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LIPITOR FILM-COATED TABLETS 20MG
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BURDREZE

Atorvastatin calciumf9{EEE & [R-(R*, R*)]-2-(4-fluorophenyl)-B, d-dihydroxy-5-
(1-methylethyl)-3-phenyl-4-[(phenylamino)carbonyl]-1H-pyrrole-1-heptanoic
acid, calcium salt (2:1) trihydrate - Atorvastatin calciumfy 73 F=0 & (C33H34
FN205)2C3'3H20 - NFE4H120942 - FEEAOTE
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Atorvastatin calciumZ2HEBEKBBEREM K - FARpHESR R/NR4INKER
oh . MRENANZEERIK - pH7 ABRREBE &R K L M5 (acetonitrile) - RUARZEE - MEA
REPEES -

AR LipitoriZ KT 2B EE 10 - 208(40= = Watorvastatin -

1.2 BEEE
IEEMR D - IKBEEE - L B EL A 4 X 30 (croscarmellose sodium) ~ RIRNEMH MR
(hydroxypropyl cellulose) + BE7KZL##E (lactose monohydrate) - #EASEE £ i &2 14 48
#2 - Opadry White ~ B LI E2ET A5 AH BE BE )\ +(polysorbate 80) ~ simethicone%l,
Hl(simethicone - stearate emulsifiers * thickeners + benzoic acid - sorbic acid)

1.3 A
PETCEE

14  ZEmINE
BEenEFE R

S HEERZ ME, S =8 H mhs ME -
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HRERLERBEREOMVENE _BERARA - BEEVPEE-—HMEREREF EFSM
B REERE  BEBR - SRE - Lipitor BAR : BREOIEENWER « BREPRERNE
B/\/\

EESMVESEEEFN O MESHRER

HREA DRBEYSOVENSIERA - EEEVE=—EEME VEEREF SEF _BEK
7 Eﬁajtﬁ’\i—?ﬁ’\%ﬁ - MBERRNEARK - WENE-FHMESSHE (B1) = 605 (X
) I R LR/ OASG - Lipitor AR : BELINEENER - BREPENER - RELE
%Lfﬁﬂ/b\&rﬂ’]ﬂﬁﬁ °

RAR

Atorvastatint]fE R BZEHINEHEAE - BRERZUSEREENE (EEESFREEAER
&3 5 e EfS MAE) SR & BU S AR ME (Fredrickson lla & b #Y) s ARARIEE RS - (B2 ERE
HiEE RS (LDL-FEERES) - BsE B 7TB (apolipoprotein B) =B H s - THIENSZERE
HEER (HDL-EEEE) faBEMs =B EmIEREAS (Fredrickson IV B9 A - DURE R
RBIABEUNRATNIREEPIEEEEBME (Fredrickson IIl 2Y) BI5EA -
HREEESFRELESREREMNENRA  EREBREMFEZRBEEZNRNAER -
atorvastatin t OJ[REHABEE R X EREEEE -

TEFA (10-175)
Atorvastatino] fF R EVEZEHINEHENAE - BRRELES FREESEREREMENSZMAE
VB #Z (10-175%) - MRFEH ufELﬁ)’(”F’T}%?_ iZéWﬁ—FﬁUfﬁ% - O] AR AR E AR IEE
Bz - LDL-MEEES - BEEBTTBRE :

a. LDL-REREIEZ13>190 mg/dLak

b. LDL-REREIE213=>160 mg/dL :

s ARUMLOMERRNKIELE

o BERABMELN EOMEERBERT
AR SEEERE MEURBICHXE CENEERERASHNREA - ERENETRZEZSE
BRERAFNTAREN—E7 - B 7 ERRREIEANAEMEMAER RIS - BLETRBEE
ﬁk?}“%ﬁuﬁﬂﬂ%%ﬁ?%éFE’Jxﬂ%Kﬁ%Hﬂ’iTﬁﬁﬁ(*%%1?Eﬁf?Z%..%ﬁ/*@ﬁ?ﬂﬁ??E@
(NCEP),&8 &15E 75 #t1) -

RI=BBERREEREHNEEES(NCEP)AEREESH | SEREMAABRNERE
IEEORERBREGEREERA N EREYAEAS R

BEEREAEER BRELAEMEE FEEREYLERN

el BEEZEmg/dl) FHHARENEEZEE BEEREERRE
EEREE (mg/dL)
(mg/dL)
CHDAs}, 2 f 2
CHD=E= <100 >100 >130
(10F &Rz > 20%)
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(100-129 : o] Z&E
) E)P

2{E L E1Eka A+ <130 >130 10 Ak
(10 ELF2<20%) 10%-20% : 2130
10F=E M <10% :
>160

-1EBREFC <160 >160 >190
(160-189 : oJZ &
BREEZEEER

)

2CHD « Bibfs
bR AE I AN BEIE R EIEEARERERE < 100 mg/dLi B
R BERRATESZHILHRACRARGEZEEREENEYSE - ALK
ERERMBE=REHERSEZERERREEEREAEY - Wnicotinic acidsy
fibrate - B PRAEN T 0] BEZ2OKIEAR 35 (B RIRRVZEY) A& -
CUTPRAEBRAO-1ERREFHINAEI0ERRE < 10% - EILHERO-1EBER
AFHOBATBETE10EAK -

ZAEBETEREQREEREBERZE - E=KEHETIAR2200 mg/dL - RISFEZERERQEE
BE(REEERESZEREQRERE)MAA/CENS _B1E - FSRERERREEREBFER
ELEEEERBRNEREREBEEEBRS30 mg/dl -

I%ﬁﬁéﬁﬁﬁupitor}éfzm FESTHERR S RE I AZ MAERI R 3R (Bl #E AR EFI AR - BRARBR
BEEN - BRAERE  EFEAME - HEMNK  HEtEYaR - KOER) - WigHBEE
ke - BEERSE EHEIEIFE; SEEREQREER - R=BEHHiEZMENR - HR=8HHE
=E <400 mg/dL(<4.5 mmol/DRIEA - BEEIREREREIER NIATEET

BREREAEERE = £EERE - (0.20x[ZHHHiE] + 5B EREREER)
R =—FEEHERE > 400 mg/dL (> 4.5 mmol/L)EA - EEANEEERE - BZAES
e AR BB ERERRERRE -

LipitoriE REUFLEMHIREF SHEZRERBER (Fredrickson |BU R VE) MEBHF -
ZHEXEEEASFEHNESRERMENFEEM OMERRRELNZERAREEE
mRE BRI

Pak EEIRZ (mg/dL) BEEREEREERE
(mg/dL)

oJ % <170 <110

Bz 170-199 110-129

HET=) >200 >130
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3 HAKHE
3.1 HiZiRE

—HR%-f£FH atorvastatin JaEZA] - MWAEHABENN BT - EH - DIREMMNRK
NBEZE A REGFSEEREME - I HaBEEMEBENER - M Afatorvastatin
AEHE - AR ZENRREER SR ERE - BlE#E atorvastatin 10-80 mg -
SHRA—R - RERSE R - BESNERIG0 - BRHSNESHERRER
ALDL-IEEIREMNERE  AEEREAERNELNFARZ(ZSHIEERE) - AR
atorvastatin JBEK/HRAEBE % - BE 2-4 BARSMERE - WIKkRER[E

|| =

H”E °

MREABRKERZ Fatorvastatin M PR ESAS 2 EEROEFRAMNEY .

atorvastatintEtABEIEEAREH—RI102% - TOEEAZR KR EMREZ0ERLL
T ZERLEFER TR OZEEREEHE  URBELZREEHZ  oZEERFE [2REE
TEFH(7)] »

MRFEB—RRE  BRRAAEZGREBOTE - MEBE F —RIEE AR ZER B

I
Bz -

R SRERMERESESRME—AZERAM atorvastatin 10 mg = HRA
—ROBEREFISRY - BERNSBEYIREMBLZALIR - MEARKSEUIRESR
ENBzALER  ERFSERBINGESEAEUR -

ARESFREESEERNE——EHHEEES FREESEERMAERARME
AmRBZFEAMERET - KZEBAY atorvastatin 80 mg EBRELDLIEER X
KR15%LL £ (18-45%) BRI FE -

ERRSFRERESRERMERERA(10-175%)—EFELHLEES 10mg/H - &
SE&EHE/R20 mg/H (KR20 mglEIERBEIBAZGF BN E) - HERER
BB R ERREEE[ S A ETHEE X IEREHEZE Z(NCEP) ZERMEE S5 -
HEIEFM(10) REEIER)) - EREIRIBNEM—REIEHE -

