ALK AERLE &

B dehk D ML PAE FIERS 880 3F 1412 5
B4 T35 1 02-82277999 44 2203
B & A Eioiz

XXHE BRI/ E

HXBH: PERBRI112F07A 148

BXER FE 11207026 5%

IR R

FEBRBEFRTERIRELIR

M4 - MRRY B/ B R R/ AR AN

X5 iR B % E 5 LIPITOR FILM-COATED TABLETS 20MG ( 3L # %A &4t 20 £ 5%,
BEBHTE 0228003%) — 1 ER PiF 4o o

wA

— AN ARBB BB A RN ZEHH -

= ~ i3k % # % % LIPITOR FILM-COATED TABLETS 20MG ( i % %8 &4t 20 £ %)
BREELT !
& #L% HF1791 -~ HF1824 -~ HF1854 R HF2915 4 * R NA%E (B ERE
PRMAEAR TR ) #45 AR A % USP1202011-4 (MOH 20220628 ) °

Z R BERRA LB AR ER AR FE 1110721999 5% » ROAB &
LR RFRBREFEROELY  HHETERHER  RHRMK !

VASR AR

ER: BIR/GH/BE
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TG BEAREE 10/20/40 BT

(Atorvastatin calcium)
Lipitor® Film-Coated Tablets 10/20/40mg

10mg BFEEEHTH 022886 55
20mg WEEENT S 022890 5
40mg I BEHTH 022889 9%

AEEH R BMER 5 (2 H
1. {85k
L1 BRROEE
Atorvastatin calcium #9554 B[R-(R*, R*)]-2-(4-fluorophenyl)-B, 8-dihydroxy-5-
(1-methylethyl)-3-phenyl-4-[(phenylamino)carbonyl]-1H-pyrrole-1-heptanoic  acid,

calcium salt (2:1) trihydrate « Atorvastatin calcium [y % F = £ (Cs3Has
FN205)2Cae3H:0 » 53 F2 K 1209.42 » 45857040 ¢

’, -
H on o °
." Q\ n cH C'N L i e
W= WM ~ — ~
l ~cH, Tom, ~SgH, [} .
L[ ca
]II nl 0

Atorvastatin calcium £ KA ESRIN AR » TN pH AER K/ 4 0
AR EEEFIEIIK - pHT.4 BEREEIEETR K ZHH (acetonitrile) » TUAT Z
B MEEREES -

C1ARAY Lipitor FETFES TSR 10 ~ 20 T 40 Z77HY atorvastatin »

1.2 R

FEEVERRSY ¢ BRAEES - ATWh¥A P AEak 4 F Bl (croscarmellose sodium) - ¥FRARLER4E
#(hydroxypropyl cellulose) » BE7K | #E(lactose monohydrate) « TEASEEEE « &AM
#4eE - Opadry White ~ B ILIFUEEATASAREES /\ 1-(polysorbate 80) - simethicone
#.Bl(simethicone - stearate emulsifiers - thickeners + benzoic acid - sorbic acid)

1.3 MR

BRAR$E

1.4 BimsMR

SE=RNEN ARG

2. B

o e A G, 5 = e HHASIUEE -

HRNERIR LA 7 (P T HUER A (R E VB E—Hitd Ok

F AR - AR - HEE MK - BURIE  Lipitor BAIRY ¢ FR(ECHE
SRR - IR P AR -

¥J‘BAE.?J7KJ:, ﬁﬂ AL E’JI%JIHJEF}\ 1%%5&% EEMEORERE T8
RS ZHOMEIRAT © FRADRNEN 55 5% - MO EBHRBEG R - BIESH 58
£ 55 5% (M) 3t 60 p% (i) AT EE&ERd L FZE(F » Lipitor AR © IR{EL,
AE RV ERS - R REIRN - FEME TSRS LM R -

i

Atorvastatin TT{E fsEX B HIAEHEN 68 B ERS T SIS RmE (RAREST
FIET K IR R A S IR B B M IE) S RS TS RS ME (Fredrickson Ifa Jz 1Ib 1Y)
WARNMIEERE  RKREECAEECOKRES (LDL-IEEE) - BE O B
(apolipoprotein B) & =gt mfs « M A8 MEFEREEAQEER (HDL-EEE)
R aREMUE =R H RSB S (Fredrickson IV EDIYRFA » DAREIRENE G
R YFIR RS B L R E MAE (Fredrickson 11T ) (YR A -

B EREES TR B SR RMENFE A Bk & R IR anR AT
B0 -+ atorvastatin 0, A {EHSAREEINS B EH REAERETRE

ZEFA (10-17 )
Atorvastatin T /E R EREIHINEERLERE  HERNES TR SIS LN E
HY BT s Lz (10-17 5% > MR RIBIRREA 2 Z{E THIHE
£ T A SR [RARIEEIRE - LDL-ISERS - BEEAICBRE ¢
a.  LDL-B&REIES{ = 190 mg/dL 3K,
b. LDL-J&REEE)y= 160 mg/dL :
o EEEM B RRBUZFEELH
o FIERAAWEM LOMEEREHRET

T 17 L A S R SAA R L M L R R PR T | &R A » 52 T rfm A
RS 2% BREER T AR —EE 57 - F%Tﬁkﬁl’&%ﬂﬁ@%ﬂﬁaﬁbﬁa%ﬂﬂ?lﬁlﬁ;ﬂ’]
WELZ 4t - BRI B 1 B PRI A0 B A I E B A AR A S i 7 o] (i A
(B8R | Wik ZEERISEFRE EZERZINCEP) GRIGE ) -

# | XEEFRERKEZERGNCEPARHENTS - SHERBN RN

(B2 R e B i T 2 ) BB Al 4 V8 0 e 8 B R AR 5 SR

EBFEIEER HBHRGGFRILEE RBEREAENEE




JRBRA A BEEREHEE  ETANENE ElEEaRE

FR R FRABE R A WA SR E IR ME S P O IS B R B R 5
B AN IR D A T -

(mg/dL) TR EQ R (mg/dL)
(mg/dL) - -
CHD® /@
&1 CHD /% <100 =100 =130
(10 fmlfs > (100-129 : B E EEEY)A
20%) )P
2 B L&l <130 =130 10 SR 10%-20% :
AT~ =130
(10 FEEfg < 10 FE i < 10%: =160
20%)
0-1 {HfEizH <160 =160 =190
T (160-189 : B[ fE{E(E
EEREHEE)

ACHD ' T&ELF

bR AN A TIPSR B I B E T RS B S IE FIEE RS < 100 mg/dL
B9 B - B A LB LR AR IR R AR O RV B A R -
Heth AL S EERA LS E = hiE e TR E QIEE RS FAEY)
401 nicotinic acid Bk, fibrate < EEPREET 7 B AE TR K WL4R & (B SCERVBEY ) A -

CHFAREHEA 0-1 {FERRTHIHIAL 10 RERET < 10% @ FILE T 0-1
([EEREET-HH AN TSR 10 FERFE -

EEEEMNEEQEERAEZ & E=BEhE)72200 mg/dL « NFEEE
EREEOEERGIEER NS FEEREQBER MR AARENE —HIE - 55
TASE ANEER B AR B e R A EE AR E A RSN B s 30
mg/dL -

FR4a{E A Lipitor SAEEZAT » IESLHERR S HEMSIRR AR 3 BRI (FIan B R F b
TR - FIRIREERT - SREER - REEONE - [B2tEATR - BaEens
B RTE) - AARNIARIEREIRE © (EEEAEEOEEE - STREECIEER -
B ZBH MBS S ARSI - 7 =R HURAS IR <400 mg/dL(<4.5 mmol/L)#I9
A B E B IEERE A A YA e

(2 RS R I HEEIBE = 48R — (0.20< (=R HHIAR] -+ S & E A E S AERERE)
R =B HHASIRE > 400 mg/dL (>4.5 mmol/L)RIR A » & (AL TAEER & -
e % P e e LM R AR R QB IR Y. -

Lipitor iK1 A SLBRRUATIRIEFHE By 2 R (1 B9 (Fredrickson | IVR V Tl
BT -

bag) 4ANEE A (me/dL) R AR EE B IEERE (mg/dL)
o[ <170 <110

B 170-199 110-129

Pt =200 =130

3. AR AR

31 F%HE

—f&-{EF atorvastatin A T M E R HIFRENELETEH - iEE) - DULACRE
BB ARES AL IS IEEEME - A A AR EMEENRR » HATE
atorvastatin JGREHAL] - (H7EEE A EMIEIEFRRER R AR - BB §1E 2 atorvastatin
10-80 mg » HHMRA—IK - ARZERERIFURATD - BER ARG - iLiEHIB 4
FrB| S MEFR B A LDL-IEERTATEEEA 65 BZaL 6 TR (2
WI5et) - BALA atorvastatin JEFEN/IFREEIE & « EAE 2-4 HNREMAGE
o A RISEE R E -

YR A MBS FE A ST atorvastatin M PREE S > EEZ H ERIMATEEY) -
atorvastatin fBIETIEMEREH—R 10 Z70 W ol /AERKIREHERE 80 =
SELAT - FEFAEE R TS O FEREME  ARFAIRERIE » 075 BT =gE
(BRI ZLZIEAT) ] -

RS E R e R R SRR ARMAE— A % B A atorvastatin 10 mg &H
IRA- -RWTESRZEHERET - HENGARRRIEM A IR » TR S5
WERIFETENAY AR - ERIESFEERNF ST AR -

RS TR R EERR M AE— Tt W E AR S T R A S I E R M e
ABRMA S BEZERHREUR © KEBUHAE atorvastatin 80 mg ALK
LDL JEERRARS 15%LAE (18-45%) HIERISLIE -

RUEE TR BRI ERR MR ERA(10-17 B)—EFRRHeREA 10 my/
B S ESEEES 20 mg/H (K 20 mg A9B|= R GIELLH AR D EeAHE) -
HIERIS & B TR B R B B [ S 0y 2 e 5 A 3 5 2 E B (NCEP)
RSB TR BEEERFM10) RAFIEE2)) - TERIRR 4 BREAM—XREH
.

