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Atorcal F.C. Tablets 20mg“S.C."
BEZERF 55 055583 5}
RHEENE S M
hkZA<H#H 2025-11-13

MR
1.1 BUMSKRZE
Each F.C. Tablet contains :
Atorvastatin Calcium.......... 21.65 mg (eq. to Atorvastatin.......... 20 mg)
1.2 B
Colloidal silicon dioxide, Sodium lauryl sulfate, Sodium carbonate, Sodium starch
glycolate, Sodium bicarbonate, Tartaric acid, Cyclocel mannitol TAG, Talc,

Magnesium stearate, Hydroxypropyl methylcellulose, Polyethylene glycol 6000,
Plasdone, Titanium dioxide.

1.3 HIR
fRIXEE -
14 RN

HeBEExE -

(MR SZBARCH)
SEBEEME - & =M EMiEIE - §REKR DA OMENE_ERERESE  BEEDE
E—HtEmEEREY - SRSME - fEERE - BEBK - 3RE - Atorvastatini@ A

R BREOHIEZENER - BREFRENER - FREYSMVRSEREFNOMESHRER - R
R 2B RO0RNEMEEE BEEEVE=-EEMBS RERES - BEF_ERERE -
FRKRKRFNRSSH - MAEBRIEBR - BB - S5 —FHAESSH (B M) 605 (X 1A=
RBETRSH - AtorvastatinEBRR : BREONBERNER - REFENER - BEDE
BEME OB ER -

A EA

Atorvastatin]{E R ER BIEHINEENAE - BRERZUSEEREMEEEES FRE
B RIEREE SEER ME) RS R SR MAE (Fredrickson lla&IIbE)fE A B4R HEE
B2 - BB EREEAEER(LDL-EER) - BlEE=R7TB (apolipoprotein B) & =B HH
f - WHEIEBNSZREREEPEEREHDL-EERE)EENBE=KEAEREAS
(Fredrickson IVE)RIEA - DIRE R BEBEYRAFNRZURIEERESME
(Fredrickson IIIE)fIFEA -

HREAEESFREESEREEMENRA - SRBREMIEZEDEENRNAE
fF - atorvastatintll O [(R{EHARMEERE K ER EREERS -

P.1



5EmA(10-1758)

Atorvastatin Tl fE B R 2SI B B3R BRI T RER SRR R MENER
ﬂﬁmwﬂ@§900Wﬁ)W%%nﬁ REmE Y ENE TR - T RARK
(S @IEERS - LDL-IEEES - FeE A TR
a.LDL-BEE & 32190 mg/dLs}
b LDL-BEEIES 32160 mg/dL :

. BRBEMLMSERNTES

. REFABWELN L NS ERBRET
PR S IR E R M L B BRI B (L1 M B Bm AR S A - G MmASEIfE
222 BRRATN ABEN—IS - BT R IREIEAEEAREEROER
5h . PR MMASTE QAT AR BRI IR thIE B A RN R R TR T B R (S R 1 15
LEEFEERNEESE(NCEP) SRS ) -
=1 ZHEXIEEEYEESS(NCEP)ABEISE i : SEEMAAERNESE S
TR E R B EEA B A E T T REAR 5 B,

TR AR R

: BERENLE
. EEEEEARE  HARBOEEE o R
R EE R . REEEERRE
2 E1E(mg/dL) fEEREE (ma/dL)
(mg/dL) ?
CHD?s} @ >130
CHDZ@EZE(10E@ <100 2100 (100-129 - &%
Bﬁ>20%) zazfl,% A)“—)b
104 [E s
2@ ErBksEF 10%-20% : 2130
N <130 2130 -
(105 & fE<20%) 10FEEE<10% :
>160
>190
(160-189 : TIE /&
ERREES 160 >160
tamkRET : P A
zazﬁ‘r%)

4 CHD - Bv&

b gk s E AR M A E AR S i E (BB Pe S AR ERE 2 <100 mg/dLEg B AZ -
EE*&WAiLm%ﬂibiﬁf)\ﬁFﬁﬁ BEZEREQNEYARE - HthALLRE#E
RUBIE=EAEASZE BERREEESENEY - Wnicotinic aciddfibrate -
B PRF Rt Ol BEZ K AR S B R ER RV ZE )8 7 -
CATRBERO-1EBREFINAEI0EREEE<10% - FIL¥ER0-1EBKREA T
HmAARBZTE10F MR -

ZINEBEREREREEEZR 2%  BE=BEHEBENA2200 mg/dL - RISESZERSE
BAEERE(REEERSZEEEREER) WA S EENE _BE - FsBEREANE
Efz B ERELSERRENNEREREEEEREBES30 mg/dL -
FtREALipitoraE 2 Al - FESTHEFR S IEE B2 M AE AR &8 R E (Bl R B EFIAR -
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HARIRTEBEE T - BRERES - EEEAME - FHEYNRE - EthEYeE - RE
®)  WiAIAREEE - BREREEAEERE  SZEERERREERE - R=—KEHHES
MBS - $R =B HHAERE <400 mg/dL (<4.5 mmol/L)IEA - BEEEEEE
Elfz O] A N AIATAEET ¢
BREREAEER = EIEER - (0.20 x [ZR M5 + 5BEREAEER)
HR=FH HAERE>400 mg/dL (>4.5 mmol/LEA - EEANERERE - BZ
RBEER VARAEZEEREREERRE - Lipitors R EMAEMNEEA S5
F 2 IEEBE E (Fredrickson BV R VE)HUEBHZ -
ZRIBEREERABAESHNESEERERMENFEZEM O MEBEERREENRERA
HEERRRE 2 |mmm T

BZEREEEREERE

nEE #AREERZ(mg/dL) (ma/dL)
o= <170 <110
B 170-199 110-129
EE=) =200 2130
RAKRHEE
TSI RRECE 4
3.1 HZHE

—fi% : £ F atorvastatin J&EZA1 - MEEXAREESNRIES - EE) - DIRIERN
BAREESE - %E%U%H%PEJIHF I B aEEMBIENER - AT
atorvastatin)&EHIE - IEEZENEIEREESRRSE - BIE#E Ratorvastatin
10-80mg - EHRA—=XK - HE%E%F‘?EH%K}’J Bﬁ%‘%’tﬁ%i’]T REYRTR S 4 15
ERREBRALDL-EEENERE - AEBSEABEANERNREZEEESE) -
F%A atorvastatini‘\rﬁ/jﬁﬁﬁmﬂEZQ EBER2-BAREMIERE - WIkIRER
BENS - MRBABRERZFatorvastatinM T IRESH S 2 EERX G ERMRYZE
¥) - atorvastatinfElirEIEEAEBH—R102% - ot BEE R RS EIERE80=
BT - ERELEER TSR OEZEEREEHE  IRFBERENE  JEZEEEREFEEZER
REER(T)) -

MREEB—RRE - BRRAAEGREBBNTE - MEE N —RIBER IRZER E 4
B -

[RE§ 4 S IR E B2 I A AOR & B | Is M AE— KX 25 8% A Fatorvastatin 10 mg& HAR A
—RWEEMEHGRET - BERAEVREMBEZALIR - MEAKREEYIRAES
FIEZ AT - ERIDAEHABINEESEAEUR -
BRESFREESREEME—IEH HEEES FREESEREMERARS
A RZEERMFERETR - AZEH A Hatorvastatin 80 mgEBRELDLIEEEZ AR
15% L1 E(18-45%) B S & -
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A% A

ERESFREESRERLNERERA(10-175k)—2FELHER10mg/H - &
3.3

|£ 420 mg/H(KR20 mgE| ERBHE LB AR PHBMER) - BERES
BEEREANBAERNE[SRBTNEEBEXEEREHSZEZ(NCEP)ERHEEESE -
IR (10) RIEEIE(2)] - ERERABSEXM—REISRHE -
R RARE
HIERERAZERA—(ZRRETEG) REE
BNEAZMAZER—BRERASH

SEEEIAG)] -
Z s ZatorvastatinWIMREE - IAEBFEBRE
ELDL-IEEEE R EREN - Bt - BIBEARmARBEREREE -
EBE ANZEA—AtorvastatintIZ £ 4 - BUSEMIEEAR
M BERAE 2B B ER[SEENE NERET))] -
4 Eg
TR SCERECE |

BEESNER  ®ZFBA

1. FEEMERN R e A RSB ABRENFE LA ZRA -
2. HABEE[MOBHZHA -

3. RZ[SREAIREEEEIH(6.1,6.3)] -
4. HI[SRBKREREEEIE(6.2)] -

5. AT RIS K I FFREAL -
5 EER

ARSIR

T RSTRRECEL o
5.1

2R=A
=

/IR EIR
5.