33 HHREERZERE

HINERERAZER—[2BRZE)REZRTEFIEOG) -

BUIEAZMAZER—BRZER LS E atorvastatin WIIRRE - TASREE
[&(E LDL-IERIEERERER - EIE - BINBEAERARARELE -

EFEAZER—AtorvastatinfIZ £ - BEUEEMBEAERERNER - BEZFRA
M BERAR ZBIRBER[ZRZEYE 85 14E(11)] -

N
\ &
el

/
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o BESEMR e AT E R AR A4
o BWAREARSTBHZBA -

BLAZRA -
s RBP[ZHEHGETIEFIE6.1,6.3)]
WEL (2R R G T EFIR6.2)]
5

EERIESTE
51 ZE3&/

TESR
5.1.1

M ARE RIS A A B AE

—_—

Lipitord]

BEE

SRR ARE (NRERE - BREIESD - WHEBINERE
(creatine kinase, CK) /ﬁELLEﬁ1E£BE+1ﬁ ) TR ALPLA BRIE ( HEIKL_JZ
REHBRERIAEERNSUBERIE) -

%(ﬁﬁumm)/ﬁﬁﬁﬁﬁﬁm%%rﬁ%m$#
Nest st

ZF B REARA statin %
J n‘.l—.E
RN

MR mENERREFEEFE
- BIEEAE

- BHEMSE
RET1ERH (7)] -

285

7!:

QA 65 BRELLA b~ FORTEIRY BB AR AR 4

B AR BR 14 BE MK
WA - URBRRABRSHER Lipitor [£5]

EEEAZHEH’FJ@% P450 3A4 (CYP3A4) M/EERER (AW BT
(breast cancer resistant protein [BCRP]) -

NEMED
B EBmZ ML (organic
anion-transporting polypeptide [OATP1B1/OATP1B3]) ML & P-fE & H
(P-glycoprotein [P-gp]) ) BOHIFEITER - ZmAR
BE=E

Z R OEATEEE LM Lipitor 2
EMERBLNAREMEANSBENRR £ - FAEZES
cyclosporine ~ gemfibrozil -

tipranavir i _E ritonavir -
E pibrentasvir £ Lipitor #fF - St ¥ ERBFENRE

ZEIZ

I
EEA Tl

3% glecaprevir 1
IRk

_JZEEEWPEE (macrolide) IMEZMEA - BEHEIETT Lipitor BI=H

fibrate #8224 - colchicine - LK ledipasvir A0 _E sofosbuvwﬁ#ﬁﬂ—: PEE

azole B EBE
2 . BIF atorvastatin A MERZ ( >1 /X ) BniacinfE#4) -
BINESE

,,,,,,,

S/ REN R 6] [2EEIEF/TERIE (8)] -
B35 2 7 LA T 2
A (7)]

PEEEABLE
%IW*iSZHTL/ﬁﬁ:FFE’J}—LBMimHDXHEE[AF%aEWE
AEZARA Lipitor WE AR AEEH
B G TEM (7)] °
MR CK REREE LFreiE
Lipitor -

T (—XRBB1.2 27) [2
A== INeSErsE -
AVESFEARF] CK JRE 7+ 0I8E

=58
%F/\’EXE,%E‘JZFEEF
i ; Bl ; REMNREME - AD
EGAITEHINER ) - AY

#= 15 A Lipitor -
KT #& #% -
iE - BHIRRERBEANARENBRIBSER (A1 : BIAE ; K5 ;
BERNEMBEE ; EAF ;
Y RF{= A Lipitor -

,Z\EJZEEﬁ”"‘FF
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51.2

5.1.3

514

EFEARASEM Lipitor BIER - FEARABIAREMNEAN A BFERN

[P - mEARBUEBENBREAIARRENNAERE - BREED - &
RIZ P BEE A Bl 3RS -

RIE 5 2RI A AR &

ZFHERBSIREZELMENABE (immune-mediated necrotizing

myopathy [IMNM]) WIRE - EE—EEREREREE - BFEMA statin 8
#ZY AR - IMNM WEE5 - BEERstatin BEEYA%E - BOERREHN
READBMBNBHEAS ; MHMG CoOAERMINEZEMY ; R R E
NAELUNARE ; BURRIIHESESFINE - OsEH E T HE
RMAMMBSERE - I FEEARENFEEE - HEERALE
statin $22EM)F] - FBHEEEE IMNM AR - MRERRE statin 822454
YA - BEDH IMNM BIEIEFEEAR -

W IhREPE TR

TRARUBESIERANBRBENEERS - BEMARARERAEAE
SR hEEAl - WEFBARSERBIEESE LIRS E ZER - B1FE
% BREE ALEAE - REXA=ESE - BRNHER - HIRNES
ZHERIERE (IESS - BERER - BERK - ALEAE  RERIFE
%)  ReBE FRERMIE - FBEKRBAOXR SEZREDAFTINGEE -
StatinfRZ24) - MEMBEMIEZEY —1X RAEZEMN L CREEENE
& - ERREEABE0.7%0R FatorvastatinWR A LIRS E BB B EWIE
REFBEASHNIRZ(MRIAZKREBIERELRULN]W3E) - BLEREEDN
4 FfEatorvastatin 10 ~ 20 - 40580 mgWEIZE T 73 5l20.2% ~ 0.2% -
0.6%k:2.3% -

ERAABRTE—2RALIRSE - EMRAZENFIEEREE(LFT) EFH
AR BE =B sl H MR IR EUESER - BREEIZ - PETRZESFE2E - |
HERBBEEWEEE NRL RS EIEERNKE  EBREE - 3084
MEEIEERAABHRAST - B18ALURBEM LipitorEE A% -
ERBLipitoraER] - BHMHERWE YR8 KEAFTEEEERH - B
BIZFEA L& R ABRRstatin - BfFatorvastatin - B4 MITEIEBITEHER=
IR ZEAFIHRE - 5 EBLipitort 3R BRENIEEEHBRIREMRBEALR
BEYAEELIRE - BUAFEILAE - MEREZRIEMREEE - 28MH%
& FLipitor -

LipitorfRERR A E 8B &/ BERBIHBRIBA - A& B ARR
EMEaEBBEBERGETSZHA - ZHRlipitor [ZRFEZE)] -

R WINEE

BE{EM&ER (HbATc) £7 : ImAERHMG-CoAE RESHIHIM ( statinifiz
) AaFR - BRRCMARK/HZEERMEMEELARER -

P.6




5.1.6

5.1.7

StatinfFZEYE TEERRES K - B LRV E LR A/ IREE 2
&S - BRIRTTR EE ELipitorA RN T L B2 (cortisol) EEE -
AER/MEER LRfFE S (adrenal reserve) - StatinfB 2 ¥ B 14 £ 5EEE N
FEEURTEAETOWRBATETHR - HELAI BN TIR— IR
Z(NRBWIEE)AHE - StatinfF &Y E B ot SR ERNEHERERERTRZ EE
3% & M B9 ZE an (5] Wketoconazole ~ spironolactone ~ cimetidine) (] i % %2

DL RSB

— & # X2 atorvastatin 120 mg/kg/ XKAE3BAMEME LKL - 3 —&
BRES118 HEFLHSE280 mg/kg/XKZ2aE®E - EEILIRR MRE
5 - AR ERNG L M ER A AL ZEE - Atorvastatin 120 mg/kgiE A HY
TERBESEANEAERAZABE80 mg/ RN M REREHZ NEE
(AUC - 0-24/\F)B9161E - E—IBREIMENARP -  BMEA TR HE—
R o8 B MK (— & # % atorvastatin 10 mg/kg/ X » 5 —EE X
atorvastatin 120 mg/kg/X) - E#E R M ESE400 mg/kg/ XK EERHAZE?2

Eit - BERED IR AERARSEZZE =80 mg/AXRAUC(0-24)H6-11
EUNE)K8-16fE(KE) -
BHEESHEHMHMG-CoAZREHIHIE BN N R R PRS2 K MER
Mo HEEENERAENM - KEREZARSENEBRREER - —1& (L&
#EtgfE LlatorvastatinfIHMG-CoAE RS NS B Z E & s MR B E NEEA
HRARSEENENFHEEREESIOBHNEIE T - Y—TEHHSHEN
AR A LIEENREERBREMRAERREHERSTXE N
[Wallerian degeneration]) -