3.3 RRREERARE
FSIRER ERAZ R —( 2ATRE () REZZRFEFHO)] -

B 2R AZER— SRR T &3 atorvastatin (VMMIERE - WA G
ECIEE LDL-IEEIELRANFRZ - KL - BI0EER R ARARER S -



BEAZER—Atorvastatin 9721 - BB E G E RSN - 8
HIRATIFE R AR Z A B 2E B 2 ATEEE) 17T )]

4. 2R

HESMERR AT PR A AR R LA ZRA -
HABMEMBRBWEAA

W SEGFPIDL IR 6.1, 6.3)] »

TP/ BEGFARBF L HER6.2)] -

EREFOEREH

5.1 BB EEPHE

5.1.1 WLEAR SRR A R

Lipitor AJREErEERRANPREE (IR « BEEDUES] « WEEREINES AT (creatine kinase, CK) JBRE
BIBIEE H RT3 FMSEUEMRE (I8 a BRI E RS ZR) - 9F
REERARMA statin XEEEY) (R3F Lipitor) SAHRTIS |REARESHISREERTCAISE -

AL A A RS R T

BT RIS T EE S R 65 BREUA L - SURIERIRYBIRIRISAE (KT - BIhAE R & - A
FrE sG] - DURERFIBGSBIEAY Lipitor (A ZE/ (7)] -

g

e S I, g B e L i

A UNfEEE P450 3A4 (CYP3A4) %D/‘)Zﬁiff[‘:‘l (40« ALREHZBEM- TR (breast cancer resistant
protein [BCRP]) - 7 % & Bt F & §fi £ A& JIk  (organic anion-transporting polypeptide
[OATPIBI/OATPIB3]) LAK P-BEZE[ (P-glycoprotein [P-gpl)) HHIFI{ER » BESBATTL{FRTIAE S
W80 Lipitor FEEE - #EI BB £ A PR SFEAALARBEN R EFH - ‘R84 cyclosporine -
gemfibrozil - tipranavir j0_L ritonavir » B glecaprevir 0L pibrentasvir B2 Lipitor #£F - $t¥RRFH
FEEDIREEE  azole MRS - NEIRMNES (macrolide) Hi4: FATRA » EFEIHMEIT Lipitor %l
Btk - M7E atorvastatin SIEETMASTHE (>1 F2/°K )Y niacin FFEEY) ~ fibrate FHEEY) « colchicine »
PAR: ledipasvir 0L sofosbuvir {fFHES » SESRAN AR SRS A IHEAIER - FHEBERE LR
MRS LLANL AR SRR AL A RE N B 1 PR B E R 2T ZEFH (7)] -

TR Lipitor B9 AR RBEXA#HMA (- -REBBE 12 BF) [BEIXZFH ()] -
WNF CK REEE EASGEEELIAAAMNE 5550 Lipitor- 25 &M Lipitor HLAEEMRTD CK
A A TTEEN AR AR - EIR A R BN - B TR AU S ARV B 208 5 R
(fsm « fuindE © fhoe - BEIVRIMAEE © BT Al - BEMARHEIE - ML EE R
7 ERERATERIGVEER) - SRS Lipitor -

ERMANRAZEEN0 Lipitor BIBRY - FEHHBAAIAREFIESAUSHERIREE - R AL
AL BB YR RIGALAARE « BRI A1 RS T SR R0 -

5.1.2 s [ ST A

ZEH RIS [ IFIEM AN (immune-mediated necrotizing myopathy [IMNM]) @93R4 » 52—
RO RS AR - B{ER statin FEESAERN - IMNM (VB35 @ BB H statin &Y a8
O R EAILALE ] B miEAIES SR © 3 HMG CoA BIENSIE 251 ALATIH BIREIR
TEMERLANREE © O LA REFIBL AR E - OT8E BB HETT A tEC AN A0 B A8 - TTAE
F{E R REHIEBEAE - BIGERARRE statin FHEEYR] - 25EHEEE IMNM BERS - W0RERFR
[E statin FEEEMIBAIGHEE » SHESR IMNM A9EIRFIFR -

5.1.3 FFhAckEsE

{58 FAAC L PTAES TEIR A I S B A AT - PR ARSI G R RIS I Thacieol - 36450
AT SR B RS HIAHAE Z MR - G5 - RRE - B I8 E - REOVELERS -
HEB R - BIRAFHEE Y BEASERE (RS - R%EHR - BERR - FLERE - FORER
%ﬁg) REEIE - HIREESL0IE o SERKENEE S T R BT shE -

Statin $FZEY)  FEAPEIMASE)— R 1E Y H TR L BB R ENR S - CERRSABOE
0.7%HRH atorvastatin 95 A LR S A B ZMMUS R EFHET SR RN RKLS NBRIEEE
FFR[ULNIAY 3 %) - SLEE B A9854: 1Y atorvastatin 10 ~ 20 ~ 40 K 80 mg BYEIE T 53 AIE 0.2% ~
0.2% ~ 0.6%%% 2.3% o

TEREIRREE P — LR AHIREE « HAR A4 M ThEETa B LFT)NY L PR M SR s
ESIRBESER - PRERIR - PEREEREE 2 15 » BB RIVERE NE DRIz AREH]
MK SGFRIEAE - 1 30 R THREIEBEE A AR AT - B 18 ADUREN Lipitor &%
{EBH4A Lipitor ;&HAT » MEMATREEZSH 2 R RERBEREEMH - BRIER Liigm ARA
statin + €% atorvastatin + 34 BFEHIEESEMRT RIBIVFRBIERE - MAS{EM Lipitor HIIHBEIA
18 A.HHE B IR B B IR 4T E S ST B IR » IR L6 - (W AR ALK RS - 2

HBA4&{E A Lipitor «

Lipitor WE{H A A EERITE B/ B0 AR FE BT RIRIIR A « ARSI IERT R B U1 R RS S AL i
EREIIS 2R 0 55A Lipitor [24752.54)] -

5.1.4 NSTTHAE

bz (HbAlc) BF ¢ HAREZ HMG-CoA BIRHHHNHIM (statin JHES ) J6HFE - YA
{bfn4l 2 pe/eRZe e AR i #E BT IR -

Statin JHEEY - T-HEHEIER SRk » B BB RS R R A BYE - RRIRIAT R
B Lipitor R &{&{ 47 N/ E RS (cortisol) %%5}%&" » W AR e DIREE iRt B (adrenal reserve) ©
Statin LEEEH) B TEAL IRV S AR TE ARG IR AP #ETTIAY - BHE AN S TR —t:
AR (1 B2 BE(UD SR (1Y5E) AN B - Statin AEEEY#5 BUR e @ RR (R AN MR E R el ) SR B S M (1 B o
({540 ketoconazole ~ spironolactone * cimetidine)[B)RF G EETE S 1H -

5.1.5 iEtREE Tl




—{F 4542 atorvastatin 120 mg/kg/ KGR 3 ARG - SI—ERaEER 11 B RIEERS
HEF 280 mekg/ K2 G E  FEIGIRT T R - 45 RIBE 006 H i SR 2 )8 7= 0w -

Atorvastatin 120 mg/kg RN B RBEE LT ASERARATIE 80 mg/RITMUHBEIFEIMEER T
TIRE(AUC » 0-24 /NIF)AT 16 {5 - FE—TEBHANTAINISED - BRNEA& 4 — R0 RS (—
%2 atorvastatin 10 mg/kg/ K » B—E$% atorvastatin 120 mg/kg/K) « HEREZBIE S 3 400 mg/kg/
KEBRIE 2 G0V RS EIBEE 100 me/ke/ REIA R MHARBLEN [ HEE S 40mit -

