - SAE 2B ZES Atorvastatinia &
26 - ZMRUMAZRES()BEZEREEEREREEENEMRE>190 mg/dL - QR)ERENE
EHEEREREENERE2160 mg/dLEBEXREESERBEMENRES - Si—EHs _ 5B
BENEZMOMEER - EREZBEREAERRREENFIEERAtorvastatin/d218.6
mg/dL (858 : 138.5-385.0 mg/dL) - ZREIA230.0 mg/dL (88 : 160.0-324.5 mg/dL) -
Atorvastatini B E(BRX—R)RV4EZ10 mg - MR ERERELREREEE>130
mg/dL - BIFE 220 mg - EXAtorvastatin’a BN R AL EEHHE4B 2B B78 AN (55.7%)%E
ZRHERSE20mg -

E26ENE SR - AtorvastatinB R R MR EREER - B EEEEERERE - —fHEHlE
KMIEEHTTBHMERE(2BEFRI12) -

A 12.Atorvastatin #3254 AL T 50 & A B 8 e gk SR 0 O AR E 5T o gE 09 AR B
e &) o i 2k R B 55 A0 B P 2R B0 A L £0 (0 LT 4 Eb o F 20 4)

BI¥ A¥ AmEsE AEEmET SHEARE ZHH@HE BEEALB
L _ & B Blag & A% ) &%

G B2 47 -1.5 -0.4 -1.9 1.0 0.7
Atorvastatin 140 -31.4 -39.6 2.8 -12.0 -34.0

AtorvastatinfH7E26 € BB ZER N ER Bl ERREERE EEF19E5R130.7 mg/dL (FE

: 70.0-242.0 mg/dL) - L& FE#H%228.5 mg/dL (gE& : 152.0-385.0 mg/dL) -
tBE—IERA=FRME « SRR RE B ETAtorvastatinlIt %R - ZIFRAMA 1631105
2155 HeFHBA (82118 # - 81X ) * FIBWABKEBEERE DT HERK L2E RS
HeFHE RIKBXEREHEZ) - EPSMREALSE98% - BASIIMASAZRN1% - BEFFS
LDL-C%232 mg/dL - AtorvastatinfElREIE R ER— /\10 mg - WHAEEIE £EZILDL-C
<130 mg/dLZ B - PR FiREARBLDL-CIERNEENRERZEEA— - BE A
AT ELZ WE R RNERABRERNTS -

£ R E B = Atorvastatinia B iR PRI A A HR TR SR EASE T R0 R BRI AR FE T -

7

2k
2~1000fetm B E % - BRHRE -
WHA

WINEIEFATR -
IR

25°CLU M= -
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