BEARIEAF RS TIAEA

E—IEERREEEREEE 2 ETER (SPARCL) ik - #t¥iEE 6 BAK
LDEFDPRHTIAZ 4,731 IECHDZ 2 &1 FLipitor 80 ERAERN L
H - HEB2WMER - Lipitor S0ERAMEH MU P AEBEEEXSRLREA
( 55 - 2.3% atorvastatin B8 33 - 1.4% ZFHEl ; HR : 1.68 - 95% Cl :
109 - 259;p=0.0168 ) - AEABMNRTELMMH TR EEEAEA
( atorvastatin A ZEEIABLEE 2 FI% 17 A1 18 ) - Atorvastatin 22 (38 -
1.6% ) MIEREL MM ABEXRBESHREREA (16 - 0.7% ) - £
A0 B Ry B0 o0 2L 2E R 4% M B B M M AN PR 14 o fEL Ed atorvastatin A B RS
B M4 o & B8 = AR R [ B EITE B/ AR R E8)] -

SEAED

DHEVHEFREEL - statinfBE RO EBEM LN NERE 2 EEE
NSRBI EIE - IRERNE - BEAEASR - SEEENBRERE
BB —EstatinfEE R EERBEENERRS -

6 RREHIEEIR

P.7




6.1

B G E

HAlLipitorEARZ2ENZE MR ER - BRZ2 B EARMAEZEY I RIBEE

& WARZERERZLM - ARHMG-CoARRIIGIH =R/ IEERSA - BT

BER D TTEBRERE 2 EMEEEMBENEG R - MBIEEALpitort]sE g His RS

REE - BRIRER - BIAUBNFERLipitor| 2B F4)] - B33k ARatorvastatinfE
FAMEREBIR - mABMUAEERERBGH SR EERRRBIZEYEE Y - TERE

MeEFHEBYEERRD - KIBEREB(Mg/Mm?) - HRIEERAEERSE30M201
REe AREZEEIE(MRHD) (80 mg) 2 HI=ER - KEZRBBERMIE-BRESHILER

B2 - KEE M IRANIEFLEAR S atorvastatinfs « 2 6 %5 MRHD Y HISH - &

RAPEREREARBRE(SHER) -

BRIERGEPEALCKRERES RERMGHERM - EXE—RAOP - R
BB ZRPPEXSCRREMRESSERMGEHED BIH2-4%M15-20% -

=i

ABRE R

MR e THmEAIERS T 2 RN B Batorvastatin calciumWERIRB
IR - ERIRBRERERBEIRERRAIEN - SEB/DERECREEHEE M
HMG-CoOAZRBEINAI B BB ELXAAMBENRSE - £ —EHHHEHN100&EH
simvastatin 3§ lovastatinZ24)) 7 {8 & FRETRIBI B I IRIEM AT - SE XM -
BARERRRET/AENRERT RBB—RADTHTRHARER - BLEREHIEE
DIHFBRERMBEREREERAS =2NUFEU LR - EURIES LERERZN
BB - BI%EHEIERAIMRESAE  UNE—RIHERERZFAIEILAE -

SR
Atorvastatin @ BB AERAIIAEE - 7EMA ST EFI RS HE R SR MR - 21
A BRI T S B A PR ER ) B AR 38 Fratorvastatin &53300 mg/kg/F A1 100
mg/kg/REEIE - ¥ A B 18 Tatorvastatin 512300 mg/kg/EHEE - % T8
81100 mg/kg/ XN B BER BRI - MIREER(Mg/mY)BEELE . ELep
BERYRESANEMRHD AEREBH30E(AE)M20ME(RTF) - ABETEE
SHEIE300 mg/kghs - BRERERERMANERBERNS - & FESSEEH
850 7 100 mg/kg/ KBS - ERERERERM - EEZ100 mg/kg/FH - BRI
PLER RS -

—IEMRREABIRZEETXRE RIS 20K (Er ¥)) 32 Fatorvastatin 20 ~ 1005
225 mg/kg/RZEIE - BEESZERIGIRSFMN225 mg/kg/XEIER - HFEL
4 BEERFE 4 X - HDRENENTERREE - #2100 mg/kg/XRZEE - BEFE
EEZLERW 21 KB - DIAER225/mg/kg/R2BE - EfEEEZRLERS
OTKRHAR - IFRIRLEERE - (FE BB ERZ(100 mg/kg/ KA - BiEEHEERIER
[rotorod performance] ; 225 mg/kg/ X4 - EEEM KRS ; 225 mg/kg/ XA - BE

P.8




6.2

6.3

6.4

M 5& AR S RERT) - kB AUC - BEHIERER ABREFEMRHDAI6E(100 mg/kg)H
2215(225 mg/kg) -

R 2L

EZIEE

EFL EAREZ L A Lipitor[ 2B F(4)] - BRI EREHRIERL 8 ZHFRSEREL
STEBRMIERER - R B A A BERatorvastatin@ &2 0 WEANBIAT - BB
MEFRzEy ey o)/ b S A ABBELT - BHE Matorvastatin® HIR R AREZL T
- AROBEHNHALERERNEEARNRE - BESHMERELpitoraERBAER
FEEL -

BEEBRENRNLMREMS

i

2iFER T Lipitord]BEEHIRREMISE - BRELEFE N X M ELipitoraBEHARE &
BB Z21EM[F S B R G ALEFIR6.1)

INER

HERRSFRKESEERMAE(HeFH)

HET-ERINREAELRE 10 HE 17 mEBBAHeFHZ RER AP ETH
M & ELipitorfF AR R EBN AR LR EARIEREE - LDL-C » Fapo B REMNZZE
MREE -

+ LDL-C=190 mg/dL - &

« LDL-C2160 mg/dL B

o EBAFHRBGREN S _SHEHBELMEERCVD) - 5

o EBAEIEFIEZELNMEERKCVD)BEEEAF

Lipitorfe AR Wb B RER S IFBIBUN NS HAZKRHE(3) - GITEHB/FRKRIES) -
#Z?Z???H%/fﬁ 1)~ FltGARa R ER(12)]

s BEISTUN0RZTTABENMAKWHMEL ZPET 7 —IREHANZ B IR
ERARRLER - MABXRIER10 2528 20 Exlipitor AR REER RES LR
Elgym AR L - HILEARAOERER D - RERIEREBZERIMA
IHRUZHAEBERRENBEER -

s E—EAM=FHNEIFHREERD  MA 7163110215 HeFHR ER
A - WRBHIEZZEZFLDL-C < 130 E5%/2H ZBR - BEIFHRHERRETR
PR - LipitorfEZELDL-CH BRI Z = HMBEMIE L ABA PR EEIRE R
BR—%-

BRARTERAR - BORKHRLZEZRETRR(SHBRGFLEFIEG.1)
6.3)] -

REER AR BLipitora B BRER A BB RIIE TR RIMEMEARMERE -
LipitorARARm 10 HeFH R Em AR 22 2 AN B 2 RIERE -

ERESFREHE SRR MEHOFH)

SHE—EEEES FREESEREREMERARIFH R R PGS ELipitor 80
mg/XHNEIEaBE—FREANR - EPES8RRERMAISHEYE IEF14(11) -

P.9




iR E R (12.6)] »

6.5 EFA
£ 39,828 X B PR BT ST A ) ## X Lipitor,a A A & - 515,81311(40%) A F #2365
% - WH2,80001(7%) 3755% - EERMEBLARFENRHME ZBEZZHABRMET
HERLREAREMNEE  HERRBSHRAECRUARZBEFAARGFEY
BANBEUREEEAER - EAEAHREEFCERANRAHENR BRI TIEE
- BRERCOR)ZNARERNEERF2—  AIEHEF AR5 LipitorfiSiEE
:LE o

6.6 MIEALE
LipitorfRHIROEEMERRREA - EENEEREARREFEASHRAIZEHZEE)

ZYE) TSR] -
7 XREEH
7.1 f£H Lipitor 5 o] SEEE 2 A PO & A= AU 78 R AE JE PR I8 N 2 22 R A2 B

Lipitor & CYP3A4 FiiE#HER ( W OATP1B1/1B3 ~ P-gp 55 BCRP ) & - Lipitor
MFRESEHFH CYP3A4 MEMEQWIIHEIEIMBEZE L7 - R 2 S| L olseE 38418
MLipitor 2= & S NIB NN AL KA A BRE BRI RZEYEE - DURERARIN A
M E R B LB [SRAEE RTEFIR(5)MZEYE E/FH(T1)] -

%< 2 : fEM Lipitor o] SE E RN PR E M= A AL A AR AE B BRIE I 2 Z R R EEFA

Cyclosporine 5 Gemfibrozil

Atorvastatin MEEEE A Lipitor A
cyclosporine ( CYP3A4 1 OATP1B1 89
MHIE ) MERZE LT [ZRZEYE 7B
ik & | M(11] - BXE% T gemfibrozil FOJgEE
BRI REE: - #Fcyclosporine 2%
gemfibrozil £ Lipitor #tFK - 85
AL PR o A AN A AU AL AR AN JRL B 38 0