BEHEIESRIE AERA RS EETE 80 mg/KAY AUC(0-24)d7 6-11 fi5(/INER) R 8-16 fi5(KE) -

B EREZ HA HMG-CoA 8 IRBHINEIE a0y iR 22 2 cp R ihal L auin &kt - R EE s fE
Hif ~ 7K HE B B RS ARG R 2 P R IR - - R EER4E IR atorvastatin ] HMG-CoA 2 BRI
B TR LA MR AL A S8R B S s S B0 9 SRR & 30 BMVEIE T » bA—TEHR)

EHBAMI AR, FEEPR L1 (Y48 A 15 1k 4 (RAGIR IEIA Al i e LI R 224 Wallerian

degeneration]) -

5.1.6 SEFRITHAG AR TIA WA

HE— TR RIS (s > hATERS (SPARCL) 386 $1%1B7: 6 (AW PEE TIA 2
4,731 i CHD Z 23 &% T Lipitor 80 ZEFRANEIMNLRIE - HERIH7ED < - Lipitor 80 Z5E4l
A HE T o RS A e e A e R4 (55 ¢ 2.3% atorvastatin AHEIF 33 0 1.4% 2RI HR © 1.68
95% CI: 1.09 + 2.59 : p=0.0168) - ;&FHAEMIMEGEH MM B EFMIT (atorvastatin FIZERITH
LEEE ST BIA 17 0 18) - Atorvastatin 40 (38 » 1.6% ) MYIEELEEH it b Jl &2 FREEZ S iR 22t
BI4E (16 + 0.7%) - FEIEASRERRS BB B e HA R B 4B L M FIRERR M P R B atorvastatin 47585
B N O RS A FRARRA [ 2RI A RS

6. RREERERER
6.1 %
BRHE

ERA Lipitor(if FIN 2R 2 S ME Mok FERY B ISE IR A Ve i HE B2l SR LT AR » S0A i 3L
PMEZLNE -« FRFYHMG-CoARB IRBSHIAEI & R Ui IRr &R » A FTRERUD U1 A iERIET < K ith 4
YrTHEBNI SR - SRS A Lipitor i e MR RSB < BHREIME eI BHZ FLipitor[ £
FIEF(4)] - CE#RrARatorvastatinfE IMTERHRAIR - 8 e MU E EASE R SR E HHRAE
I EEARRATY: - /LR R IVENY A SHREED - (iERRmi(me/m?) - ST HCEEHAEE S

30020157 s A BRERTE (MRHD) (80 mg)Z BN - KA W IEAE-I8 R ESsE R

2 o KEBRFEHHRFIH FLEAR e Z atorvastatinfif » 1£> 6 {54 MRHD ZEIER » BRERILAGRLER

LSBT AR (SRATTRD -

B ATE AR EA KRG ER B R (SRR - GEEB—AEAN - BRREE X S
BARGEREEIRES FEBRHEHE 271 52-4%H115-20% -

22
AR

MEZMERES - & SRR IR L T 24514 fFatorvastatin calcium 1Y EHEI AT IR - BRI REER
TR e KBS s R A A 0 ~ S8 B i/ D B S SRR BB H Mt HMG-CoARB REIIIIBIR 5545
SRS TR - E—TEST 14910044 Fsimvastatin 3% lovastatinZ29) 7 4 2 Fr e TIRTHE 14 4F
YRIBHESY D » Je KM - BARTIE RAG RIE T AEEMNS E RV RBIR A O PAYTERIS 4
o FEEHIEUT LAFER e R MR £ 4 4 R B = VNS DA MRS - A2 LARTIE S TUEHMR
FIHER  H89% B IR IBIGTEZ GE « WS- E (RS B LA -

SR

Atorvastatin EiER A BAMEER - ARG SITRETINEEHE N IRMATER - ¥ U2 RERNRT
e B AR RO R atorvastatin &3 300 mg/kg/RKFD 100 mg/kg/RINFIE - BARLT
atorvastatin =53 300 mg/kg/ KATEIE « ERFIET S 100 mghke/ KAIFIEER S TN - LAY
REFE(mg/m?) BEMEREL (B LR IE AT R B ALIE MRHD AEREER 30 fSORE) 20 (&
(BT - KEZZZEETIEEIE 300 me/kg 1 ERERERENMIIFOAGIBE RS - f 7S A
FUERIE 50 Al 100 mg/kg/RIF » ERCEPR GRS - S 100 me/kg/ RN - ik HERS R
1 -

— IR R BIRZEEASE 7 R A 22 FLEASS 20 RETWD)IET atorvastatin 20 ~ 100 B 225 mg/kg/ K2
Bl - RERIEZEERIIBFEMER 225 mgke KREIER - HFRHE - WAEERSE 4 X - B RE
MR MR - #2100 mghky/RZBR - EFREEZNA%ED 21 XEAM > MERES
225/mg/kg/ R ZBHE, » HAFREEZHE%LS 91 REM - 9RAHBEREE - (TFREEEL000
mg/kg/ R4 EFEEEMEAE RIS [rotorod performance] & 225 mg/kg/ R4l » BE WS ST & 225 mg/ke/ R
4 - EEARERAURIEIERD) - (KiE AUC - ZLLHIBAE M ABEERE MRHD 17 6 (100 mg/kg)#0 22
%225 mg/kg) «

6.2 Y,

BT

T FLUART ZE 1E () Lipitor( £47225(4)] - B R SEAGBEES A 7LER 5L I SET R 2L HE BRI E
& - @R RIIAETE atorvastatin R G LEANERVIL . [BERIE IR EEY) o FEgy r] /b
Bt ANBEFLT - HEX atorvastatin G HHIHFSABELT D « AR TEEBIFAMFLER 525 RER EE A R
[+ IEAHEHRTE Lipitor S5 REIART R SR A, -

6.3 BEFHEINZIENEME

b

ZUEIE T Lipitor ] E SRR FLISRIBE - SR AT 1A Lipiton s HIM{E A B 285
[FFLRHTH BT EEIR(6.1)] -

6.4 /NE
RS T REY SIS ER E(HeFH)
T —TETE YN B OREEERTE « ¥ 10 BEE 17 5REBA HeFH X RE{ A P TR ESE

8




Lipitor {F A fk&iHll 6 LAV (KR EIRS - LDL-C - Hlapo B RN S HEANIRAL

LDL-C > 190 mg/dL » 5§

LDL-C > 160 mg/dL [1

o EAFHFERLH—SHR - EHRPMAEE LMERBCVD) -
o HBETIEE S LWEFERCYD)ERRET

Lipitor{gs F A M BMEAEN S Fesbigan N (2A B A RHEG) - FITE 1 RITIES) - FEYBLIE 4
(11) ~ FEGERARESN12)]

o MTEISTALIORLZE | THLH LA H WMk 2 T 7 —TA6(8 H AV ZC B TREER AREA R - 75 A
FRIZ10 ZErE 20 E5Lipitorty T R IEZ RS2 ZRBEIRH AR BIEEL EILEAR
AR EREERTT - RBZEFIE T B REUME R A 1Y 2oz A B R BV S F A -

o {E—TEAHA = FAIBRI LI IR ER | SOAT 163AL10E 1S5FHeFH R MM A - BRI G 5
FEFILDL-C < 130 E3/AH 2 HIfL - (REJEEIRERRATHIRE] » LipitorfE[&(ELDL-CT5HEY
4 S RIRER TSR AR A PRI S TR B A B -

AR SRERI AN - TEM BVt LR TR IR AT IR T IR 1) ~ (6.3)] -

1A 53 RERG HABR4AL ipitors SR LA (KA A S BRI FE USRI TSR il AR RS -

Lipitor FHFA 5K 105Z He FH SR EE 7 AN 5 HERTREAL i) RS -

FIBYBEE T R A IEE AR M A (HoF H)

B — (B & R R N BB MU A9 A BR P (5 LA Lipitor 80 mg/ KA
ST EMIERAER - KOS 8 RN A 2ATRE T ERE 1) - BREREII12.6)] -
65 HEA

1 39.828 i MR FRHIZE IR 2 Lipitor SAHEIGN AT 77 15.813 HL(A0%)M4FHE=65 135 34T 2,800
RE(T%) 275 1% » St 3k B LS 2 20 W7 e M S T D o B (TS i 25
B B RS IR RSB R ST A SR IE Y i A SRR AT (E 7R - (TR
AL R SRR A A BRI B BRI BB - A (3265 SR RAAREMRERT > — &
BEE A7 AR Lipitor BETESIA -

6.6 FFOhgER2

Lipitor SSFIRGEIMERFRERA « (OIGRTRRSHERS T HIRD R B N SR E ) K A8 77
SEEH1)) -

7. XEfER
7.1 {EF Lipitor BYTEISEME AT SAIBA DS REEREE Il B EL AR A

Lipitor 2 CYP3A4 f{iifilii#13 (40 OATPIBI/1B3 « P-gp 5 BCRP) (1% - Lipitor fi#ERAE

|

SIHEM CYP3A4 FEHHZE O (GRS LT - % 2 JIHesE @ R340 Lipitor RFEEM
s AL IA 7 2 R A IS W FRBR A O FH B BB+ DANGR SO TR RN BB 8 WL B[ 2 AT 855
KT B IR BB B 1 )] -