N

1 HPSRE AR AU A B AE

44

atorvastatinOIBEE S A AL ARE (ALAKRE - BESED - WS
(creatine kinase, CK)EE BB 1EEE LR+ =) MEAPA B (B RE
HERENRINAEERNSUBERIS) -
atorvastatin);&&E M 5| REEfR A LA BRAE B ICI S -

ZE R EEAR Astatinff 224 (815
S E <5
ALARER

BINBEAZ ~ EREA

B EF e EFER A5 £~ FIEEHI P ARREEEE T
F RE 24
REERT)] -

+ =g

WA - DU BRFE

A

S

| £ aJatorvastatin [2
FER SR/ B P 958 4 % A A AL VA R E [ B 2 ST B

R A EERPAS0 3A4 (CYP3AA)M /SEMER (BN : FER

nEMER
anion-transporting polypeptide [OATP1B1/OATP1B3]) LUK P-EE & = (P-
glycoprotein [P-gp]))WHIFIEA

78z B2 AN

1<

(breast cancer resistant protein [BCRP]) « AP &k FiE 82 M i (organic
AR BE
E=

=

2

EfEHOIREE
EMERRENREMEAIARENRR L - A2

pibrentasviré2atorvastatinfft Fi - &t ¥ RS E s

==
F=og

& fNatorvastatin
cyclosporine ~ gemfibrozil - tipranavirfll_tritonavir - kglecaprevirfil k&

- azole B BE
P.4




5.1.2

5.1.3

# . gy BIRARE(macrolide)TEZMEA - EFE I HETatorvastatinEI£
5% - BffatorvastatinEAFRET MASEIZ (> 158/K)MIniacinf8Z£Y) - fibrate
$82EY) - colchicine - MK ledipasvirfill_tsofosbuvirft ks - BHRALARBE/
BANBARENZES (ZBERIER/ARKIEQR)]) - FEEFEAELERMY
meattARENEANARENERIEINRESEZSBREERT)] -
iR Aatorvastatinfym ABRAZERBEE M T(—RBB1.2AH) [
BRAER7)] - IRCKRERZE tASZEHARLUBIARE - FEA
atorvastatin - &% Hatorvastatin - JLAREARFICKEE LA JEER M AR AZ -
ERMARESURRERE - BHRBRXRERBAOVABRENBSRIES AR (B
o MIMAE ; K5 ; RENBIRSE | EAFM ; A8 ; REMH M -
AW EREER ; EEAEGIRER) - 5B RFMatorvastatin - E5
YA BR A St ig MatorvastatinBEI £ - FBEANRAB I ARENEAIN A BRERN

R - mEARBUREENBREAIARRENAAERE - BRIEND - &
RIZ P BEE A B BT -

&5 2RI A AR &

FEBRESIEZIRIEENARE (immune-mediated necrotizing myopathy
[IMNM))W#EE - B —EERRRIRRKE - B MAstatinfRZE) AR -

IMNMH =% - BEFRstatinffZ2Ya% - BIIRIROHIARDEIE
L BIEEF S ; MHMG CoAEREIMEEZ5 ; AR B RAEITHEAL
ARE ; BUREINFIESERNE - R E2ETHEHMS LN ARRMMS
Bl - UsEFEEFEARBRIGIEIAE - MBERAEstatinfBZEY AT - FiE
EEBIMNMMERS - NREMRAEstatinfBEYFHREE - FEAIIMNMA
EJEFNEEAR -

N ThBE P 1t

FRAAMUESIERANESBENFEAS  EFMBARARERGERNZ
SHFIhEERAl - WEMEARAEREIEEELIRMEGZER - 8K
g BERAE - 6LEAE  REFUAFESE  BEINAZER - HIRES
ZERREAR (MRS - BRARE « BBEREK - G LEAE - FERI=ER)
ReHE  FHERMIBENHGAREMDASHER - BEAFELE - ERRE
iz g (Alanine Aminotransferase, ALT) & X P9% iz 4 #8 f% B (Aspartate
Aminotransferase AST) - H BB IER & E LR3E - E=E - BEEREE

StatinfRZ%4) - FMEMPEMAEZEEY)—1% - IRAEZ BN L CREEER

e - EIRRERAB0.7%R Batorvastatinkfms A IR S EER B ZA M
BREFEASNIRZ(MRYZREBIERE LRIULNIFZE) - BLEEE
RIE EFEfFatorvastatin 10 ~ 20 + 40580 mgWEIE T 7 51.20.2%

0.2% ~ 0.6%5:2.3% °

TEEREEPE—2RALIRSEE - Eftm A ZERI IIEERE(LFT)I L7+
BIR =B E MR ARBIESAER - FRIEHE - PETRESIFRE V% - &
BEBEZENEEE NROAEaENNKE - RBEIEE - £3084
MBI ERAASHHEAS - B18ALUREMatorvastatin @& a7 -
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5.1.6

fEFYRatorvastatin/a &Rl - EMTRE RS - 2B KGEATEFEER
A - BRIZER EhEHBABRAstatin - B¥Hatorvastatin - 24 ITEIFERIE
M RIBHEFHRE - Tl‘%ﬁ%ﬁ}ﬂatorvastatinﬁiﬁﬁ%ﬁﬁé@ﬁﬁﬁﬁ%ﬁﬁﬂ%
PR RS EELIRR - BUBlFIDAE - HEREAREEMREE

5 - 2718 %AE Aatorvastatin -

atorvastatinfEEERARAEEUE K/ B K EZETHEIEA - BiEsE R
ABRREMNDESEERBERFTEAS ZHEA - ZHatorvastatin [2BZER
)] -

A B INEE

E{EMERMHbAT) L  mAESHMG-CoAZRESINHIE (statinfH2E 5)
AEE - BARBEMARK/SZEEME MmEE EARIER -
Statin’ E?ﬂ?%ﬁ?FW&IPﬁ; B - B Lo REE R/ B _ERR A/ M BR SR El A2
MRS - BRIKIFE B Eatorvastatin AR E MR B2 (cortisol ) B2
B A AgE/MEEE RS (adrenal reserve)  StatinfBZzY) ¥ EM A4 5E
BENNEERKREAZBRSWREATETHR - BHELREZ N R—MR
BN E(WRBHEE) AR - StatinffZEY) & R oS R ERNRM EE AR
SREIEMMZ R (Blketoconazole + spironolactone ~ cimetidine)E
IR EE -