AiE#ZEE cyclosporine &

ITAERE e
1A gemfibrozil £2 Lipitor ffF -

frk =% : | Atorvastatin M#EEE A Lipitor A
FETEHEEEY (CYP3AL M/FEHE
(3 [#1BCRP - OATP1B1/1B3 - P-gp -
MRP2 #1/3% OAT2] RIHDHIE ) M= L
FHE B E) 7)E %5 14(11)] - Lipitor #f
Fledipasvir fl_t sofosbuvir i - Zi#%
EE A PR E RSB FRRER B -

TTAERE : o REFZAF tipranavir L
ritonavir 8 glecaprevir /il £

P.10




pibrentasvir £2 Lipitor fF3 -

o FHEfEA lopinavir 1L
ritonavir - 3¢ simeprevir BB A
=& =28 atorvastatin ftAKE
bR/ o

o #¥IER saquinavir il L
ritonavir ~ darunavir fil_t
ritonavir ~ fosamprenavir
fosamprenavir fIl_t ritonavir
elbasvir Il grazoprevir 5%
letermovir B9JEA - Lipitor BIZE7]
1B 20 2% -

o HHEEA nelfinavir WBA -
Lipitor BIE77#818 40 £ -

e FEEZ1F ledipasvir il L
sofosbuvir 2 Lipitor #fFIR0 &2/
W

o BERAMMBRARNARRERISH
REAR - R R 2 ER R EIEANE

—EY T ER ST -

gL

Tipranavir il t ritonavir »

glecaprevir f_E pibrentasvir
lopinavir L ritonavir ~ simeprevir
saquinavir J_E ritonavir ~ darunavir f
_E ritonavir ~ fosamprenavir
fosamprenavir fil_E ritonavir -

elbasvir 7t grazoprevir -

letermovir ~ nelfinavir - LUK
ledipasvir 1_E sofosbuvir -

¥7E azole EMEEZEYL BERANES (macrolide) I&E R

E1% Lipitor B45%E azole i #lE %)
EERABENAEZFH AR - atorvastatin [

2 . | RREEERE CYP3A4 /S EHERZE
HIMERE Lt [ZREYE) E5F 1T
(17)] -

TTAEEE - | #t¥ER clarithromycin 3¢

P.11

itraconazole BJJ& A - Lipitor BIE 78
18 2025 - FFEEH Lipitor B1HE M

azole EMBRENERABRNERHA
R/ Ma - 75 BRI B R AR S




BEUCFEMN - FRl 21ERRAEIBA
T—E#Y SRS -

Erythromycin - clarithromycin -

## : |itraconazole * ketoconazole -
posaconazolelU X voriconazole -
Niacin
1% Lipitor EAAENMAEEIE 2 niacin ( —
B2 - | K >15eniacin ) AR - ZE=ZINA
RENEANARENZESL -
BEERHE MAEEE 2~ niacin &
Lipitorft AR M= 2 &L ARENE
AL - WAARERNREIRIZNREEE - ARR
VR st BRI A RO PR SR A
fEAR - SR B ER G A BB T —%Y)
"YEJEHHWHT
Fibrate 824 ( B} T Gemfibrozil IX{4h )
BT fibrate FRZEYEF - CIBEEEA
Py ALARE - H:é}ifibrate "E%’@%f )
Lipitor R EER AN RHEEMELL
A RRER R RGN -
B s=ig fibrate FZEY)E Lipitor{f IR
E’Jxﬂ s m bR RRE R ELA A
AL - FERNERIZMNREEE - IR REEH
T B BRI AR AR SRR -
SR EERRAERBNTE —EYE £
SES
Colchicine
S Colchicine £ Lipitor #f S - LB
S 74 st 2 4 T SR
EIAREEBENIARENZESD -
#a5& colchicine E Lipitor KAV E
. /W= - MRREEHA - BEHRA
N VAY .
TAER | MmO - SRR
BEHRBNTE—EZYEERSE -
BEMWMT
GAR=Z2Z . | AEERMT  FRIERAREMA (—X8

P.12
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B _EF+ - #EmIE 0 PR E AR AU A AR
RERYJE R -

A 7)EMRA Lipitor BB AEHE
T (—RBE1227) -

TTABHE :

7.2 OIEEEMRRE Lipitor REENERR AEH
#* 3 FILolsEE R Lipitor REEMEMXEFR - YIRMARMGHEE B MR
HR -
< 3 : OJREERE Lipitor REENEMTEER

Rifampin

1% Lipitor 82 rifampin ( #BiE 22 P450
3A4 BIFFETEF OATP1B1 AUHDEIT ) 6
FEE % atorvastatin MR EE LI
rZE . | AEREENREIRS - AR rifampin B
EEENXREFEFRAKS  REH
rifampin & & & A Lipitor &8 & &
atorvastatinMiF 2 E R ENIRS -

7T AVER - | [ERsER Lipitor A rifampin -

7.3 Lipitor B EthZEYRIFE
=4 5 Lipitor HEMZEY N E LUK ME AR E E B MR -

&4 : Lipitor HEhZEYHIRE

1 Bk 38 27 2%
ff B Lipitor A O AR %& 2 2 = 18 11
frk =2 : |norethindrone #1 ethinyl estradiol #J
MERRE [ZEZE) EFH(TT)] -
. =S MRA Lipitor BY%m A B [ AR 22 22
ITAEHE : .
a B OAERUIAE -
Digoxin

HAZEBE Lipitor B2 digoxin iF
R4 | digoxinlIREMREMERREZIEN (24
ZYE) ) ERIE(T1)]

TTAEEE ;| BEE R IEEERdigoxinBiEA -

P.13




8 EIfFR/ARKE

8.1

8.2

A EZEIER/ARRE

MIREARREBENENECEETERBFEAIRA
MRS EERN AR SHEZ/ TEFEG.1.1)
NWhERER[SHEE/TEFE(5.1.3)
SENENARNENFENE [SRERB/EEFIE(.1.7)]

ERERADRNETREBRANEE - Bt - £ &Y ZHRARSBR PRI
ABRREBEERACEEN S —REY) 7 Rl R P rOSE £ RMEEE - olE AR
PREFS P R BRI SR E X -

£ 2 16,0661 (87551 & A Lipitor » 7311 fuft LB K| ; FEsE H10-935% -
39% R - ATBBEMREA » 3%BHRARIFEFEBA - 2%RBIMA - 4%HEMTE
&) RN a BB A53 B 2 m ARLipitorZ REI S IR MR RERERES - #XLipitor
BENBABLTBAREARREB(AZRER)MEE  EEILZEBAEABASD
AIB9.5% - EEXZLipitonaBEIBEATD - REESNEFEHBERSRLEREIHANOE
FRXFER : NFE0.7%) - I8E(0.5%)  TE0\(0.4%) - AR EREEHS(0.4%) « LIK
HhERTS(0.4%) -

L B RABROLpitora AP (n=8755) B RRESHARKRE(RERE
E) (BRERR%BEESRZEEIHE) R EMK(8.3%) - BEIRE(6.9%) - IEF(6.8%) « MUk
R 7(6.0%) ~ LAKPRIERZ(5.7%) °

EtIRLZREHRE R LipitoraBAHADP (n=8755) - BIR32%E SN L RIE HAVER
RARRE(FEEBERE)IRERRMRSFAT -

RS EEREARIEZLipitor’aRAVREA S - 88EZR32% B &N = EF ARV KA
RRERZERER) (WALEHI[%])

R FOEE 10=2% 208%  408%  80=m= 2 R
ST N=8,755 N=3,908 N=188 N=604 N=4,055 N=7,311

2R % 8.3 12.9 5.3 7.0 4.2 8.2
BAENYE 6.9 8.9 1.7 10.6 4.3 6.5
i=p] 6.8 7.3 6.4 14.1 5.2 6.3
&R 6.0 8.5 3.7 9.3 3.1 5.9
FRi&REZ 5.7 6.9 6.4 8.0 4.1 5.6
HIEAR 47 5.9 3.2 6.0 3.3 4.3
I3/ 0n 4.0 3.7 3.7 7.1 3.8 3.5
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Q?%% 3.8 5.2 3.2 5.1 2.3 3.6
AAESR 36 46 48 5.1 2.4 3.0
L& 35 3.6 5.9 8.4 2.7 3.1
5RIR 3.0 2.8 1.1 5.3 2.8 2.9
IREERE 2.3 3.9 16 2.8 0.7 2.1
* AR Y BERRYEBRZRBAN KRR E

ELZRBHBHARAPERESNEEARRESE !