R 2: (BRI Lipitor FFEAEBUHL AR SSRIBGUIL A RRE R 2 BESH 3 E A F A

Cyclosporine 5 Gemfibrozil

Atorvastatin (iR Lipitor %I cyclosporine (CYP3A4 10

B OATPIBI WIS ) T R It LATEEME 2] - BBIBAG T

T gemfibrozil W UTEE &R ALK - 1§ cyclosporine B¢ gemfibrozil £7

Lipitor £ I - oy S0 HIL )7 S22 R s Aol IS gy i g o -

A ¢ | FEEERE cyclosporine ¥ gemfibrozil #1 Lipitor A -
G :
A5 | Atorvastatin [IUSEBIER B Lipitor MFFZHUREEEY) (CYP3A4 T0/3

JEEHEEE [4n BCRP- OATPIBI/1B3+P-gp- MRP2 FI/zf, OAT2] AYN&IE])

TEEE T+ 25728 7245 /#(11)] - Lipitor ffff) ledipasvir /0.1

sofosbuvir [ » W B 525 B AR SRS SRR RERT 2B -

TACEIE e A tipranavir fIIF ritonavir 1 glecaprevir Jii.k pibrentasvir i
Lipitor $£[1] -

o 2% A lopinavir Nk ritonavir » 1 simeprevir BJRA » FFF 2L
atorvastatin {3 FAAVEGR/ R4

o $F¥HEE A saquinavir f0_E ritonavir ~ darunavir 0L ritonavir -
fosamprenavir ~ fosamprenavir fi[l .t ritonavir ~ elbasvir fik. grazoprevir I,
letermovir BYJFE A + Lipitor BE7#A 20 % °

o $TEH{H A nelfinavir 4945 A » Lipitor BILZ7/iE8 40 E¥ -

o SEEFNG ledipasvir 0L sofosbuvir B Lipitor ftMHAVESG/ &S -

o HEESHIFTA P ALINL PR S ECFIER « IR TR aRIML- &
BB I -

#0/7 © | Tipranavir 0.1 ritonavir ~ glecaprevir fill_l~ pibrentasvir ~ lopinavir fj[i.|-

ritonavir ~ simeprevir + saquinavir fj[l_I= ritonavir ~ darunavir - ritonavir +

fosamprenavir » fosamprenavir fjj|l_E ritonavir - elbasvir JJll & grazoprevir

letermovir ~ nelfinavir » DA% ledipasvir Jji = sofosbuvir o

F55E azole FPIRMISAERNEIINE (macrolide) HidER

&% Lipitor PSE azole TRbM GRS B BRI A= 2 DL

BEiE72 ¢ | atorvastatin [IAEEREER CYP3A4 F/SGEINTE O BIGIMEEE LI/ £

FREEE RN TR )] -

St clarithromycin Y, itraconazole BV A + Lipitor BIE/7i#EiA 20 &

T - FEFEEN Lipitor BLH(t azole JEHMEZENERMNEEE RGEANIE

et

AN Ly -
AT |l - SHBCHIFTA A AIBL A2 AR AAENR « A5RIRATRR A SRR
fE—EEY) Ry -
P Ery.thromycm « clarithromycin ~ itraconazole - ketoconazole + posaconazole [ K
voriconazole -
Niacin

B/ | ¥ Lipitor BLASNMMASHIE Y niacin (—K >1 7 niacin) HfAEF » QEZE
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FIML PR ARATA L BREAE Y ZE B

INAEHE -

EE R TAMATIE 2 niacin 58 Lipitor F FIRFHTRGEE & LLAL AR
SR TR IS S < JSRATE SO - S4B A SR A
SCRORERR + T A B SR - -ZEm Ses -

[ IR E) T EFF (1 ])] -

 Fibrate YE%8%) (T Gemfibrozil Bl9p)

FIBLET fibrate FABEMING - TJACESERANPREE - fF fibrate JHEEY)EL

=gyl .
i Lipitor {JfFEf & S EAN AR ERIRSALARERERY RS -
SEEENY fibrate FHEIL Lipitor IS B 4 EL 4 4 AN A EE i
NGB | SALBFEEMN RIS AT EE - ORATEZHH - BENFHEANALARE
BIRFNER - F5 R R ARG AR AR — Y BI B R E i -
Colchicine
BacaZ# ¢ | Colchicine 8l Lipitor (RN + & 30558 ML s S B G RIS REAE 1) -
s+ E colchicine B Lipitor {FRINFHYEG/ %S « WRMELHA - SFEA
TPACERE ¢ | A AR EEOLIER - FrlETii s HRM T — 4R 8RS
B -
et
B ERAEEMT  FrRlRREMH(— KB 1.2 AT &L atorvastatin il
e HEREE B MmN AR AU B EN YRR -
TACEEE D | BYMERRA Lipitor HIRIBRAARE& &Y (Kl 1.2 AF) -

7.2 TIREERHE Lipitor REENEHREER
#F 3 FIHFTAEIRIE Lipitor EEBHVEET AR MR EFAVISEE ¢ MAVERAT -
% 3 WHEGRHME Lipitor RERNVEERREER

Rifampin
¥ Lipitor B rifampin (4AHEE P450 3A4 BYEHEEIFD OATPIBL AN
HEgeRiar 7)) {(F & &L atorvastatin (1M1 A7 BT H IR A R FE MY P (KRR « AR
o rifampin BASEAVZ G IEARS - IREEM rifampin 2T Lipitor 3%
- K atorvastatin fift R EEARANE (RIVERS -
JMACEHE T | [RINFEEA Lipitor #3 rifampin

7.3 Lipitor $HAYIHIRAE
= 4 Iy Lipitor ¥HAMEEMERE L R AFTADZEE © PRI -
% 4 Lipitor $IEANEEMARE

1 i A
BEE M9 Lipitor FOJR#EEZEEE A0 norethindrone F1 ethinyl estradiol (Y94
WETE | N | ST P E N 1) -
IPAEEE | EBHRA Lipitor #3798 A BRI HRIEA55E0: - (X S04 -
Digoxin
BEAREE - | BEFAZ EEIE Lipitor 81 digoxin 0% - digoxin EYFEZARAR MRS &S0

"

ALK | EIEERAICIEREA] digoxin HIRA -
8. BIWERI/A R

8.1 [BIREZRIfER/ A RE

NIIBRE A R EE AT RO HEEE MR AR

AL P S B A A B R [ 2 RT S L i B IE(5.1 1))
IFligls & BB (24T ET + EFEIH(5.1.3)]
8.2 EEIREABRIEER

FOMERRESRIVEIT IR AR ANYZER » Rt £ —1EEE) 2 BRPRE R PR R B A RIS 4:
RO HAER S —TEEE 2 BB AR EUR T A S A SRR  WRE LR IR E TS P AR R RIS
$ o

T 16,066 (11(8755(3 fFE F Lipitor » 7311 S1{# B2 + FElbHEg A510-935% » 39% A att » 91%5
BIEN  3%BEA > 2%HTEH A > 4%BEMTER) 07 AR & 5318 2 5 A9 LipitorZe Bi7H#}
MBS R ER ERHEE B BEZ Lipitor] GHEAYR AT 9. 7%R &2 T~ R IE(CT B B EIR) [ =& - {FHE
ZERTLARENIRA P RAE.5% « (£HEZLipitor;ABATR AL » i HIESEH s84- BE N LRI
SHETTREA [LRIER - AL (0.7%) - BEIEI(0.5%) ~ TE.04(0.4%) ~ PNRERRIEAEET5:(0.4%) « LUK ATHEE
fEZFE(04%) -

FrZ BT BRI Lipitor G4l P (n=8755) + Fx'F M HRE MR RIECT HEEK) ($#4%22%
HEnZRIRAR) R S0 3 (8.3%) - BRETR(6.9%) - BEE (6.8%)  TURLAR(6.0%) LA PRI EIA(S. 7%)-

HORZRMHREABREY Lipitor JGRREHT (n=8755) - FHH22% BRI LERIMEHAEERT BT
(5 BER )AL 5 Hn -

%5 EEFIEMME Lipitor \GMETRAT » SE%>2% B RN ZRMERIEEH 6
RIECRSREE) FALLB%1)
— (EE 10ER  20Es  40ER  0ER  TRE

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

SR %E 83 12.9 53 70 42 82
A& 6.9 89 1.7 10.6 43 6.5
M 6.8 73 6.4 14.1 52 63
POl & 6.0 8.5 3.7 93 3.1 59
PR8I 5.7 6.9 6.4 8.0 4.1 5.6
HERR 47 59 32 6.0 33 43
MEEL, 4.0 3.7 3.7 7.1 3.8 35
LA S A& %R 38 5.2 32 5.1 2.3 36
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A A s 3.6 4.6 438 5.1 2.4 3.0