PEBE LSS

—&#EZatorvastatin 120 mg/kg/ X aZE3E BN @EEARKTM - 55—
BHES118  BEZLAS21280 mg/kg/R2EEE - TEEILAMN TH
BRI - AARERER R ML M BB A A 2258 - Atorvastatin 120 mg/kgi&
WEERBEANEAERARAEIZ80 mg/ AWM RERFB AR T EE
(AUC - 0-24/M\F)I161F - E—IEREMFENREF - Elﬁ’%@ﬂ%ﬁéi—
RBHE M E%(—EEFatorvastatin 10 mg/kg/ X - S—EE=

atorvastatin 120 mg/kg/X) - TEE#RZHEIE53E400 mg/kg/ XK EERHEAE2
FR/NESNERESHESE100 mg/kg/ R KB PIIREZR PRHBL LR
it - BEHED B ABRRARSEZEDE80 mg/XMAUC (0-24)196-
11EZ(NEE) M8-16fZ(KE) -
ZHEEZHMHMG-CoARREEHIHIH A BRI O =2 PR AR A MER
it HEEHENEFELRM - KEREZARSENEFERBR - —EE2
i*%”"ﬁﬂiatorvastatinﬁ’]HMG CoARIRFEHIHIEI B S MBRELLLA
HRARSEENENTHEREESIBNEIET - D— SRS HEN
A ﬁ wIR D IEE RIS 1R 1A B M (R A IE AR B A A BL B U M

[Wallerian degeneration]) -

AR PETIARBA

I EBREERE R R E 2 D ETERH(SPARCL)A B - $H¥BE6EANZE

BEDEITIAZ4,731IECHD 2 2l &% Fatorvastatin 80 HRN L
RE - HE®B2WER - atorvastatin 80%%ZHE/JHZIJJ]]1|§¢'H§X$ anR%
R 4B (55 - 2.3% atorvastatm?FEExE"BB 1.4% % R :1.68 95%

Cl:1.09 259 ; p=0.0168) - K%HF‘?E’JESZ%'CHH]I'T{-’EEP}E?%EZ@FE?E
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(atorvastatinflZ B EI BLE1E 7 B &17F118) - AtorvastatinZB(38 + 1.6%)HY
FERSEH MM AEEXBESNERIA6 - 0.7%) - EEAGBRREE D

ELE R4S M B14E ) I M4 RO R 14 o [ B atorvastatinZ B i = 89 1 M o & 2
SXRBHE[SEBRIIFER/ARKRIE®)] -

517 EENES

ZREVHRAMERL - statinfBZEm o EEERHBRENNMERE Z ST
DEERAEAERAE - AREAIE - BEFERARSm - BAEERBRERME
B2} 55 —Estatin iR & m B AEIR BB BN EAIRS -

RIRGRIEEIR

TRSIBRRCES
6.1 &2
[ B 2

HRatorvastatinfE IR 2N 2 = K MERE - HIRZHAR £ A MAZEY) I AREE
wE - MAmBAREZLMY - ARHMG-CoARRESIHIEI SR/ VIEERESMA - B
olEER/ D PTE BIERERE 2 EthEYDE MM EN G AL - M2 IR £ Matorvastatint BEZ ¥
BEEREGE - HRIREZE - BiHFHatorvastatin [2RIER4)] - ERRNERR
atorvastatinfE HERHRAR - @A e UHIEE AR IT KBS 0 2 A8 B8 EL iR 2 224 41
Bt - EABRMRTFNEBYEBERBRD  RBEXER(Mg/m?) - HRIEEREER
SE30M20B R EE Afe@EE 2 (MRHD)(80 mg) 2 HIEHs - RARIBERIE - B4
REMESTREE - KEETRMBILHEE S atorvastatinis - £ 268~ MRHDZ
HER  SEILEREREUFRESHER) -

BREAGREPEAXKREBTRES RAERMGFHERN - EXE—RADD - BR
BB ZRPPEXNTRRENAESRARGEEHED BIH2-4%M15-20% -

=i

ARRER

Bl - e MARAIFRS P 28 RMWARIatorvastatin calciumERIRA
PR - ERUGRBEREARARBRSURERBRIEN - AR/ DS RS REEE
HMG-CoARREGHIHIE & B LA RMBENES - £ —BHHL1002EA
simvastatingtlovastatinZ£4) 7 47 Z PR TR RTIE M I IRIEME D AT - BRI
BRAREKBEIET/ENBEERTARBB—RAOPWTRREER - BLEHELHEE
DIHRAERMBERE SREXAS =2 MEM EWER - RIS BMRIRZEN
whl - B8I%EHERPAIMGBESIAE  INE—2HIBARERZFEFILAE -
EMER

Atorvastatin@ @B AEBRIRE - EREHEEINEERENERMTEE - §L1
REREMRF1E=RE £ APEE 7 Bl O ARE Fatorvastatin= 300 mg/kg/ X100
mg/kg/ RKMEIE - ¥ KEE 1% Fatorvastatin=iZ300 mg/kg/ RIWEIE - HHRTFI”T
BE100 mg/kg/AWEISEMEBEEY - MEERAERB(Mg/MI)BEEE  ZLHS
ERHNREEARNIZEMRHD AEREEM30EB(KRE)MN20E(RF) - KEEXERES
M E300 mg/kghs - EMEREREEMAMRREBERE - 2 FEIDRESUHHE
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6.2

6.3

6.4

50%1100 mg/kg/KFs - M AEFERERN - #2100 mg/kg/KFs - MR
SR -

—IHR U ARBRZHETRE T IAFE 20K (E D)% Fatorvastatin 20 ~ 100K
225 mg/kg/RZHE - BERBEIEIRIERSEMMN225 mg/kg/RBEIER - HFRL
4 HEBSEAXR - BN RETNENEEREE - #2100 mg/kg/ X ZBE - BEAFE
EEEHAEN21IREAR” - DURES225/mg/kg/R2BE - EFBTEEEREES
OTKHAR - IFRIVLREERE - (1R BB IEZ(100 mg/kg/ KA - BEEEMEERIE
[rotorod performance] ; 225 mg/kg/X#4H - BEEEMIRE ; 225 mg/kg/X#AH - BE
W& EREREFRFE ) - MIKIBAUC - BLEEISHER AEFEAMRHDAI6ME (100 mg/kg) Al
2212(225 mg/kg) *

ML

| B i 22

I HARI 2R L Flatorvastatin[ 2R =(4)] - B Rl EAZEH R IHF 22 rFRSE
REGTERMIERER - BABA A5 Ratorvastatin@ & 7w EAABEST
BEMEEpIZEY pREEY o/ DEEA NI - HEMatorvastating HIRN AEZ
TP - ARTBEHRIBFHEBRENBEARRIE - RSB Eatorvastatinya B HARE
FiEZEMEE -

BEBRENNHESMY

iz

Z2E FatorvastatinO s EH IR R EMEE - EEEE B N Y M Eatorvastatinia
EHEERAANRZER[BSREREETEEIEG6.1)] -

INER

HERRSFREESIEEREMA (HeFH) :

FET-EAINRBEELRE  T10R217%EAHeFHZ RERA PETHN
KB BatorvastatinfE RN B #ENAELIEEARIEREE - LDL-C - Mapo BEENZ
EHMEM -

e LDL-C 2190 mg/dL - 5

« LDL-C >160 mg/dLA

« BAFHRGREHN—SHel _SMEAEE O MEZERK(CVD) - 3

o BAE_EREZANMEERCVD)EREATF

atorvastatinfE AR LB BN X FHH BN NSRBRAERREQR) - 8fFR/ARKRE
(8) ~ ZEM BN HERFFIME(11) ~ FERARFERER(12)]

o BEISTMI0EENTHBEMBEYREL ZPET 7 —IR6{E HaI 2 R %15
BRAREE - MABXER10E7%5 2027 atorvastatiniV AR REE R AES L
BEIRBAREBRL - EHBEARNEREED  RERIABWRELERI LMK
RFH R U ZAKBIRRENBEZIER -

s E—IBAM-—FARMMUIFERERT WA T163U102155EHeFHRER
A - TRAEBEEZERLDL-C <13085%/2 72 B1% - @EIFHRAERRETRIR
il - atorvastatinZE[FELDL-CHERZ = M MBI E AL AR A PR ER 222/
EREAR—H -
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6.5