TE . AE - BYE,; HEE4Z BEAE TR Re - ik BAER ; JIAEH
Z# 0 MABEEERE - IAKS - SBEiXE - BEER , AHEZEEZ24 . B
= I RES - My mUwEEiEAS - IBHBRABAS  SIE ; 4%
7 BB, FRA . SR, RERMEBHE . S ;, HHRE . GEEM - B
18, BWREEZAZ . BMIKKRBEZH M RIE -

B E-HIRAIAB 4 iR 0 i 45 R 5153 (ASCOT)

TEASCOTR[ 2Rl ka2 &M (12.1)] - 10,3058 A (F#EE 540-805% - 19% 5
T 96N BBEMEN - 2.6%RIEMA - 1.5%BmEIBA - 1.3% 4R M/ EMTER) 7
Bl Lipitor&X10 mg(n=5,168)Z L FHI(n=5,137)/8 & - £ I1E3.3FAIEHEHR
& - LipitoraBARLZRBEANZ 2 MRS HEE -

Atorvastatinifg IR 1% 17 [F 5 (CARDS)

fECARDSH[ 2 BTG FRanfr ZRI(12.1)] - 28385 _AVIE R B R A (FH & E H39-77
% 32% BT 943%NESMAEAN - 24%EFERA - 23%EIEEMEPLEA - 1.0%5
HihiE k)= Lipitor8X10 mg(n=1428) Z & EI(n=1410);8% - EFAIE3.9FK
EBHEARN  MANARREAZREEZNEREANRREBLEER - RERANEEZHE
kS

FE 1B (B (2] 52 2 o0 gl AR (SPARCL) 5%

TEST#94,731 2 iR R LERE 2 CHDBTE S RI6ME A A S 28 4 o & 5% B S M Ak TR [ 38 7F
(TIA)E’JEEIT%(E@AEEIEI%N -925% - A0%RL M ; 933%ASIMRA - 3.0%BEAT
EBEEA - 0.6%BTZMA - 31%%?!11*1%15&)1§ﬁﬁup|tor80%%(n 2365)3) 2
(n=2366)A%E - HPAIENKE A4 9FMSPARCLIFZ S - atorvastatinyaBEH T Y
ISR E A S (TE4-10RABM R4 R3IBXULN) B ER(0.9%) Ea R ™
T #0(0.1%) - CKFtS(>10 x ULN)HE Bl A0 8 - {Batorvastatinia B4 PRI E R
0 1%t ESRZRE4E(0.0%) - fatorvastatinAEAHLALZREIA T D AIF 14485
HEOGI1%)MBIBZHECENBRERRAIANRRENERFR( SHEZ/ LEFE
(5.1.6)] -

—BESEDINER - MLEEIMELEE - Lipitor 80% 5e O] f£ K &R M 14 o & 7Y 38 4= =
(Lipitor;a %4l - 218/2365 - 9.2% ; L EI#A - 274/2366 - 11.6%) - BEHA S

P.15




8.3

o

M eb R A9 3 AR (Lipitoria & #H - 55/2365 ¢ 2.3% ; ZRIEIAE - 33/2366 - 1.4%) -
A PR R A M b MM P BV SR AE R A AR (Lipitora B4 - 176 ; LEEIAE - 18
Bll). - AtorvastatinH FRYIF B an 4 i M 14 op E A9 58 = R (38 BIFF Ban Mt L M4 & ) BR
BERZREENCAHFFRmELMMESE) - EAMRBELMMEPRERBENZHE
SERMMEPENERRS(LipitoraRABT76I[16%] - ZREIHEE261[4%]) -

EEESMEEANETERLE - MENSEARB L EEREREE | Lipitor 8025/H
BEAPA21601(9.1%) - ZREAEFAE21161(8.9%) - tELipitor 807 aFEAP -
B OMEMBAIET 2R A B AR BUE(3.3%)ELb 2 B EI#H(4.1%)/)\ - ZELipitor 80
ErnaBEAD  REFOLMEMBETCT ZZAEBLLAREEG.0% ZLZ BE A
(4.0%)K -

B LipitorSZERA B kit 88 2 F R R IE
—BEI0RZEN7TRBERES FRELSIEE R MAE(HeFH) S &AM BAYBERN X
(ABET140AN - 31%RLHE - RUBEMRA - 1.6%RBFRANIFFEEBA + 1.6%5H5
MA - 4.8%EMIERR ) ETHRE 26 BROHIRHEERE - LEX—REBR10£20%
selipitorfE AR B RV BN A A M EARNEREIRS - LDL-CHlapo BIRE S ERIZ 2 AT
RUREER L R AR U SEF R 5 R L EF IR (6) K B ER(12.6)] °
ERERAR

FELipitorEBZEENFERPEZ IR TIARKRE - HREENEHEREARE
NNZIEFHNEE RS  AEER A EEMEHSE AR R HBEEY B RE R
% -

BEARFESR . RHX

—RER . ES

HEAARES . RoAFERTHOHRIE

RREZMER EEMBBNE

BB NRER

IABRMGEMASER | BANARRE - ALK -
BABFAstatinBEMNER RESIEE ZIRIEUIARE (IMNM, immune-mediated
necrotizing myopathy) 2 Fl3@R -

BEAMES  HE  BAERLCRE - SALAFERstatinBER BN ZE RFDFINEER
B (B SRR - BEER - B - oRIEE - BB)EABIR - 2SR ENINEEFER
BEEAREN - BHRstatinfFZEEO%E  HERBSEREFRBAE(EMRZEED
R—RIEF  EARERSEPIUEARIE)  SEMBEAMNEREZEENES -
BERINENENENERZFBMESERERRM) TEERERBRFERABEEIS
—fEstatinfiEZmBBMEMRBESR -

EEER  {2E

WIREE . BEMYNME

BEERE NMHEES . MEMKMKE - KEZ (B81EZ M4 - Stevens-Johnson
FEIERE - IR SBMREARRIE)

P.16




AtorvastatiniB 2R BRENAE L - LW EKRBRANERNLUAE  LEROFEASFY
B - AnkatorvastatinBAMBEHENA SRR S - B RSB ARSI
atorvastatinfyiERR= -

10

ZIRETM
10.1 fEF%EE

10.2

10.3

Lipitor@HMG-CoAZ REgRVEZE MR FHIHITE - EBEIREE%3-hydroxy-3-methyl-
glutaryl-coenzyme A& Smevalonatef)ERFREREE - Mmevalonate5 2 E1FEHE
BN 2 EfZRIAIEEY) -

EEBWER - LipitorfZ {IHIHMG-CoAE IR fis K IEEIBZ AT RIS AL - T 7518 I0AT
AeEENEZEEREAREHE  RECZEEREENBIAD BN - mEEED
RPEEREAEEENRE - Liptortt 2R/ MEZEREEANRETRMEREREE
B &L -

B EEIRS

Lipitor R E M EMEANRBANEBEIEEY - S ETZZ/FREM - 1
REEASKREZEREANERSU - HBERERDFRE - M '
EOREEEREEENEMLEY -  BREBAEREBENBERNE[SHHZIRHBE
3) -

AR Z AR

BEN -  BMREURIBELERSN

— BRI EN R E KB Fatorvastatin 10 ~ 30 ~ 100 mg/kg/ RIEI £ -
EREESSHENSEINBIEMEXZRNWER . —ERBBEANAE  5—£E&
BHEARE - EEESRRMEBAUCO-24)BLABAEORE mgEFHMBERR
BE=mM161F -

— I8 % HA W O A0 B M I IR 49 /) BR 3% Bl atorvastatin 100 ~ 200 ~ 400 mg/kg/ X - 4
RETESSHEN BN ARRERELS  BYeHENEBRBEMETBEEE
% - BERSV/ATMFAUCO-24) BN R AEORE mgEFIMFTEMREEMN6

f& -

AtorvastatinfEi e &R A HNEL - £ NINERIMRE S AER RSN FRER
BT asE « A B BSERE (Salmonella typhimurium) & X & 12 & (Escherichia
colETHAmes L BR - A A g HH B8 Aib Al AR AE T ROHGPRT IE @ISR & 4R - DUR A
ArEEBEMARETHNREREBEEND - Atorvastatin £ & 2 R/ B M %

(micronucleus) HIFEFINZE 2 M -

EEMARED - HESE 225 mg/kg G6EMRARREES) I - atorvastatin k¥ 458
NERARIER - ERMAEETH R/ RS Eatorvastatin 175 mg/kglIEIE (A
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11

HRESWISE)HHEHLEEENLEEFE - 10&KEERatorvastatin 100 mg/kg/X
(ANERRA80 mgzAUCH16fE)aE3ER%E - A2EHIRMERBEAE REBRIE ;
7£30F1100 mg/kg/RWEIZE T - EANEEREBHE ; 7£100 mg/kg/ KNEIET -
WENESHRE - 7’&7(55»&35@3@11ﬁﬁ§é}§§atorvastatln 100 mg/kg/ R Hl
ERBFEBAMBARIERERE  FEBNETFIES - #9% Fatorvastatin
10 4084120 mg/kg/RZHIE _F - HEHBERSHUNEBREABRIEEREER