AILsa 3.5 3.6 5.9 8.4 2.7 3.1
L0k 3.0 2.8 i1 53 2.8 2.9
RN 4 8 23 3.9 1.6 2.8 0.7 2.1

* ATHEAEITHE P2 A 20 % B N RTAN T BAZFE

FEZRMARE S AR SR EF R aE

£ TE BB LAY IHEAE - TR - IRE  IFX - IEHHET Ml E S A ILAE
BEAT ~ APIRESS ~ SRMDAHT - BRENREAR AV B H 240  IBHEEA S - BFTAESEREE - fih
B R - WUBRATSRI SR - FIMLN  AAERST T BB IPRAK T Ui ¢ AERY
B B RS RN - HIB  RREA A T DR IBARE ZIHERIIE -

T B HTIB SR i R R B ASCOT)

£ ASCOT [ 2T FEREH12.1)] » 10,305 ER A (FEBLTTE % 40-80 3% - 19% B0l + 94.6%
BEIEN - 2.6%BIEMA - L3%BREEA » L3%REM/ HMER) ST Lipitor &X 10
mg(n=5,168) L RITH(n=5,137);45F - TEPF {784 3.3 SFIEHEHART » Lipitor J&RRAAPIZRITIAIZ 2
PRI AR E -

Atorvastatin SRR /TGIA(CARDS)

£ CARDS [ 248 A5 ET#Y(12.1)] » 2838 258 Z RIBELKIRHR A (FFERHEIE By 39-77 i - 32% Ry
0 43%REIMEA » 2.4% 0N » 23%RIERTIIEIEEA » L 0% R HANER ) Lipitor 14X
10 mg(n=1428)sKZ B (n=1410)69% - 08 3.9 FEANBHEHAN » RIAIAYR B A MEAREE A4 F B
R RAEN AR © JGAREIAIR IR E -

PR IEE R RPRSPARCL) BF5E

TESH4.73 | L ARERFR B2 CHDIE e #2061 9 P9 8 524« SRTE MERIGAL 88 ((TIA) 023t
H(TRTEB21-9258 - %BLNE : II%BIIEA » 30%BEA  06%RTHA + 31%A3H
figAERR)E A Lipitor SOZESE(n=2365) sk 2 RYMI(n=2366)/6F » FLob L {SHLAH I 134 4EAISPARCLEIE
.+ atorvastatinifs 8401 RO BB K A 35 (1R 4- 0K PO ISR MG 523X ULN) B 88 2 2
(0.9%)BERTHCRIIEA(0.1%) » CKA 10 x ULNIRBIEA/LV R, - {HatorvastatinSHEef b 82
S50, 19%) HUSE RS TS RAIAN(0.0%) - Eatorvastatins s BRI TR T 43 FIAT 144 BB (6. 1%)R
89422 S E 8B BN B NEHIRE R3] RT3 BEIB5.1.6)) -

—TWBE B - ZEREIAEERE: - Lipitor 8027 v FE{EARML M o AT ES 4= 22 (Lipitor;& 74 -
218/2365 » 9.2% : ZERIIGH » 274/2366 » 11.6%) + {H & FF 15 b it BT 8% 25 B8 (Lipitors & E4H
55/2365 » 2.3% © LEIBIAH - 33/2366 » 1.4%) - FAH T HIEL S Mt o BRI 3% A A BRI Lipitor
SEFREN o 1700 LRirsan o 18%) « AtorvastatingH ch I EE i i M b B9 4= (38 BIFEEL i
H i o R B RS A e R AN (1 6B E R ar i R dn o ) - #E ARAZEIEA R M b G S A st &
48 i R BERSESS (Lipitor GHRAEHF 7H1[16%)] - ZERIEI4HE2(51[4%]) -

A SATEERITIE R H - RHEARAAR I I EFIUEEEE R | Lipitor 80 Z5v/H AR 216

51(9.19%) » ZeRETHAN A 211 BI(8.9%) - 4E Lipitor 80 SR AMFAL T » AL MEMBT T ZiE
LLBIRYER(E(3.3%) ZELLZRIBIAA(4.1%) ] » 1E Lipitor 80 ZFUARAAD » 84 Jk LI BEAHBEC 22
S LLBIMBUE(S.0%) BLLZRIMIAH(4.0%)K -

AR Lipitor SEEWGABEIRSBZ T RITHE
~TRTE 10 55 17 R RIS T RIS R E (HeFH) B0 B SCmig 9 209% (485t 140

A 3% AR BEBINEN » L6%RBRA - 1L6%REEMA » 4. 8% HATER ) ITHI R 26 18
MEIREERRAT - LB —RE K 10 2 20 Z 57 Lipitor {F AR &WEALY ST M E4RIE 182 - LDL-C

0 apo B R TAYZ 2RI 2 M SR R A BAE A S AT A 2 3 B B(6) OB 13
E12.6)] -
8.3 LTiikiEER

FELipitorf {SAZ AL (2RI FARAM & 43 T 7R RIIE - Mt B LR BRI O RREE R/ N HRBEAY
EE - P AT (G R S A SRS e 1T HL USRI RS R SRR (% -

LTtk - i Lipitor JAEEIMN AR RRIEIRS  ATIRN EECRNRER GG BB IS © B
M (anaphylaxis) ~ finB#HEENKIE - ZOBB(EIEZNSELLBE - Stevens-Johnson fEIREE - FMF iR
SESAT) - MEEALERE - BILR - 5 - IR - BRI PR TSR - 21X - B - Bisw
B89 - RN R A IR -

{5 A statin fEFE G FLAY Ry S 2B AL AK 2  (IMNM, immune-mediated necrotizing
myopathy) » —¥& B 88 50 B Il AR ENAHRR SR L ST F B RIS 1.2)] -

IR ENPRERE ¢ AR R L IRIACRESS - (T statin SESER BV TIRERERE (Bl ot
K FHER T - FRIREG - JRE) SIREER - ATA statin B Y5 REAMERERRE - %5
FEAMIEHRERIRAE F A W ERY » BFY statin (FEHERIIRIE - HAERSS 4 RBRIERT RECERS 4
R —KEMUE - SRR AR T (L ¥k 3 48) -

9. HE
Atorvastatin B EZHRFEHVEF 7% + WHMRERM ARITEIKIDBUEHTE - 253205 P A SR Mpek -

HH5? atorvastatin SIMAIE 1 BNESSRIEE S - SO RMURIBRELHRBEIYID atorvastatin (735
:_%._\_ o
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10. BEEAREE

10.1 7EFIHMH

Lipitor & HMG-CoA BIRESMEBEMER BN - EHBEMS
3-hydroxy-3-methyl-glutaryl-coenzyme A §#%2% 5 mevalonate fNRFATEREZE « i
mevalonate /5 WFEIEEREIE A 2 BRIHIEY) -

TEBNPMELY « Lipitor F5§lI% HMG-CoA BIRES W ST R /E A A& R - WSk
INETAMRE R MEVE R A E O MBI E - (RECF S E QIR O E (-
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TR {E L o S RS B A TR (A TR - Lipitor &R/ (RE AR AR A AV B IS R
DEFEREEO R T8 -

10.2 BE3EEERTIE

Lipitor B BRI ARSN R BERRY - FREE ERIERMAL - 2
ARAER B S AR RS AR E HEY L IEADAL - RSN EERIL R - BBl R
(KB ARE 1 BB B EAZAERVRA S 4T - ERIB R IEMBABRE 2
FIFEREE )] -

10.3 ESPRRIZZ2 %0k,
Bl - B REREEE N

—TE B AR EE I B M R B K BRI T atorvastatin 10 ~ 30 + 100 mg/kg/RAIA
B SERTEZESHENTEAASIRMEERWET | — S BHailNm -
B— B AR - SEFERRIEE AUC0-24){EHET R NEICAK 80 mg (&5
LR R R 16 fF -

—IE B AR AN B T g /N3G B atorvastatin 100 ~ 200 ~ 400 mg/kg/ K @ 45
RS G R R BAT AR & BT S B BV L3 A AT
B % BRI AUC0-241EX A ALHOHR 80 mg 1&g B
ZBEMN6ME-

Atorvastatin #EH 2 EEBAREHTE - £ T 5IUERSIMNRAEER & B E R &R T
BB UMY ETAE ¢ I BRI AR B (Salmonella  typhimurium) K K548 8
(Escherichia coli)#E{TI1] Ames ECsRE » FI FA oh B EO A ARRRAETTIY HGPRT 1£(R)
ZEEAG » LURFIH B & BN AR T 2 @ ARAEREZE UM - Atorvastatin
TEHRBE AN/ Wz (micronucleus) izt PR 2 f& s -