6.6

FRARRERAR  EORKYBERU RS ETRR[SRESEH®EETREIEG.1)
(6.3)] °

R E R HAF thatorvastatinsa B R R A R EFIE T RN RIIEN B R EE -
atorvastatin B AR m 10 HeFH RE R AN Z 2 MBI AR ERE °

EiES FRIGESIERE R MEHFH)

Zu—ERRES FRELSEEREMER AN FEREARPTEUSE
atorvastatin 80 mg/AMEIERFE—FHNEAYR - HP B8R ZERA[SREY)
By B - RAREBRER(12.6)] -

ZFEA

7£39,828 M AR B PR FC HR S B =R atorvastatin/a B E A B - 515,813111(40%) I E 2
>655% © WH2,800MU(7%) 2755% - ELESHELERFENSHE L BEZEZHHEY
MAEBEROREUEEMNER  HERRBRSMNHEALRT RZIREZFE ABERE
B7MANBEUREEEMUERE - BAEHRBLEFELBR AN A B ENRSEEN
oJgEt - HRERESE)EIARENRERF2—  HIEHEEAES
atorvastatinfSfE:E1E -

AN

atorvastatinZFREEIMETREA - BEMRHERIEABREFEASNRAZE
B2 RENEFAEFEN)] -

X EFH
TRSIBRRCES

7.1

£ Fatorvastatinf o] sE E P AR E MR A PLA B2 B BRIE N 2 2 mAX B 1E A

atorvastatin@CYP3A4ME# & 5 (YNOATP1B1/1B3 ~ P-gpsiBCRP)MZE -
atorvastatinM#F = EE A ACYPIA4MER ERHIGIHI MEEZE LA - F=25)HT
BEE 418 Matorvastating= 28 £ MG NN AN PIRER K A= AU A # E 2 b 80 5f R EE)5
B . DRI TR eI e LB Y[ SREZE RIRSIRG)MEME HER

(111 -
&2 : EMatorvastatinl T sEE R AR E M= A A RERRISM 2 ZEmR EER
CyclosporinesxGemfibrozil

Atorvastatin[M %= E R 6 F
atorvastatinflcyclosporine (CYP3A4#]
OATP1B1RHDHIE) M= L[S BEEY)
B NBEH(11)] - BB¥B%4 T-gemfibrozil
R olaEE SR E: - #&cyclosporine
gk gemfibrozil#atorvastatinfif Ff5
BN P JR E M S AUHLA BRE B9 R B
m e

RiEZEMF cyclosporinedigemfibrozil &2
atorvastatinf#/ -
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Eu %jgs .

gBH)

S Eazolef B EE

Atorvastatin[M 322 E K B8
atorvastatinflEFZ M mH Y (CYP3A4
M/ EmEH[WBCRP -
OATP1B1/1B3 + P-gp * MRP2F/5}
OAT2]RI DI ) B8 _EFH[S BEIZEY) &)
FE4EM(11)] - atorvastatinfit
ledipasvirfil Lsofosbuvirf - &3 &%
TR EMELAABRERZEA -

o AREZiFtipranaviril Lritonavirsy
glecaprevirfil Epibrentasvirfa
atorvastatinffFd -

o #t¥3{EAlopinavirfl_Lritonavir -
gisimeprevirfiEA - FEEH
atorvastatinff ARV AR/ Mz -

o ETEIEMsaquinaviriil
ritonavir ~ darunavirfil_t
ritonavir ~ fosamprenavir
fosamprenavirfil_tritonavir
elbasvir fill_tEgrazoprevirsy
letermovirBJJE A - atorvastatinZl
SE7)BE20ER

o EH¥EAnelfinavirfdm A -
atorvastatinBEl £ 7)#83840= 5 -

o FHEEledipasvirill tsofosbuvir
Edatorvastatinff FA RO & b/ 205

o BEAIPFBR AR PEEEICA
RER - FRIZER GBS EIEME

—HEYHERSH -

Tipranavirfll_tritonavir ~ glecaprevir/
LEpibrentasvir ~ lopinavirfil_t
ritonavir + simeprevir + saquinavirfl_t
ritonavir ~ darunavirfli_tritonavir
fosamprenavir + fosamprenavirfl
ritonavir ~ elbasvirfll_Egrazoprevir -
letermovir ~ nelfinavir - LU Kledipasvir
N Esofosbuvir -

@y BEIRANEE(macrolide)in&E =




HRTE

']_"/E .

g4 -

Niacin

RE -

'J_"/E .

R
ol
=
I

Colchicine

P.11

e

= ifatorvastatinE14%F Eazole 8 #I 22
S EIRANEENMEZFAR - atorvastatin
MmiFREERAECYPIALT/IEHEAZE
HHEIMmEEE E A S REYEN NER S
(1] -

#+#4/# Fclarithromycingkitraconazole
BIEA - atorvastatinBl £ 7 818202

% - A& = FatorvastatinEi Ethazole
MRz BIRAREMEZFRNER/
Mz - B EAIFTB R AR R REEEISA
EAR - Rl ERBAEHBENE—ZEY

HERSHE -

Erythromycin - clarithromycin -
itraconazole - ketoconazole -
posaconazolelXl Kvoriconazole -

t&atorvastatinEi 5 &7 M A5 = Z niacin
(—R>1%%niacin)Gt AR - ZERZRAA
TREENNBRENZREL -

B8 21574 a0 [MAFH £ Zniacingl
atorvastatlnT%ﬁHH—;E’Jxﬂ s 2 A LALAYE
BB ARENERIENREEE -
MEREEZMHA - BEABANIRRE
EUEFEAR - Rl ERR s EHBENE

—HEYHERSHE -

B TfibrateFHZEYET - e S AL
ARE - KfibrateffZE4) Blatorvastatin
HARREERNAREMBELNABRERN
BN -

a5 =5 fibratef5 ) Blatorvastatin ¥
RN EEE B ENARERNELIN
BEREMNRIENREEE - IRREE
A - BEARANIARREEISAE

R - FRIRERRSERBMTE —ZYE

sSHEE -




ERRSE

TR

Colchicinefatorvastatinf FHlis - &
HWEEERN R E B AN ARBEN RS -

i E=colchicinefatorvastatinff F kS
MR/ N - MRREEHE - BEH
EAR PR ERICFER - FH2ERH
aEIRBNME—EZY SRS -

RABEEMT  FRIRAEMA(—KRE
B1.2AFH)EiEatorvastatin iR 2 E
A EMENNARREEREANA RE
AR B -

S 7)1 BRBatorvastatinBiB e A AEE
*ﬁTEEA'( KBiE1.22F) »

7.2 OlgeEP&{RatorvastatinREESE R G1ERA

3t oTRE

AR -

Z[ZEatorvastatinREEMNEMR E/EA - MIRIEUERNEE B MY

3 : dacZE{Eatorvastatin R EEME R EH

Rifampin

TTABE

z

i&atorvastatinErifampin (AR &=
PA50 3A4H9EE I FIOATP1B1 YD I )
FHEEEHatorvastatingly MIREE HIR
ARRERNRERIRS - BRrifampinEA
LSRR OIERAES - RERrifampinig
B {#Hatorvastatin Z %S s atorvastatin il
REERBRENRS -

[B 5 FatorvastatinFrifampin -

7.3  atorvastatinif Efth &4 52 £8

=45\ E atorvastatin¥t Efth 2 ) i S22 DU R AE B BA 28 R & T P RVER AR -
<4 : atorvastatin¥t ELfth 2z 457 &8

[ Bk 36 22 5%

Digoxin

f# Fatorvastatin#l [ Az & 22 Z2 & 1E /1
norethindrone#lethinyl estradiol#91T
REE[SREMEHERFUEA] -