=
RF =

ZYE B

UL : LipitorO ARG - BRAE1-2/)\RROERSMEREE - RS HALipitoriVE £ /K
IELE - Atorvastatln(ﬁﬂéﬂ*—%)ﬂﬁﬁﬁﬁi SO AEN14% - MESHHMG-CoAERBEHNIHEML
30% - £RUAXRRENREEE BB IETHERWBIERE B (presystemic clearance) &/
YT il BN AC R UE - R EAIECmax RAUCISH] - B8R E ffEatorvastatiniy IR SR ZR 1K
K25% - RWER DA% ; BREEREEAREERERENEZEANAZEBYIEE - Lipitora &
M EARA - MBEEELEERRAR - Cmax RAUCKAIBRIE30% - 4 - BEEREEEER
AEPR B2 E B 8 Rtk E AR R 2 A FEZRAZE3) -

3 : LipitorfU 0 mEEIEA /38T A - MEREBEA T E298% - LipitorfI MR/ MIRLE
B#H%50.25 - ILRAAZEELVZEZAMIKA - RIBEAEREER - Lipitord EE D W EALR
WAPZHRFE)  UREFGEETEFIEG.2) -

8 : LipitorEZ N B E R ¥ E (ortho- and parahydroxylated)$1E4) - MUK EEb-
fEEY - BLEMEERHEERNHEYIHMG-CoARRBEIEIMDFIE M ELipitortlE - M
RBIEREAPNHMG-CoOAZRBIFENEHANBTIO% KRB ELEUHRBEY - B ERIEEH
LipitorEa T B 4 iR & Z=P450 SAANNHHNEEY - BEARES IR - - AEFHR
Lipitor K erythromycin(4B 8 & ZP450 3A4HNHIE) - RilipitoriW M B REEEAS[SAHRE
EAT) HMEERBEDNEYVRBRASEBEETTEREREARESIHER

(glucuronidation) °

HEM : Lipitor R ELAUH E A B AT B K /s T SN 218 - T 2EHIETHE - (BRI AEEST
BT BEIR - LipitorE AR EMERBIRF¥FRAN14/NE - BERBEUHNHEY - &Y
HMG-CoARRIRESRIHNGHE M FREARZE20-30/\F - OMRIELE - R & EU R atorvastatin
"Y“JE”\HAZ%

YR IG B

EFEA : LipitorE2BEFACSH)MBRELFEMAS - Cmax#1BM40% - AUCKIIE
mM30% - EARERERR - £ —atorvastatinBIEEZFRAEHNEZERELRERE
HEEFEMAK[SER ARG L EFIE6.5)]

RE : £—BANY - HH8ERGERT  RREENERERESE  BrREXRHAE TN

atorvastatinB# IO REBERALUNAEA - BREERZRZEHeFHEA(105E175% - n=29)
Bkl 7 atorvastatin iR B PKIR BU g ME — BE S FL B4 8 -
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Rl AtorvastatinEE X MW MBEEEEM AR - Cmax&AIIENN20% - AUCKIBRIE10% - 24
m - Lipitorf#EEREREERREENEYERK L REBENELEE -

BUEAE : %‘H?ﬁff*‘;%ﬂLlpltorE’Jﬂﬂ REERBREEZEEREEREERNEY - RItE
NEEAZ A RERBRNE(SHHEZRHBES)MEZ FEFEG.1.1)] -

MiREWN : HEAERRLEARPABHEBEAFEBARZENIHIE - ERatorvastatin 2 MR ELELESH
EERBS - #ERMREN A DI NAELBRE -

FFIngER 2 : EEMBEBENEREA - atorvastatinWMBREBE S ; 7£Child-Pugh A%
BA - CmaxBAUCE EN442 ; #EChild-Pugh BB A - Cmax KAIEMN166Z - AUCKAIE N
1ME[2FZZAE) -

EY X HERMR

Atorvastatin — @it Em =R (OATP1B1AIOATP1B3) =& - AtorvastatinlIE M & %
OATPIB1T X & - Atorvastatint #H ER B L EH E8BCRPH X E - H o] 5E R
atorvastatlnE’JHﬁ & IR UL A TRk -

< 6 : FAZEYE Atorvastatin ZEEEN By &

HEBEYRERZE Atorvastatin
Bl (E%) AUCHIELES CmaxiyLEES
#Cyclosporine 5.2 | 1025QD? - 28k
=/ A/H o BEE 8.69 10.66
=

#Tipranavir 500235 | 102255SDC

BIDP/ritonavir 2005 9.36 8.58
% BIDP . 7%

#Glecaprevir 4002 |1025%QD? - 7X

72 QD?/pibrentasvir 8.28 22.00
12055QD? - 7

#Ti i = = c

Tipranavir 75025 | 2025SD - 88 10.60
g8hf . 10X

#.*Saquinavir 4005 |40%5QD? - 4% 3.93 4.31

55BIDP/ritonavir 400

P.19



=5EBRIDR. . 15K

#Elbasvir 5055
QD?/grazoprevir
200=£7=QD? - 13X

1025eSD°¢

1.94

4.34

#Simeprevir 150235
QD2 - 10X

402 5SD

2.12

1.70

#Clarithromycin 500
252BIDP . 9%

80=5QD? -

8K

4.54

5.38

#Darunavir 300 =55
BIDP/ritonavir 1005
5BIDP . 9%

1027%QD?

WES

3.45

2.25

#|traconazole 2002
72QD? - 4Kk

402 5ESD¢

3.32

1.20

# etermovir 480=55
QD2 . 10X

20=5SD¢

3.29

2.17

#Fosamprenavir 700
=755 BIDP/ritonavir
1002255 BIDP - 14%

1027=QD?

WES

2.53

2.84

#Fosamprenavir

1400255 BIDP - 14
x

1027=QD?

WES

2.30

4.04

#Nelfinavir 1250=
5= BIDY . 14%

1025=QD? -

28K

1.74

2.22

fEERT - 2408 F
QDa*

40258 SD¢

1.37

1.16

Diltiazem 240= 7=
QD2 . 28X

40258 SD¢

1.51

1.00

Erythromycin 5002
%QIDE - 7X

1025eSD°¢

1.33

1.38

Amlodipine 102
7 BE—HE

80=5eSD¢

1.18

0.91
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Cimetidine 30027 | 10=5QD? - 218

1.00 0.89
QIDE .| 248
Colestipol 105 = a, 8
g P . 40%52QD" - 81 KB (NA) 0.74%*
BID® - 248
® 2= = a,
Maalox TC® 302#H | 1025xQD? - 15X 0.66 0.67
QIDE - 17%
Efavirenz 60052 102% - 3K
0.59 1.01
QD? . 14%
#Rifampin 60055 | 4055 SDC
QD? . 7% 1.12 2.90

(mﬂ—ﬁxé‘i‘é

#Rifampin 60025 | 4055 SDC
QD? . 5% 0.20 0.60
(HBaTRZE) T

#Gemfibrozil 600 | 4025SDC

1.35 1.00
7BIDP - 7%
# . = = C
Fenofibrate 1602 | 4025SD 103 1.02
=QD? . 7K
Boceprevir 800m = c

TIDY . 7%

SR RA B YA BRI E (B E T2 4 BR8N B 18 8 Fatorvastatin) -

R ERESRRE ,IEEIE(S) - MURZREMER(T) -

* BEEBERBEEMT(—RT50EH- 1.2 2 BHIREANRE ZAUCH SRR (AUCHILE
BEmEE2S)KE)CmaxA SRR (CmaxWtHERSET.71)HNHRS -

R EEES-16/\ISPTEUS Z B — 1R AKIEEE -

" e Rrifampint B BRXE /RS - EEiFatorvastatinBrifampin B & 418 F - ERNR
F1FrifampinZ BB Fatorvastatin - Effatorvastatindy [l /2 EAREEREE -

+ £ I BR PR FBfYsaquinaviriliritonavirBll 2~ 28 K _EFIERMEIE - SRIKERRPTE
NfatorvastatiniREE E G LI UL B PP B EIMZRIE - BIIL - EREE/)VOEFERAFE
WERS

a

”ﬁ

(@]
|
T3

oo omo@
i
Na OIS

o
>H
[1]
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e gRO%
f 58 /I\B—%x