MR R D - BIESE 225 me/kg (56 1 ARBIREER) 1F - atorvastatin SR
ATEFTHERCA RAER o TR BIETTHITFR B RIS  atorvastatin 175 mg/kg 9
BENERTEEN 15 E)EH4ETHETEERE- 10 EXERZ atorvastatin 100
meg/kg/F(ALEARA 80 mg 2 AUC #Y 16 fZ)i6% 3 {BA% » A 2 EHRTERE
& R R 7 30 70 100 mg/kg/ RAVEIR T » 2IAVE FIHBRKES « 71 100
mg/kg/ RETHIET - K SFAVE 8B R - MARAEKEH 11 B
atorvastatin 100 mg/kg/ K2 THE - 5FAE TSI ) AIEHIARTEREE(K - A EH
HIETIE% - B¥ET atorvastatin 10 ~ 40 ¢ 120 mg/kg/ K7 HIE 4 - HHAF
RS AT R E NSRRI E ET RR

11. BBy
Wiz ¢ Lipitor ORRIRICHER - fRRITE 1-2 /NS RNER S MAERE - il

Lipitor FYEERFLIELL  Atorvastatin(FREVEEHIGEH/EHRTUIRZREY 14% » M2 51T
HMG-CoA BIFRBINGIHEIELY 30% « BT RHRREMIREZ BB EMREE LR
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Y HIT{ENE B35 Rk (presystemic clearance) K/SHT B i 8 (ERUE - £EHIMIE Cmax
B AUC 1850 &tk A& atorvastatin (U U EREIRAELT 25% » URUNE R/ D4Y
9% : (BRI ASTE A IEERZMHERVIRE AR 52 &R & - Lipitor 57EI%_EARF -
e et R EBRFE - Cmax & AUC KZIFE(E 30% - 2hifi @ (KEBEISED
EEIR MR AORR RS th B A K okl AR EBEERA[ SAH AR FE(3)]

534 ¢ Lipitor M9S5S HTiRBIREY A 381 AT MAFEOELEEF 298% - Lipitor
WM/ I LLEST R 025 - IERTAZEERLUSEZALINIRA - FRUBEXBRANE
% Lipitor WHEE WL E NIRRT [ (2EFES (1) LU RIFHFEEL EEIR6.2)]

RE# © Lipitor B2 A R0 B 1782 (ortho- and parahydroxylated)fj 44 » B
KA TER- A LAY - 15 LR R I FERAACBIE YT HMG-CoA B IRTRARSMINH]
EMEEE Lipitor 18 - MIKMERMAT HMG-CoA BIFMBNGIEELE 70%E2R8
EEETRIE Y - B85MSUBRIRY Lipitor (hATARARAIEZE P450 3A4 {UIVEE R
o S (WA S — IR EIR—5 . AGS AR Lipitor K erythromycin(4lA

B EYTEER AN S A BT A EEE RS IRES S {F T glucuronidation) -

HEM © Lipitor RHEAGHEMSARTRE /AT IMGE 2 1% - TEEMEHEY -
BT A G TSR FEER o Lipitor 7E ABBRT M AR L 22HA4T 14 /N8 -
BRAGEARSEY - S HMG-CoA BISEEAVINGELRM- IR E 20-30 /1
B - [ARIGEE% - BRFRIAREIVRAT atorvastatin FIE /DY 2% ©

KBRS

EAEA © Lipitor JEERFEZEA(2 65 B0)HIMETRELE AR A S  Cmax 433470
40% + AUC &880 30% - BEIRERIEE » {Tfel—%& atorvastatin BISTEEMHA
RS T RS O I (SRS SR ISR A K [ AT R L B I5(6.5)] -

FREE - - -TERENME: - BHA 8 BegsLEh  IXIERENREERIEE S  BURR
FEZHF Y atorvastatin I ORELER T LIFAECA - R8T fy & HE HeFH
/A0 BB 17 5 n=29Y&$]2> atorvastatin FREE PK AELUA0E- - TS JL 288y -

RN @ Atorvastatin fE L PEMMAT A ELREERF - Cmax #9480 20% - AUC 49
[#{% 10% - #4705 » Lipitor [R{E(EZREASE (1 IEE R A RIERG K £ a0y
RBlEs -
BIhEEARL | BRI R GRS Lipitor AYMEHEA K FER(EREAE CIIsERE
BIRE c BB TIAET £ A B RER B 2EHEZRFE() I8 T EE
JE(5.1.1)] -

MENT © SRR A AREIE A A E AR - HEAE atorvastatin G237
BENESANERES - SUENWRER A G INAEENRIRE -

FFThEER 2 @ LRV ERT M A - atorvastatin (9 MAEBAREEFE © 14
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Child-Pugh A #3% A - Cmax 81 AUC & 1810 4 {5 ; 47 Child-Pugh B 4% A » Cmax
REBEMIT6 %+ AUC KEBEIN 1| F[ LA -

B E R

Atorvastatin = —fERT kiSRS A (OATPIBI f1 OATPIB3) AY&H - Atorvastatin
B By OATPIBL (S2E - Atorvastatin thiHESE Rtlkt iEHiEEH BCRP
B2 HalRERR I atorvastatin IR ERUCFINE A EER -

% 6 BEFIBEMISAtorvastatin ERG)EATR R

(ElEEtEIN
Rifampin 6005 37QD" + 5K 40 7SD°

AAAAA 0.20 0.60
(Caaiziis ON
¥Gemfibrozil 600 W BID® » 7K 40 7ESD* 1.35 1.00
"Fenofibrate 160=Z7QD? » 7K 40Z5SD¢ 1.03 1.02
Boceprevir 800mg TID! + 75K 40Z 7 SDe 2.32 2.66

SRR EEEYERRAILL A (B E T B2 A NS B B Matorvastatin) -

! IEREZF SRR IOEREEG) - URXEERT) -
* WHIEBREER M K270 L2 2 HIRE AR

AUCTI IR S (AUCKIEL AR #2.5) F(B)Cmax Ft iR 8 CmaxBILE (B

RS THHYHE -
FHRIB L EER 8- 16/ N FTIUE Z B — BN LE A -

T prifampin(EEEE 2T T {E I + Esiiatorvastatingrifampin[FIEF & 4F
187 NBNERSI Trifampin 2 5 4 Tatorvastatin + & {Jiatorvastatinfly

MR R -

+

TEIEs ERFT (F AT saquinaviriritonavir B 5 A 2 ERK_EFHE FIRVEIS - &

E& PR {F RN A8 hnaYatorvastating 72 B & bEA+ Ihatbe - AT Z2 21093k

o BRIt - I/ OB S PR B T B -
" gR-K

R =R

¢ HpE

¢ BRUR

© ERIIR

=R PN

= 7 AtorvastatinBfff Fi B8 BB BB

Bt Y R B Atorvastatin
HEER) AUCHIELE® | CmaxBELAE

*Cyclosporine 5.2 //NT/H » 185 | 10E7QD® » 28K
o 8.69 10.66
BlE I |
"Tipranavir S00Z% BID"/ritonavir 10=ZSD°

e 9.36 8.58
2005 BID"» 7K
*Glecaprevir 4002 7% QD/pibrentasvir | 1027 QD” » 7k TR D
120Z7%QD* » 7R ' '
*Tipranavir 750255 q8h' » 10K 20 755SD° 7.88 10.60
#-1Saquinavir 400ZZ 5= BID"/ritonavir 40Z71QD + 4K
400 TIBID® » 15K 393 431
*Elbasvir 50 55QDgrazoprevir 200 | 102%SD¢ 1.94 434
ZE5wQD? » 13K ) )
RSimepreVir 150ZT70D? » 10K 40 7% SD® 2.12 1.70
#Clarithromycin 5002 %3BID® » 9K 80ZTIQD* » 8K | 4.54 538
*Darunavir 300 Z7ZBIDritonavir 100 | 10EZ272QD?* » 4K
SEBIDY 0K 345 2.25
Mtraconazole 200 55QD? » 4K 402 7iSD° 3.32 1.20
Fletermovir 4802 5QD® » 10k | 20&2:SD° 329  [2.17
*Fosamprenavir 7005 10Z%QD" » 4K
BID/ritonavir 100257 BID® « 14K 233 284
[] B =i b = a e
al;osamprel1av1r 14005 BID°» 14 | 10£5% QD" 4K 2130 4.04
“Nelfinavir 1250%1 BID" + 14K 10Z75QD* » 28K | 1.74 2.22
e T 0 240ZF QD™ 40Z5SD* 137 1.16
Diltiazem 240%5.QD? » 28K 40Z53SD¢ 1.51 1.00
Erythromycin 500Z357QID® » 75K 10275 SD¢ 1.33 1.38
Amlodipine 1022757 » ¥ & 80ZZE7ESDe 1.18 0.91
Cimetidine 3002 72QID* » 2iff 10E7%QD" » 23f 1.00 0.89
Colestipol 105ZBID® » 243§ 40£520D" » 8iF | R (NA) 0.74**
Maalox TC* 30Z7|QID® » 17k 10Z35QD* » 15K | 0.66 0.67
Efavirenz 600Z QD" » [4KX 105 3K 0.59 1.01
“Rifampin 6002 77QD* » 7°K 40ZTISD* 1.12 2.90
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Atorvastatin Bt &Y B H A
By RER) AUCHIEEE CmaxifytLAE
80Z T QD" » 15K Antipyrine + 6002 57SD° 1.03 0.89
80Z5QD" - 10K | "Digoxin 0252 5%QD" » 20K [ 115 | 1.20
40Z5QD* - 222K DB ZEEQD - 2{@ A
- norethindrone 1 €757 128 1.23
- ethinyl estradiol 35y 1.19 1.30
10Z7iSD* Tipranavir 50077,
BIDY/ritonavir 200 %BIDY » 7 | 1.08 0.96
X
10Z5QD" » 4k Fo;z?mprenavn' 1400 5= BID® . —
14K
10Z550QD" » 4K Fosamprenavir 700577,
BIDY/ritonavir 100Z5BIDY » 14 | 0.99 0.94
i
bR TR SREACHAERIT) -
P ER—R
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Lipitor FFNEFREZ warfarin RHELERNIHARF « S5k AR R HE S A RIK
LIERFENRE -