& & AR Fatorvastatingy s A #1% [ iR &t
Bl BESIHEE -

P.12




AL & £atorvastatinEidigoxinf -

R RFE digoxinRVIREM & MR R E Z LIS H
ZYBNHBREMENT)] -

TR am 48 = BRI IEFE E I digoxinBUsE A

BIFR/ AR &I

T RSIBRRCES

8.1 WAREZFFH/ARKE
MIBREARRBENENECEREPTERBFEARA
MAREEEQNABE[SRER/EESEIE(G.1.1)]
HhRERERE[SRER/ETSIE(G.1.3)]
SENENARNENFENE [(SRERB/EEFIE(.1.7)]

82 HRREIERAER

HRERABOETEGERANER - Bt - £—TE2EY 2 IRARG R T2 a
FERESEXRACEENS —BEY 2 BRARBRIOEERMLER - Ot EER
REFE DTSRI AR -
FE5H 216,066 (87551 1 Fatorvastatin - 7311 MERZRE ; F#E5E £10-93
5% 39%BLME  MNBBEMEAN  3%EBALIFEFEBA 2% HBTMA - 4%5
HithfE i) A B HAR A 5318 2w ABatorvastatinZz BRI 4 B8 M Ba R s B B KL
th . #FSatorvastatinA BB ABI TR BELARREREBER)MFE - HES
ZRTEAENBEADAEI.5% - FEiERatorvastatin@BENBEAD - REEN(FE
BEERGRLEREANTEBARKES : RE0.7%) - iR (0.5%) * E0\(0.4%) ~ B
PREE BN EE = (0.4%) ~ IR IR ZEFS(0.4%) -
£ & BE IR S B fatorvastatinia B (n=8755) - &ERRBENFRERE(CRE
RBER)(B&E=XR
>2% BB RNZREI4H) B 2% (8.3%) - B (6.9%) - 185 (6.8%) * &R
(6.0%) ~ IR RBREEE(.7%) -
FEHIELZRE B Aatorvastatinia B (n=8755) - BIRE2%E SR ZRIE
AR AR RE(FEEBER)EESERMRVSAMT -
R_5 : EFEREMEE ZatorvastatindBBEIRA S - BER> 2% BER LR H
R ARRE(RERBER)(RALLHI[%])

FEHE 1028% 2027 4025 807 Z R

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

2R % 8.3 12.9 5.3 7.0 4.2 8.2
A& 6.9 8.9 11.7 10.6 4.3 6.5
i=p] 6.8 7.3 6.4 14.1 5.2 6.3
k&R 6.0 8.5 3.7 9.3 3.1 5.9
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P8R 5.7 6.9 6.4 8.0 4.1 5.6

HIEAR 47 5.9 3.2 6.0 3.3 4.3
M/ 4.0 3.7 3.7 7.1 3.8 35
EE%% 3.8 5.2 3.2 5.1 2.3 3.6
s 3.6 4.6 4.8 5.1 2.4 3.0
I 3.5 3.6 5.9 8.4 2.7 3.1
ENli 3.0 2.8 1.1 5.3 2.8 2.9
Wiz 2.3 3.9 1.6 2.8 0.7 2.1

TERABHEP 2 BERD2%BE SR REAN AR RIE
ELRBEHBREPRRESHNEEARRESE !

5 AE - BIE,; HLERSA  EEAE TR Re - 3£ IBTEE ; LRSS
24 NNBERARE - AKS - SBEb%RE - BEER ; AHEEE AR | ST
= HeEBER - MhmiBiRieAs  IEHERABAS  SIE ; B8k
% BB FRA4K  BH ; KERMBAR : EfMZ ; RARE  G8EM  H
18 ; WREEAS  BMIKRRBEZGBURE -

RIS - iR AYABAE A0\ 45 R BB (ASCOT)

FEASCOTH [ R RAEER(12.1)] - 10,3057 B A (FH#HE 540-807% - 19% %
M 94.6%RBMAENAN - 26%RIEMA - 1.5%REIEA - 1.3%REM/EHMER) D
Al#FZatorvastatinBX10 mg (n=5,168)a L HEl(n=5,137)/a%& - P UIR3.3FEHN
BHEAR - atorvastatinaBEARLREIAN L MM RS -

AtorvastatiniE ik &t B #F 75 (CARDS) :

fECARDSH 2B ARABEER(12.1)] - 28382 F _HIERFHEA(FR$EE5H39-77
% 32% B M43NEBEMEAN - 24%EFERA - 2.3%HIEEMEEEA - 1.0%
HEMIER)BESatorvastatinE X 10 mg (n=1428)s L& (n=1410);8% - T I

3 9FMEMAA - MANARREBREEXTNRECARRETREE - BBEAI
AR RBIHE -

T tH P (K A & B2 2 o J@l 72 B (SPARCL) i 58

TEET¥34,731 28GR SRR# 2 CHD1BTE S AT 61E A A S 88 4= o @ 3 B A M4 B R M 58 /F
(TIAM =R E (FERFEEB21-925% - 40%BL M ; 933%ABMEA » 3.0%mEAZ
FEBFEBA - 0.6%FIMA - 3.1%BEMIENE)FE Hatorvastatin 8052 (n=2365)3%
ZEEI(n=2366)a% - HPNMIBH B A54.9FSPARCLIFZE D « atorvastatinia &
AP BN EE 15 B B (TE4- 10 RN B MR A R>3XULN) B EX(0.9%) 25
R EEIZH(0.1%) - CKAE(>10 x ULN)BYE ARSI R - {Batorvastatinya AT HY
BER0.1%) T ESRZREI4(0.0%) - FEatorvastatin;aBEAHLALZ BB S FIH
144825 E(6.1%) 89 E (3.8%) BREW R AALRREMNEIKKB[SHERZ/ /IR
£I15(5.1.6)] -
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8.3

—IBEB DR - MZREHEELE - atorvastatin 80 58 O] B&EER M M4 S B AY 35 4
R(atorvastatiny&&4H - 218/2365 - 9.2% ; ZETI4H - 274/2366 - 11.6%) - B
Fed M E A B4R (atorvastatin/a &4 - 55/2365 + 2.3% ; ZR{EIA -
33/2366 - 1.4%) - MR R ar I o [EL RO 38 4 R A B 4B [E) (atorvastatinia &
176 ; ZEEAE - 186l) - AtorvastatinZB P AIIER dn it 14 B R AV B4R (38
BIIER M Mt R)BBESR BB A 6AIFEmE L METRE) - EARTRE
B S EREENZEE RS LMY ENERSE S (atorvastatin/a B AH B 761
[16%)] - ZREAB2H6I[4%]) - EEZFIBERMWILT RS E - mEE & AR I mEa
BREE =2 : atorvastatin 80=7e/HAEHTHE216%1(9.1%) - ZREHSTF2114
(8.9%) - fEatorvastatin 807 /8EAHT - A OMEMEBILT 2 2HELLAINEE
(3.3%)ELLZ RTIZE (4.1%)/)\ - TEatorvastatin 80E ;A% A D - 54 IFE 0O MEERES
BT 22 B AR EE(5.0%) ZEEZ RTEI4H (4.0%) K -

iFBatorvastatin RER AR Z AR RE
—EBEEIORZ21TREBEE RS FREESEE R MIE(HeFH) BZ A B &YBEN L #
(#BET140AN - 31%m%t - RUBEMEA - 1.6%RBAFEEEBA - 1.6% 512
MA - 4.8%EMIER)ETHRER 26 BRHBEBER - IEX—RERI10E20E%
atorvastatinfF RENENEHBAEEREARIEEEE - LDL-CHapo BREESENZE M
AN S2 M R e Bl 2 R T K RS AR U [ S B A G R T BB IR (6) MR PRt iR Ek(12.6)] -
s