R 7 . Atorvastatinfi ff Y 2 EE BN E

Atorvastatin FARZEYRERZE
nY)/EsE(E%) AUCHILEE CmaxLtE{E
= a, Antipyrine - 6002
80=7=QD? - 15K nupy = 103 0.89
7=SD¢
= a, #M: : =
80=5:QD? - 10X Digoxin 0.25%5% 115 120
QD2 . 20Xk
40=5%QD? - 22K (pR#®EZ22QD2 -« 21E
A
- norethindrone 1£ 128 123
= , 119 130
- ethinyl estradiol
3575
10=3SDC Tipranavir 5005
BIDP/ritonavir 2005 | 1.08 0.96
7BIDP . 7%
= a, Fosamprenavir 1400
1025 QD? - 4Kk TS Pb 0.73 0.82
Z27:BID - 14X
10=5QD? - 4% Fosamprenavir 700
£55BIDP/ritonavir | 0.99 0.94
100=25BIDP - 14%

P EREEBEL2EREEAT) -

Lipitor AR IEEES
ﬂ o

B Rl BR E
121 FERAOME RS

warfarin REFAEAVE AR - 15 MR ENL AR LBEF

HIEE-HTIR AV BB 4 52 0\ 45 SR e BR (ASCOT) T 5572 10,350%40-807% (F39635% ; 19%

B - 5%RBEAN - 3%HFEANIE

P.22
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EEBLONEE - MBAIEEE <251 mg/dl(6.5mmol/)1 S M E % A &, Lipitor
(atorvastatin calcium) ¥ R BB MR IER MR LRI E - I - FIBNREAZD
EoELMBEREREAFNOT : BEMB1%) - FERB1B5555(85%) « RIE(33%) * #E
[RIBE(24%) - —ERBBOFHNFEEL26%) - BREERELESZEREANLEEBB
6(TC:HDL>6 - 14.3%) - BEMEERG.1%) * ZOEIEKR(14%) ~ DIATEABASME
EH(10%) - FEVLEBRERE(14%) - EHR/BEBR62%) - TEAETFTRE S
Bt  mABESERMEBEAZEBZMEE  SEHEKRBEHA <140/90 mmHg - #EK
mEA <130/80 mmHg) - MDA - —#HBE= Lipitor&X10 mg (n=5,168) -
— S L REI(n=5,137) - MARLEBFESE - BERBWEANNEEREFESH
FWAEE  FELEFHESABNATFERIR/) - BLEBANEBRKBEPUEZE33
&

Lipitor2X 10 mg¥ M AR ZR LT ARV B ARt B At RARL -

LipitorBR = R E R EBIRS A [ O AR(ZREI#H467K - LipitordlH402R) L IEE5E
MR E(ZEEIH108R - Lipitordl60R) R ER - HEERIEE36%[(RIFZEE
5 Lipitord%1.9% - ZEIE#H%3.0% - p=0.0005(2 R E1)] - AiwFc - RIEHA
& B AEBIERER  EREEHE—NW - BEREEEREERENERE
1T - Lipitor#fB A - HRBHAZ - MU MRR B EEENER -

El1 Lipitor 10 mg/X ¥ JEB B O ERE T ORI T RIF B ERITEASCOT-
LLA®3%)

4.0

— Atorvastatin P
=== Placebo =

Cumulative incidence (%)
I G
o [=]
1 |

-
=]
1

HR=0.64 (0.50-0.83) p=0.0005
1

I 1 1
0.0 0.5 1.0 15 20 25 30 3.5 Years
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Lipitorth e MEHEE FMTaIH % E R EEE42% ( Lipitorid £R51.4% - ZRES
25% ) - HARBSTHMIEBIEE P EAR D RERENEEERKE(P=0.01) - BH=
- EAFMEBE - HEEmRMEE26% CGRERSLipitoril1.7% - ZREI#H2.3%) - £
MEZE - OMEST(p=0.51) FFLMESET(p=0.17)ELBEEHRNEE

£ Atorvastatiniti bx 7% 175 [E] 55 B (CARDS), #3521 2838 B 2 & (4% 2B A - 2% &
ATIEFEBA - 2%EEEA - 1% REMIEE ; 68% 2B M4)/BIEAK - i Lipitor
(atorvastatin calcium)¥ /0 MEZER(CVD)BEMIEZEN T E - ELRBANFEER H40-75
% RIBWHOREEBE _AERKRE - UAIRBELNEERNRESE - BEREREER
(LDL)£160 mg/dL - =B HAPE(TG)<600 mg/dL ; BR 7 #ERE 29 - BE—EL LR
BREF : IRER3%) - 5MEEB0%) - RAEREE(30%) - MBEEBKRO%)HIEEE
BR(3%) - ZMREBWAEZMAEBTNEA - EEEZTL - LREHE - €5
R pRalER - el EU—EE—(1:)RIEEAIFE# = Lipitor 8KX10 mg(n=1429)5¢ % R
(n=1411)8% - BRtHTUERE39FE - TEBEMIEERELIR MIEA—EERLME
E40IEE  SHEORLET FAEEEORRE  SAINEEENTE - T2
MeEREEFEBEYIEZNERE -

SZHEBOEZEHOT | FHEHRE2E - HbA 1. 7.7% - BEEREREERE P
120 mg/dL - BREEIEE P 181207 mg/dL - =B E MR AIEN151 mg/dL - & ERE
EHMEEREPAR52mg/dL -

Lipitor 10 mg/X % [MBs & B RE M ESE AR B R BR A RIE 1 -

Lipitor B Z 1816 B A0 M S B 4 (E BBAIS BB ) 1 B4 R (LipitorE83% - LRI
AH127R) - HEREFEE3I7% - HR 0.63 - 95% Cl (0.48,0.83) (p=0.001) (ZFEE?2) -
TS - HRISESMASEE AT - Lipitorlg B3 -

Lipitor g o /2 49 4 B8 2 14 £ 48% (Lipitor21%R - ZRE439%) - HR 0.52 - 95%
Cl (0.31,0.89) (p=0.016) ; 10 HL 18 2 49 /B IR P& 1£.42% (Lipitor 38 % - 2 &l ) 42 64
%) - HR 0.58 - 95.1% CI (0.39, 0.86) (p=0.007) * EMA R - M - NBEBER
SRR REAREER -

Lipitor8 7561 BI5ET - ZREAAE826I3ET-(HR 0.73 - p=0.059) -

[El2 ZECARDSH%EF - Lipitor 10 mg/XREBEEROMEFSH(OLIEE - S MECHD
BT - FAREELOLR - SIREBIRER - P E)GENRE
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12.2

15 7]

Placebg -----
Atorvastatin
2 |
o 10
~
(1]
s -
[4}]
=
©
g
=35
O
HR 0.63 (0.48-0.83) p=0.001
0 - - ]

2 3 4 5
Time to First Primary Endpoint Through Four (4) Years of Follow-up (Years)

-k =

SHEER MRS R S MIE

Lipitoro] B RS M MIE(REES FRIEE KIERER) &OE S BLMAEE T (Fredrickson
llaRKIIbE)m ANARIEEE - BRERECRERE  HEZEREEEREE - BEBT
BR=MEHE  WERASEZERERERERE - aBURTE_BAFGTHIR - KK
MWRBEENRABALIR - ERAAEPBEESEIRNEERT -

LipitorfiZ @S iE MIER AR AN - EEHEN A=K HHiE - SHMut -
REFNEBHY -

MIEHSEMEETHNZHO - ZREIHR - BEREMIAER - Lipitor8X—RiI&%
BB o BE R ERERERE(TC) - BB EREBMERER(LDL-C) - BERITB(apo B) X
—BHHAE(TG) - EERAERIINKRS) -

xR ARREMSHREENERANTERE RERBEKELIEESILATES
{&)?
ik N TC LDL-C  ApoB TG HDL-C  Non-
HDL-C/
HDL-C
Z R 21 4 4 3 10 -3 7
10 22 -29 -39 -32 -19 6 -34
20 20 -33 -43 -35 -26 9 -41
40 21 -37 -50 -42 -29 6 -45
80 23 -45 -60 -50 -37 5 -53

EMIRHIE R B FTEE 2 45 R
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TE it 24 18 % 08 M 5 5 0B & 10 Fredrickson lla 2 Ilb 8 5 5 & B M fE
(hyperlipoproteinemia)f& A& - Lipitor 10 ~ 20 - 40180 mgiE M EZ EREEHE
EiEEEREZEED tbqﬂﬁi%’(%ZSE MU - BISESMUE) D AIE64 (-14
14) ~8.7(0 - 17) ~ 7.8(0 - 16)#15.1 (-2 15) = LESH - iﬂ:%ﬁﬂﬁ’] > TR AR A2 REE
k2 - BEREREQREERE - EPEQET?EHE ,Z EERE/SEEREOERRE - KMERERE
FEOEER/SEEREOREERTRZREE -