12. EEpRHABR R
12.1 TR OMERR

A E- YRR S CMEEE TR BR(ASCOT)IHFEAE 10,350 44 40-80 BR(-THY 63
R R A A CNIESE - MAFAEREEIRE <251 mg/di(6.5mmol/1)iTEs (i EER A
th, Lipitor (atorvastatin calcium)¥f i EIEHERITEBIEME RS CIRAVRZEER  SE50 » AT
BRAZEVE Z@OIERBEER T~ © BH81.1%) - #5818 55 5%
(84.5%) ~ TfT(33.2%) * LR (Q24.3%) ~ —FEIRITHLCIRATE H.(26%) ~ HUIEE
B B FE AR EE L AYEL(ERBIB 6(TC:HDL > 6 » 14.3%) ~ RIEBMBEBH(S.1%) ~ A7
LEALA(14.4%) ~ DARTEE4E ARSI A B14(9.8%) ~ FrEM L EEEH(14.3%)
EHR/EEAR62.4%) - FEEY S TRBIS AR - HAEZEMBEERE
(B2 RAE © JEMERR PR < 140/90 mmHg - ¥EPRIFRIA <130/80 mmHg) » if:
WS4 + —40$ER Lipitor &K 10 mg (n=5168) » —4[#EZ L RIM(n=5137) -
FIHALBITREE S B UBIR AN NERGUSF S AT SR
TE A A BIAS ST EERE R ] - S EERE AR BRI T2 33 F -

Lipitor fFK 10 mg $f M Aary R B SC A EG PR s ER4E AL -

Lipitor BUE IR EEIRBIREE HHEOEHE D LA (Z2 I BIAH 46 2K+ Lipitor 4H 40 %)
WFEESEM LR ZR LRI 108 X > Lipitor 2 60 JORVE AR » AL
{& 36%[(tR#E 3 4= 3 « Lipitor 4173 1.9% L RIHIAN %y 3.0% » p=0.0005(ZRIE 1)] -
RS - RS © AR - AAEEFDIAEIREE » ERIE (EE R —ERY - MK
FERRE BRI TAL AR E (AT » Lipitor #VAR - HIAEHET % » BLACIE 2R i fui i
TEMEER -

B 1 Lipitor 10 mg/REIEESEMLIERERE VREC EBBERNBE
(ASCOT-LLA T%%)
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40+
~
oy - — AV EBLAl 'l
£ 30 === Placebo an?
o P
5 '
2 | -
g 20
W
E
£
3 10-
HR=064 (I §0.0.83) pe0.000%
Ll T T T T T 1
oo L5} 1.0 5 0 25 ERH A5 Yoars

Lipitor t12{7 {08 B 3 T 7940 $ R EEE TR 42% (Lipitor 835 1.4% &
HER 25%) - BEARIEMERIESIEME T ARV R ETRE A B KU
(p=0.01) - HERLE- -FEHFIHIEE - HBEIREEE 26% (334 %R % Lipitor 4
1.7% S RERI4R 2.3%) - FERIAR 2 F) LI ESE T (p=0.51) EIRLMIESET (p=0.17)
MieAAESEMER -

1F Atorvastatin SEFR I EI BR(CARDS ), BF4E 1L 2838 B2 H (4% A 68%
BB BtEA  5E{ Lipitor (atorvastatin calcium)¥ (il S B (C VD) BRI 4E
B E - EL ARYESS B 40-75 Y+ TREE WHO S BT 58 THRIMERRR - LART
R ME BERNIRE S (KR4 A (LDL) < 160 mg/dL ZEE HHHAER(TG) < 600
mg/dL ;B BRI AN 1B (AL EAYEREN T IE(23%) - = MmEE(80%) -
TRAEIEFIEE(30%) ~ T ELIFR(O%)BE LI IFR(3%) - AT B YA ES M
BTN - FLEE 2 B0~ RS - e TR 2 E L —tE—(1:D
MIECBIREHERET Lipitor &K 10 mg(n=1429)8ZR{M(n=1411);67% - IBHHS L
B 39 4F - TEREEEE L TYHE I —EEAGIESS - LIUEE - &
M LRIET ~ TIRERL LA  ARMEEEN TR - FESI RN
R AR -

THBNEGATRAT | THEH 62 5 - HoAw 77% - (RBRIRE (IR
(I8 120 mg/dL. - SBREEIRSSP ALY 207 me/dL » =HE ENAEP (20K 151 mefdL » &
TR E B IR (78 S2me/dL -

Lipitor 10 mg/REH M ASRAATREREL S ATHYER AR BRES SRIAM -

Lipitor B I A B B T B RIS RS #IE8 A= 3(Lipitor £H 83 2
TERIEI4E 127 %) AR FE(E 37%  HR 0.63 + 95% CI (0.48,0.83) (p=0.001) (£
AR 2) « AHDLEHS - MERIEEARNAS R Byfnl + Lipitor 19953 -

Lipitor {fi i E\GY MR ETE R 1K 48%(Lipitor 4H 21 2 » Z7RI15(4H 39 2¢) » HR 0.52 »
95% C1 (0.31,0.89) (p=0.016) : .CHIAHIERIEREIL(E 42% (Lipitor 44 38 2k » %2R
B4 64 Z7) » HR 0.58  95.1% CI (0.39, 0.86) (p=0.007) - {E@TAIZ RS » (o8008 -

MEERR ST ORIECSEES AR -
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Lipitor 4175 61 I3ET » ZZRITI4HA 82 FIZET-(HR 0.73 » p=0.059) -

[l 2 7£ CARDS B > Lipitor 10 mg/R$ 4 BRI EA:(OHUEEE - &
f& CHD 5T ~ FREZ LGS - RREIRER - b )RR

15
Placebo -----
Atorvaslatin
9 -
ki 10 g
= = o
o
2 = Az
= —
3
E - T
S ’ .“_.-- _-’/J
_-'"'_:—_.—"’ o
| =
2 HR 0.63 (0.48-083) p=0.001
0 b
1 2 3 4 5

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

122 FERRERSAE S, B & B RS iE

Lipitor T {8 & A i i (R BV & FRIRB R JERRE) R S WA R T
(Fredrickson 1a J 1Ib Ry AB94AEEARE - (R EASE O IBEE - KRS
HOWEER - B5EOT B K=BrHIE - WIRASHAEEE OHERE - JaFN
RIEBNEEHIL - RAGRRIURE T 4 BT TRIPEFHERERS
BT RAFAT -

Lipitor $ 5 fE = AR dnsE A A BETTRD SIEMTTICE T = =B M - BiEfw
o BB ANTAR -

WA EAEMEREITAIS PO BN - BIE S IEANETR ¢ Lipitor §K—
WL B v B T EARIEER(TO) ~ (REMAER A MBER(LDL-C) - BEER T
B(apo B): ZBEHHHAS(TG) - (PELHIEERTITR ) -

8 ARFEStERRERDERE ANRBRE EEREEGEBCESTL
KSR {E)"

Til®& N TC LDL-C ApoB TG HDL-C  Non-HDL-C/HDL-C

R 21 4 4 3 10 -3 7
10 22 29 -39 -32 -19 6 -34
20 20 33 43 -3 26 9 -41
40 21 37 -50 42 =29 6 -45
80 23 45  -60 -50  -37 5 -53

R TER B A FERR FTE R 2 46

EN 24 THY M B IE LR Fredrickson Ha 24 11b Big 5 & B i

21

(hyperlipoproteinemia)f A& » Lipitor 10 ~ 20 ~ 40 F0 80 mg & RN S HEIEER
REEIRE B AR E BT b8 25 T - 28 75 G B0 hlz 6.4
(-1.414)~87(017) - 7.8(0 » 16)F1 5.1 (2.7 » 15) = L4 » BIEEDRIAT M35
DHEENEERE - (REEAEEQIBERE - =R HAHE - SRR/ S EEREEQERE
B - RARFE AR A M R/ & R RE 4B A S E B th BEE K -