MRS RRECE o

fEatorvastatinE S BN FEABBIZ IR NIARKE - AREEREHZRE A
BENNZ GO TEEER - FEERAREMEH S E/ARG kI HBZy B
HRE% -

BERKESR | kR

—EE | ES

HEAARES . RaAFERDHOTRIE

RELZMER TEHMBYNIE

BB NRER

IABSRMEMAEER | BANARRE - ALK -
LHEBFAstatinBEENER &SI ZRIBEAAREE (IMNM, immune-mediated
necrotizing myopathy) 2 Fl3@R -

BERAMES  HE  BAERLCRE - SALAFERstatinBE R BN ZE RFDFINEER
B (B SRR - BEER - B - oRIEE - BB)EABIR - 2SR HNINEEFER
BAREEAREN - HRstatinfFZEEO%E  HERBSEREFRBAE(EMRZEED
H—REEEF  EREREETUEAIE) BEMBENNEREZEENED -
BERNENENENERZFBMESERRARM) TEERERBRFERABEESS
—TEstatinfiEmEBBMEMRBESR -

EHER  E2E

WIREE : BEMmR

KRERE NMHEESE . MEMKMKE - KEZ (B81EZ M4 - Stevens-Johnson
FEIERE - IR SBHREARIE)
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BE
TSI RRRCES o

AtorvastatiniB 28 B R ENEE A - LARKBBEANERMEUEE - VW EROERZEY
&% - HRatorvastatin 2 MBERBENAESRIFE S - BUEA M BT EIARRERIE N
atorvastatinfg;5R= -

IR
TR BRECH 4
10.1 {EFRtEE
atorvastatin@HMG-CoAZ [REgRVEE M m FHIHIE - S1EEREES3-hydroxy-3-

methyl-glutaryl-coenzyme A& S mevalonatefiRZEREREZE - Mmevalonate/;
T EIEREERENZE IR 5EY) -

EEMER - atorvastatiniEHIHIHMG-CoARIREE KIEEIRS TR S AL - LFEIE
MFARERENEREEREERIEHE - REEREEREQRNBEK D BH - MiE
MR PIEERE MIEEBRRE - atorvastatintl &RI/MEE Bl &8RS R /ME
BEREANFH -

10.2 ZEEEIRRME

atorvastatin R ESMNHEYMEARBEABRBZIEEN - FEZEEZ2/FAEML - =2
SRREERASHREREREENERMNM - HBERERMIFRE - ZRHELEE
£

ElEEaRERREREENRBEEY - BB AEREERNFBRHESEAENA
=£(3)] -

103 ERARRIZZMER
BEN AREBUREBEERS

—IEA M ERNBE I AR & Fatorvastatin 10 ~ 30 ~ 100 mg/kg/ REIEI = -
FREESSHENEEINRZIEMEERNER . —ERZRANAE  S—E8
BHERRE - EEFSARMEBAUC (0-24) BN R AEORS0 mgBFHMBERR
BE=m16fE -

—IBAHEME BRI #/) B i Batorvastatin 100 ~ 200 ~ 400 mg/kg/X - %
RETESSHENAENARREEEILS BEXSHENETRZENEEEIE
% - BERSBEEMBAUC (0-24) BN/ AEORS0 mgEFIHMBRERREESHO6
= -

AtorvastatinfEim 2 & &R RHEIEE - £ M NERIN RIS B ERRE FHER
EfMTIBE | A AR BERE (Salmonella typhimurium) & K512 & (Escherichia
coli)ETTRAmMes KL B - A & B H E M A MR ETRIHGPRT IE @SR & a8 - UK A
A EERMARETHREREBEEN - AtorvastatinTE /&2 /B iliZ
(micronucleus) HIzE R IRZ2 2 -

MM ARED - BIES5E225 mg/kg (S6ERABEZES)NS - atorvastatinZk ¥ 4587
SERARER - EEMABETINRERSEatorvastatin 175 mg/kgiEIE (A 1R

P.16
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EES5E)HEEERERAFE - 10EXE #EXatorvastatin 100 mg/kg/X (A
BR800 mgZAUCHY16f8)/aE3E A% - A2ELRMEXEAE KBIBRIE ; &
3041100 mg/kg/RHVEIE S - EANESHERE ; £100 mg/kg/KWBIET - I
SNESMRE - AEERRAHI1BRRBER atorvastatin 100 mg/kg/ X ZHIE -
RRBOEBNONBARMBRERE - AEENBFIEZ - iR TFatorvastatin

10 ~ 4084120 mg/kg/RZHE_F - HEHBRSHN EEFEABREZRREEA

Bs 288
RFoe °

ZYE B
TRSTBRECES

MRUYZ : atorvastatin I ARIRUCR R - IRAAE1-2/ RO EESMTEE - RIWEEH
atorvastatinfUEIZ s 1IELE - Atorvastatin ([RELZ2)RV2BE A 52 0] BEK14% - MEBHHHMG-
CoAEREMNFEML30% - LR AXRRENREEE BB EEERWAIESE B
(presystemic clearance) & /skAT R ENE R HWE - KERAECmaxKAUCEH - BYI#AEE
atorvastatini IR IR ZRRIEL125% - IRINE R DA% ; BEZEREEBERRERRENEZEEE]
AZBEYEE - atorvastatin& T ERA - MTEESLEERRAE - CmaxRAUCKAI[RE
30% - A - BREREEEREERENEZEETHa RN FIRERB[SEBRERFAZER)] -

5 ; atorvastatinfI I N MEERELN A381 A - MIBEREE S E>98% - atorvastatinfy
M7&/MIBEEEXA0.25 - WRARAREEHPUSEZAMEKA - IRIBEAREREIZES - atorvastatin
OBEENWEANEI TP 2EERG)  URBFKREEFTIREFEIE6.2)] -

fX# . atorvastatinEZNH /MK E R E K E (ortho- and parahydroxylated)$74E4) - MUK
BIER-AEEY - BLEMEERHKERHEYHIHMG-CoAE [REE A2 IMIDHE A
atorvastatinfB & - MREIRAWHMG-CoARRIEHIHIEMABT0%E KRB ELE MR EE
¥) - BESNE B tE tatorvastatin AT B AR £ =PA50 SAMANEINEEM - EEARAS —IEH
FMEIR— - AEHBRatorvastatinKerythromycin (413 & P450 3A4R9HDHIE) - Al
atorvastatiniWMFEEEAS[SEREIER (7)] - BEERHENTHDREANSEEETS
E R 4 S /FA(glucuronidation) -

HEtt : atorvastatin R ECH E BT I R/ IMUE 218 - F2&/BETE0E - BEIFA
ZETBIBMEIR - atorvastatinfE AR MBEIRFERPN14)\E - BEEBEFEHRHE
) - HEEHMG-CoAZREERIHIGIE 4 REIRE20-30/\FF - ORIRERE - ARALQWHY
atorvastatinBEI £/ 12% -

LT N

EE A : atorvastatinTE@FEZEA (657 WMRBELLEFRH AT - CmaxZI1E140% -
AUCKIIENIN30% - BRFRERIEE/R - Efil—FfEatorvastatinBIEEEERALEHRNERERES
PREIREE L E B AK[S B %REETREIE(6.5)] ¢

RE . T IERNY - RE8ENHET  ZRBREENERERESE BLRZERHETHN
atorvastatinB# LI ORBERALUNREA - BEEERZREHeFHEA(10EE17HE - n=29)
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Bl atorvastatinfEEFPKAB B —ZE LAY -

Al : AtorvastatinEE X MR EFEEE M AR - Cmax®I1E120% - AUCKIRRIE10% - 24
M - atorvastatinfR B EZERELRERNBENERAKA L TRBEZENELER -