ZIEZPOE SRR LipitorBi E tistatinfR 2 ¥ S 5 MR AREXL - BEtkn Be
% - WAEZLipitor8X10 mgskEEE = 2 ¥R EAE16H(3R9) -

R KB EESEZEESENFI9E(EE - BE - SHEnEBRag)

B Non-H
(BHH N Total-C | LDL-C | Apo B TG HDL-C | DL-C/
£) HDL-C

1

Lipitor 707 278 362 282 172 +7 -372
10 mg

Lovasta 191 -19 =27 -20 -6 +7 -28
tin 20

mg

=85 -9.2, -10.7, -10.0, -15.2, -1.7,20 -111,
95% C|’ -6.5 -7.1 -6.5 -7.1 -7.1

2

Lipitor 222 25b 35 p7b q7b +6 -36°
10 mg

Pravast 77 -17 -23 -17 -9 +8 -28
atin 20
mg

=27 -10.8, -14.5, -13.4, -141, -49,16 -11.5,
95% C| -6.1 -8.2 -74 -0.7 -4.1

o3

Lipitor 132 29¢  -37¢ -34¢ 23¢ +7 -39¢
10 mg

Simvast 45 -24 -30 -30 -15 +7 -33
atin 10
mg
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12.3

EEYZ -8.7, -10.1, -8.0, -15.1, -4.3, -9.6,
95% -2.7 -2.6 -1.1 -0.7 3.9 -1.9

Cl

T HDL-CUIOMNIFRB S BURER - SAERIZERIS% CINaEFR R LipitoraF) ; ¥

HDL-C3R&% - IEEF R ELipitorEF] - HEHBEAZ0 - RRBMT LEENER -
BE&ZE=%ERlovastatin - ANCOVA - p 0.05

b I5&E %= E i pravastatin - ANCOVA - p <0.05

¢ BEEZEERsimvastatin - ANCOVA - p <0.05

FROFMIZBEY B 2 MEFENEERERRERNTZE AR - £92ALipitor 10 mg&
SHZlovastatin - pravastatinfsimvastatintb BRI E K - HFRFTEERER T ITER
HZEmARNBER R -
= =B E R MAE
B R SRR - HE64R%E 118 S = B HmAE [ AE (Fredrickson IVE) i A #5258
& - ¥ LipitorfI RFEFIM TR (G 10) - BEEHEZLipitoraEENER =B H Al

REPNH(&/NME - &AE)ZE565 (267-1502) -

10 : BUE=—EHBEASZHSAA : BEKE2(E2ENPURM(R/NME - &

KiH)
% R Atorvastatin  Atorvastatin  Atorvastatin
(N=12) 10 mg 20 mg 80 mg

(N=37) (N=13) (N=14)

— RSl -12.4 (-36.6, -41.0 (-76.2, -38.7 (-62.7, -51.8 (-82.8,
82.7) 49.4) 29.5) 41.3)

AAREE A -2.3 (-15.5, -28.2 (-44.9, -34.9 (-49.6, -44 4 (-63.5,
24.4) -6.8) -15.2) -3.8)

LDL-C 3.6 (-31.3, -26.5 (-57.7, -30.4 (-53.9, -40.5 (-60.6,
31.6) 9.8) 0.3) -13.8)

HDL-C 3.8(-18.6, 13.8 (-9.7, 11.0 (-3.2, 7.5(-10.8,
13.4) 61.5) 25.2) 37.2)

VLDL-C -1.0 (-31.9, -48.8 (-85.8, -44.6 (-62.2, -62.0 (-88.2,
53.2) 57.3) -10.8) 37.6)

JEHDL-C -2.8 (-17.6, -33.0(-52.1, -42.7 (-53.7, -51.5(-72.9,
30.0) -13.3) -17.4) -4.3)

124 BREEBAESMIE

—IBEZ16EZBIEERER M (Fredrickson I12)m A (EEZE :
apo E3/E2)MIRM MR X s RAIMN P R(FERT) -

14 Napo E2/E2 - 2 A
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12.5

12.6

11 : 82162PEEAERE MERANRK IR R R

EREBEPUE (RN %EEPUE(R/INE - &mAE)
(=
B&AME) (mg/dl) Atorvastatin 10 Atorvastatin 80
mg mg

HRIEE 442 (225, 1320) -37 (-85, 17) -58 (-90, -31)
—BHmAE 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)

EHES FREESIEE R MIE

—IEMEBANFRT - 29B6RE-37THNEEES FREESEEERNERAZESS
H&SE £20-80 mgHiLipitora%E - ZELILIAR T - BEERERREEREFIIRE
18% - 5B BB E I ELREEERERANTIIEERER20%EET7-53% - P
24%) - HEp4Z2 R ANBRERERRERRIAS7-24% - £E298mAP - SAKE
BREREAZEBINEE - EESBREXBHREASD 2ABBPIBEFIKD R
(portacaval shunt) 2B Bl ERREREETREERMEE ; HBR3ABREERES
RIS F19PR1E22% -

RUESFRELSEERMERERA

F-EEEEE—RNMAENNES  LBEEISRMRD - 1872105 -175% (F13
1415 ; 31%% M ; R%BBEAN - 1.6%RBAHIEEFEBEA - 1.6%BEMA - 4.8%
LHEMERK)  BAREREUESFRGAESEREE M (HeFH)sl & E S EE R MAEN S #Z
MARYE B ZEE#ZES Lipitor(n=140)L LB EI(n=47)/8 2618 - BT EHEHE
EZLipitor/aE263E - ZMANMAZES()EEEREELREREEREENERE>190
mg/dL - EXQR)EZEEEELREEREEENERE>160 mg/dLEARXREE SERERE M
ENXRESE - A—SHA _SHARENRRUOLMNEER -  BEREEEREEQREE
BS 2 19 19 8 5 Lipitor 8. 218.6 mg/dL(# & : 138.5-385.0 mg/dL) - &R E &
230.0 mg/dL(Z & : 160.0-324.5 mg/dlL) - LipitoriI B E(BEX—R)&¥4EZ10
mg - MREZEREEEEEEEZEE > 130 mg/dL - BIFS 220 mg - #XLipitor/a &
HRATEESHEIB 2 BBT8AGS.7%)REREEFAS 220 mg -

H26BNEEHR - LipitorEEH MR ERERRE - BZERECERRE - =M EH
P RIEERATTBHMRRE(SBFER12) -

12 : LipitoriR ERREES FRERESREENENRESREREMENSEH

SAMRMENR(EEAREREPAMITEEREZEE D EMNTISE)
FE AB | BIEEE | B2ER | SE2ER | —REH | lIFEATT
EREE | EREE Pa B
Bz Bz
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22 i

47

-1.5

-0.4

-1.9

1.0

0.7

Lipitor

140

-314

-39.6

2.8

-12.0

-34.0

Lipitor/BE26 B L 5B E2NEZEENE
& : 70.0-242.0 mg/dL) - R H#H228.5 mg/dL(EE :

FAMEEEREFIER130.7 mg/dL(&EE
152.0-385.0 mg/dlL) -

tEE-BERB-FNRRYE - IR ETatorvastatin Wi R - ZTFEMAA
163110 E 155 HeFHEA ( 82 B - 81Ukt ) - FIARAMGEBERSTE
i F7E ZE B AHeFH ( B RIMBRGREEZ ) - HPSMREALNSE98% - BA -
FEFEBATTMASAET% - EERFHLDL-CH232 mg/dL - AtorvastatinfJi
WEIERBR—RI0OMg - WHREKEZZEZLDL-C < 130 mg/dLZEZ - Eﬁ%ﬁqﬂﬁﬁ

BERHABLDL-CHRREZENRBEREEERN—B - HEZAMANRZE

BRA BV ER RS BR B

SRGE -

EREHESR Lipitora B R IEEMAERRAETT TR RIRWEARMEL -
13 BEA#HEE
13.1 8%
2-1000fuimSE R &
13.2 A

HEHRBLEIRET -
133 fEiEe
SER30°CT R -
15 Eif
hRA : 202404-3 (MOH20240217)

B
T TR — £

gfiﬁkhﬁmA“—&ar ME T E B A B MIBEEA3 527 135412 - 318 - 11BAE

PFIZER MANUFACTURING BETRIEBSSTATTE FREIBURG, MOOSWALDALLEE 1, 79090

DEUTSCHLAND GMBH FREIBURG, GERMANY

VIATRIS PHARMACEUTICALS

KM. 1.9 ROAD 689, VEGA BAJA, PUERTO RICO 00693

LLC

]

BRBERNHBERAD SELEHERERERES KR7IR27E
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