=IH% L S YL Lipitor BLEA statin SREEYI S E R MR ANTRR - 18
W% » W AJES Lipitor £X 10 mg BREIERE 2 #UMBLEHE 16 (R 9)

R REREEQEBEESEAEIEGES - M - SRR

SEE Non-HDL-C/
(BREIE) N Total-C LDL-C ApoB TG HDL-C  HDL-C

s

Lipitor Il0mg 707  -27° -36° -28° -7t +7 -37°
Lovastatin 20 191 -19 =27 -20 -6 +7 -28
mg

FEE Y 95% 9.2, -10.7, -10.0, -152, -1.7,2.0 -11.1,-7.1
! -6.5 -7.1 -6.5 -7.1

g 2

Lipitor 10 mg 222  -25° -35b 27° -17* +6 -36°
Pravastatin 77 -17 -23 -17 -9 +8 -28
20 mg

=R 95% -10.8, -14.5, -134, -14.1, -49,16 -11.5,-4.1
oy -6.1 -8.2 -74 -0.7

W 3

Lipitor 10 mg 132 -29¢ -37¢ -34¢ -23¢ +7 -39¢
Simvastatin 45 -24 -30 -30 -15 +7 -33

10 mg

=R 95% -8.7. -10.1, -8.0.-1.1 -15.1, -43,39 -96,-19
(&L 2.7 2.6 -0.7

"$ HDL-C DISMNIFTT 2BORER » AR R 95% C1 (YA {EFRmE Lipitor
FF) ¥ HDL-C &R + IE{AZ R Lipitor A - {§E5E8EA & 0 T
GiEt FEAERVER -

T HEHER lovastatin © ANCOVA »p <0.05

b 58 3% 7 B pravastatin + ANCOVA » p <0.05

¢ HE#EEPsimvastatin » ANCOVA » p <005

*® 9 FRYIBIREE R Z (HE R SR R RS RINRZET B -3k 9 245 Lipitor 10
mg BIETHE lovastatin + pravastatin #1 simvastatin LEEZIIER - ILRETIMIFIE S
TSELLERHVBE S R AAE H 4R -

12.3 B=FHHARmE

TS EEEREER Y - 247644 S = B B M AR (LA (Fredrickson 1VE)i A f
6 0 MFIELipitorAYR JES IR N R(R 10) - BEEHEZ Lipitorl&SEEMTAE =

22



ik AR R T (B GRVE - fKIE)RS65 (267-1502) -

10 WUB=FHMEARIRSREA | BEGEB LRI TR RrBEUN
8 BKME)

skl Atorvastatin 10 Atorvastatin 20 Atorvastatin 80
(N=12) mg mg mg
(N=37) (N=13) (N=14)
=fEHEH -12.4 (-36.6, -41.0(-76.2, -38.7 (-62.7, -51.8 (-82.8,
A 82.7) 49.4) 29.5) 413)
4B R =23 (-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) o
HDL-C 3.8(-18.6, 13.8(-9.7,61.5) 11.0(-3.2,25.2) 7.5(-10.8,37.2)
13.4)
VLDL-C -1.0 (-31.9, -48.8 (-85.8, -44.6 (622, -62.0 (-88.2,
53.2) 57.3) -10.8) 37.6)
JE HDL-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)
12.4 Bl ER A R ¥ IMiE

-~TARI R 16 PR E Y R E (LT (Fredrickson AR A (FEE#Y - 14 Aapo E2/E2 »
2 Aapo E3/E2)ABRI I SARERAE RIIN TRER]L) »

# 11 : B 16 FPRaE O RE M (Fredrickson 111 BIHASIFIBIER X3

B
HGEPIEOR/NME YL B R/ME - A E)
B AMHE) (mg/dL) Atorvastatin 10 mg Atorvastatin 80
mg
s s 442 (225, 1320) -37 (-85, 17) -58 (-90, -31)
RS H S HAS 678 (273, 5990) -39 (-92, -8) =53 (-95, -30)
IDL-C + VLDL-C 215 (111, 613) -32 (-76,9) -63 (-90, -8)
3E HDL-C 411 (218, 1272) -43 (-87, -19) -64 (-92, -36)

12.5 AR TR IRESEE AR i

— ISR ERANITHTE D - 29465%-3 TRRIIFI BV BE S T RGBS B B BT M E R A\ B
G EHREME20-80 mgLipitor&HF - LIRS » (EFEEREQIEEREFY
BEAE 18% o 25 B (7 RE MG 75 3 B (B0 B M 458 A\ B9 T2 39 060 9 I I 2 20%6 (B
7-53% > tp{iL¥i24%) - HERALIRE ARV Z ISR O IEERREIF57-24% - #1829
ERAT » SNEREEREIEERER M - TESBEAIMOIBAD  2A8
AT AR Ai(portacaval shun)SMEWERRE OB AT ERIEE K
BRI AN EE S B OB EIRE T3 a%(522% -

23

12.6 RBESTREDRIRERIE RERA

TE- R HER- -BARC M GRS - RIS IEHTE S 187 & 10 55-17 5%
(F19 14,1 57 BA RS T RIFEN SIS ER2 M AE(He FH) SR8 2 & i B8 &
B 10 B 45 VISR ERY L T EHEE T Lipitor(n=140)BZRIBI(n=47);4%% 26 1 -
A& R BIFFHESZ Lipitor J&I7F 26 18 « FRBH ST AFEE By KA E IS TR A IsE i
TREEMIESEEE = 190 mg/dL » LQHERE RS T (A WS EIREE AT ELBEE = 160 mg/dL
HAFRGIEVEERLIETRIESE » 30— s A e A R M L IS
7 o AEREFEERETE QSRR I 98 5 Lipitor 44 218.6 mg/dL(&iME :
138.5-385.0 mg/dL) » Z7RII4H 230.0 mg/dL(EEE : 160.0-324.5 mg/dL) - Lipitor
HBEB(EX- -ZORY 4 BF 10 mg  NEEHEREQBBEIRER > 130
mg/dL + BIFEEZ 20 mg - % Lipitor (AR AE SIS 4 821575 718 A
(55 7%)FEFHBEFHSZE 20 mg -

£ 26 BEVESHE - Lipitor HEZHNIEEAIEER - CEEHERECBER - =
BeH mRE RASE S T B AR (SMI%K 12)

% 12: Lipitor PN SA SRS A7 5 R A o i 1 e i i R S B e i i
E‘ﬂiﬁ%ﬁﬂ’ﬂl‘%ﬁﬂﬂ‘éﬂ%ﬁﬂiﬁﬁﬁﬁtﬁﬂ%ﬁ BEGREM LTSN
FIE)

EIE A WEE CEEEER SEEREEAE Mt ISEOC

W R iRERE Gz A CE

ZRW 47 -5 -0.4 -19 1.0 0.7
Lipitor 140 -31.4 396 28 120 -340
Lipitor 4R 26 B EHRIETINEREERREQIERIFREVISE S 1307

me/dL(G#E © 70.0-242.0 mg/dL) » LRIFU4DE 228.5 me/dL(FIE @ 152.0-385.0
mg/dL) -

G FE—IE A= F BRI - FEEIIREERTHEST atorvastatin BYERZE » SZFASE
YA 163 fir 10 BEE 15 % HeFH A (82 (it B - 81 firdciz) - FrE i A9l
BERST HIERIR 28187 HeFH CERMGERIEMR LIRS ) - HbZnE
A#IE 98% » BATEEMAGTRE] 1% « ALY LDL-C A& 232 me/dL -
Atorvastatin EEETE BER—R 10 mg » WREHEFEF LDL-C < 130
mg/dL 7 AL« s ER O (1Y & RS BEAN RS LDL-C FHEA B e iR E A AR A — 5
B L7 i AT R BT B A SR i A B R T & -

T SLEEIRTE S Lipitor ARSI PR (KR A LB TR R 2R B TE 1 BT & 1B RER S SR fETT -
13. EEERE

13.1 a8
2-1000 fi $BH A
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13.2 %
FHIRAE SN R -

13.3 G
SIS 30°C Tt -

15. FA
RRZ : USPI 202011-4 (MOH 20220628)

8 3% RE : Pfizer Pharmaceuticals LLC

i ik : Km 1.9, Road 689, Vega Baja, 00693 Puerto Rico

40, & B Pfizer Manufacturing Deutschland GmbH

i 4 i : Betriebsstétte Freiburg, Mooswaldallee 1 , 79090 Freiburg,Germany
B AR ETRAE]

Ak BKEHIkEEAMBEIIE 43 B2 2 157418 3B 11BA®
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o bk EIEWEREERE 5 7SR 27 18
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