BUREAE . %‘Hﬁﬁ%*g%ﬂatorvastatmﬁﬁJ]]l REEREEEREREQRRERERNEI -
EIEBNEA WA R AR B E(SRAEAHEQNMEREREIRG.1.1)] -

MREHN : HRERBRABRBEALRARZENNE - BHatorvastatin ZMRELEE SR
BRI - BUHEAIMR BT A S BRZ BN AZERBRER -

FIgERE . ®BMEBBMIFRA - atorvastatinfMFREBEEFHS ; 7£Child-Pugh A%R

WA - CmaxEEAUCE I MN41E ; EChild-Pugh BARJEA - Cmax KAIEM1665 - AUCKAIE

ME2EERAG)] -

S X H{ERAR

Atorvastating — &t E# & 5 (OATP1B1FOATPI1B3) 1= E -

AtorvastatlnE’Jﬁuﬁrﬁ% SROATP1BTRISE - Atorvastatinth i iER SHEH B E EBBCRPIIS
B - HoJgePEHlatorvastatind9 iz & UL RIE +5ER -

<6 : R EY¥ Atorvastatin 2§ EBaph o &

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

#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.18




=5EBRIDR. . 15K

#Elbasvir 50255
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® - 2438
® 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%

8 = R KR A K L (B L T 22 4 5t FR AR 8 R B8 Y8 16 Fatorvastatin) -

P EREEESEEERTERSEIAG) URXEER®T)

s 1B E A B AT (— R 27502 F-1.2F) 2 B HIRE ARE ZAUCH SRS (AUCHIES
BEESIE2.5)R(E)CmaxA SEL2 (CmaxitLERSIE.71)HERE -

R I EEIE 816/ \ IS FTENS 2 B8 — HE AU EL(E -

" EErifampinfEEX G ERKE - B#ESatorvastatinErifampin BB S 412 T - EAME
E1& Frifampin 2 & B 1% Fatorvastatin - EfFatorvastatingy M 2 E AT -

T fE b BB P FERYsaquinavir AlritonavirB £ R 2K EFIEANEIE - S8 REFRRATIS
NlRatorvastatinlRE =S SEEE AR P AERANKN S - Bt - EAKE/ N EFERRKE
WEHEIE
a f_
b %—
—HEIE

>':|'

>'¢'

Iﬂ]

P.20



12

dEBXZR
e BRIUK
fe8/)\w—=x

27 : Atorvastatin¥f {f M 2 HE BT E

Atorvastatin HAEYRERZE
@y /i S (25%) AUCHIEEE CmaxHBtEE
= a, Antipyrine - 6002
80=Z7:QD? - 15X Py = 103 0.89
72SD¢
= a, #0yi ; =
80=5QD? - 10X Digoxin 0.25= 5 115 120
QD2 . 20X
4025 QD? - 22K OAR#%EEZ22QD3 - 21
A
- norethindrone 1£ 128 123
7 , _ 1.19 1.30
- ethinyl estradiol
35%5e
10=355DC Tipranavir 50025
BIDP/ritonavir 2002 | 1.08 0.96
BIDP . 7%
= a, Fosamprenavir 1400
1027%QD? - 4K 'S pb 0.73 0.82
Z%BIDP - 14X
102=5%QD? - 4K Fosamprenavir 700
£55BIDP/ritonavir | 0.99 0.94
100=5BIDP - 14%
Y EREEE2BEREER®T) -
AFgR—R
bER "R
CE—mE

atorvastatin S IEE &

5 588
2HE -

B Rl B E
TRSTRRECEL J

FRwarfarinREVARAVR AR - R MEEREERBERK LEEN
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a0 E =R

S8 E - PR BB A DD O i 45 R BR(ASCOT)HF98#£10,350240-8075% (£ 19635 ;
19% LM - 5% HmEA - 3% RBATIEEEBA - 1%REZA - 1% mEHME
) ABREBOMEE - MBAEREEZ <251 mg/dl (6.5 mmol/)H S MM ERE A
oh . atorvastatin (atorvastatin calcium)¥ R B3 FIERIEE B OB Z - It
A FIBENEAZVDB=ELMEERGREFAOT : BHB1%) - FHBE555%
(85%) ~ IRIE(33%) * HERK(24%) ~ —EHRBROEHNRE(26%) « BIEERHESHE
FEEHRILLERBB6(TC : HDL >6 + 14.3%) ~ BBIMEERK(5.1%) « ZOERK
(14%) ~ DA REBKMESH(10%) - RENLEBEBEE(14%) - EER/BEBK
(62%) - TS EEELREHBHERT - mABSRMESE(BRMEE : FJEMERKRRE
B A <140/90 mmHg - #ERFEHEA <130/80 mmHg) - T#E DA MA - —HE=
atorvastatinEX10 mg (n=5168) - —AHEX LR (n=5137) - M AHLEIEREES
% BEBWEANNBEESFEH2HIAZE - FEEREESHEBNATERE
B/ - R ANBHRRETUEZE33E -

atorvastatin&X 10 mqg ¥ [ A5 RO 5R B2 5% B Y e PR B 45 SR AR -

atorvastatin B Z R R AR BN AR S 4 [ BI04 B /0% (L B 48467 - atorvastatinZ40

R)FFERIEH OB E(LZREAHT108R - atorvastatinfA60R)AIEEER - B EPRE

1K36% [(HRIBZEAE : atorvastatinfdim1.9% - ZEE#H%3.0% - p=0.0005 (ZEE

N] - AimtEle - WEEAS - L - BEB SRS  AREREHE W - EHER

EREEREENERBERM - atorvastatin#BRL - ANSBHAZL - SR MRER &g

ERER -

E1  atorvastatin 10 mg/R¥EFEBILH OB RS OIEIET BB BERNETE
(ASCOT-LLAHZE)

40 -
<!
= —— Alorvastatin e
-4 - e
£ 30 === Placebo =’
¢ ==t
-d-

:
€ 20-
o
z
=
-
E
O 1.0 4

HR=0.64 (0.50-0.83) p=0.0005
] | 1 ] | I | L}
0.0 0.5 1.0 1.5 20 25 30 3.5 Years

atorvastatintfl i [ & E & F TV ¥ E PR = R 18€42% (atorvastatings &
EE1.4%  ZREHR2.5%) - #AIEHAIEBIL T R /DAREFEEN
BERKE(P=0.01)  BHEZZ—EBFWIES - BEERMRIE26% (BEER
#atorvastatinfi1.7% - ZREH2.3%) - TEMAZE - OIMEIET (p=0.51)

P.22



FIELMEILT (p=0.17)ELBEEAERENERE -

fEAtorvastatin#E R B 7 @58 B2 (CARDS) - #FE 128382 =& (94%=2H
A 2% ZBEAHIIEFEBA - 2%EmEA - 1% HEMIER ; 68% B M)
AEAX - Ffhatorvastatin (atorvastatin calcium) ¥ /0 M E &% (CVD) EXIE
BN E - FRRANEER540-755% - RIBWHOEERABSE _AUERRE -
PIEDEAOMEERNRBSE - BBEREEH(LDL) <160 mg/dL - =B HHlE
(TG) <600 mg/dL ; BR7HEEREZI - BE—EMU EWNBREF : RE
(23%) - SMEE(80%) « RHAIEREB0%) * MEBEBROWFIERERFK
(3%) - ZMMFTRBWMES MBBITHREA - EEEZFLO - LREEHE -
eeiERa  EEBU——1:1)0ECAIBE = atorvastatinE X 10 mg
(n=1429) X ZREI(N=1411);8%% - EHHATUEEIIF - FTEEIVIEEZE
HIRTFIEA—BEROMESHE  DIEE - 2UHBORIET « FEER
LRE - SHRMBEERTE - TESTEERBETEBEYIEENERE -
SHEENEGSEHUT | FHEEER625% - HbA1c7.7% - BEERELER
FEcp 720120 mg/dL - #RREERE 121207 mg/dL - =B H AP UE151
mg/dL - 8B EREEEEEEF M52 mg/dL -

atorvastatin 10 mg/X # M5 =E RE N AT R R R BRas R0 -
atorvastatin @ ZREBEER O MESH(EEENIEESHHRER
(atorvastatinZA83 % - ZFHEIZH127R) - BE EEFERIE37% - HR 0.63 -
95% Cl (0.48, 0.83)(p=0.001)(2REE2) - FHAFH: - MRINERMIEEES
fo] - atorvastatintg B -

atorvastatinfsE oo & #Y /& i #E 2 £ 1£48% (atorvastatingH2 1% - Z&{HEI4H39
R) - HR0.52 - 95% Cl (0.31,0.89)(p=0.016) ; [L\AIEZER) B RFEE42%
(atorvastatinZE38% - ZFEI#4H64K) - HR 0.58 - 95.1% Cl (0.39, 0.86)
(p=0.007) - EFMAZE - ORFE - MEERERSURORILTIBREE

>=

atorvastatindB 61415t T - LEEIAHE82HIFET(HR 0.73 - p=0.059) -

B2 Z£CARDSHFZE® - atorvastatin 10 mg/X ¥ BESE A0 MESH (O
BE - SUCHDRET - FEEELLRE - SHREIRER - P E)RBENF
488
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15 7
Placebo =====
Atorvastatin
o e
@ 10 ¢
H o 1 &
I ,-4‘- -
'_ti' “..re
=] _=
E % —
O ’r'-
e HR 0.63 (0.48-0.83) p=0.001
D I . T v T . I 1
1 2 3 4 5

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

SIEEREMEMRESE S ME

atorvastatinOJ [ ES I ME(REES FREERIERER) MRS R MAEE
& (Fredrickson lla&IIbE)F ANERER - BERERELEEE - BHER
EREERRERE - FERtBR=MHHiE  URASEZERERREERE - A
BURE_BRABEELIR  fSRABEYRESENEARALR  ERIAEHE
EEABURNSERGE -

atorvastatin#IZES EMERABRET AN - BEFAIEES =K HHiE -
BEUmMEE  REFAHBX -

MIBH SIEMEETHNZ D0 - ZREEHE - HEREWITER -
atorvastatinB X —RIGENEOTBZERERREERE(TC) - BERERERERE
EZ(LDL-C) - BEE&E H 7B (apo B) R =B H HAE(TG) - (BEMAERIINIES) -
=8 AREREMSEEERMERANEERERREZEERKEZEE A
gFE9E)?

Non-
mE N TC LDL-C  ApoB TG HDL-C E%L[')L_
C
ZRE 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

HMIEHE R ERREEZER
2418 5 IR Mt BR EE EE A Fredrickson llaB2l b S s & H MAE
(hyperlipoproteinemia)fm A - atorvastatin 10 ~ 20 - 40180 mgis Ak HY

P.24



%‘%FEHCEEFIEEE RESEEDEPUR(E2SB R UE - %75@ ZANIVA
)7 RIZ64(-14 - 14)-~87(0-17)~7.8(0 - 16)F15.1 (-2.7 - 15) - Iif
S %ﬂ:f‘é‘éﬂﬁ’] T TEE IR RIS - BB ERELREREEE EPEQE‘EEEHE .
REERR/EEEREREERE - AMERERERERR/SEEREEERE
A2t EREPRIE -

=ZIEZ DL SELEERatorvastatinEA E fhistatin8 224 ¥ 5 B5 M E R A R
B - BEM D BCE - WA ERatorvastatinEB K10 mgZi Bl EHI £ 2 HiRE A

E16:8(X9) -

T AAMBSEESES(EBAENTFYEES - BE - St aEmn ¥ R R)
Non

AN = -

DE(: N Total-C LDL-C ApoB TG pL-c ot

HEl=) C/HDL-
C

el

atorvas

tatin 10 707 272 -362 -282 -172 +7 -378

mg

Lovasta

tin20 191 -19 -27 -20 -6 +7 -28

mg

=5

=R -9.2, -10.7, -10.0, -15.2, -1.7, -11.1,

95%

cl -6.5 -7.1 -6.5 -7.1 2.0 -7.1

iffge2

atorvas

tatin 10 222 25b 35b p7b _q7b 46 -36P

mg

Pravast

atin20 77 -17 -23 -17 -9 +8 -28

mg

=5

== -10.8, -14.5, -134, -141, -4.9, -11.5,

95%

cl -6.1 -8.2 -7.4 -0.7 1.6 -4.1

iffge3

atorvas

tatin 10 132 -29¢ -37¢ -34¢ -23¢ +7 -39¢

mg

P.25
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Simvas
tatin 10 45
mg

=R
95%

dl

T $HDL-CUIMYFR B 2 8RS -
atorvastating#l ;

-24

-8.7,

-2.7

-30 -30 -15 +7 -33
-10.1,  -8.0, -15.1,  -43, -9.6,
-2.6 -1.1 -0.7 3.9 -1.9

AE0 - RNBMET LBAERNEE -

ApEE
brss
CHES

s = 2 hSsimvastatin - ANCOVA -
RPN BB &Y E 7 MIFENEER

: = ZRlovastatin - ANCOVA - p <0.05
FZ=ERpravastatin - ANCOVA - p £0.05

p <0.05

SBEBERISY CINEERRY
HHDL-CKaR - IEEZR T~ ¥tatorvastatinB% - (4&EE

RARAERNTEAR - RILAE

atorvastatin 10 mgE2 S Elovastatin ~ pravastatinlsimvastatintb##)

Bt - IR SR ST AV ZE FA R

= =B EMmAs MAE

ERE R REER T

r_Ahtxn:

(267-1502) -

FEE -

- {8 ¥tatorvastatinB s FEAI AR FER(5R10) -
atorvastatin8BEENER =—R HABEEPUE(R/NE - Eiﬁ1§)%565

HBEM4ERUES =K Al JIﬂF(Fredrlckson IVEY)
B

R10: BUE—EHBEASZHSHEA . BEREZCEDENPLUE(R

IME - &KIE)

=B HHE

RIEERz

LDL-C

HDL-C

VLDL-C

JFHDL-C

S
T
o =

-124
(-36.6, 82.7)

-2.3
(-15.5, 24.4)

3.6
(-31.3,31.6)

3.8
(-18.6, 13.4)

-1.0
(-31.9,53.2)

-2.8
(-17.6, 30.0)

Atorvastatin  Atorvastatin

10 mg 20 mg
(N=37) (N=13)
-41.0 -38.7
(-76.2,49.4) (-62.7,29.5)
-28.2 -349
(-449,-6.8) (-49.6,-15.2)
-26.5 -304
(-57.7,9.8)  (-53.9,0.3)
13.8 11.0
(-9.7,615)  (-3.2,25.2)
-48.8 -44.6
(-85.8,57.3) (-62.2,-10.8)
-33.0 -42.7

(-52.1,-13.3) (-53.7,-17.4)

P.26

Atorvastatin
80 mg
(N=14)

-51.8
(-82.8,41.3)

-44.4
(-63.5, -3.8)

-40.5
(-60.6, -13.8)

7.5
(-10.8,37.2)

-62.0
(-88.2,37.6)

-51.5
(-72.9,-4.3)



12.4

12.5

12.6

BleE B EE MIE

—IBE8Z216&RIEERAR S ME(Fredrickson INE)EA(EREZE : 14 Aapo
E2/E2 - 2 Napo E3/E2)MRAM MR Xt s RN FR(ERTT) -
#=11 : 82162PEEREE MER AR TR X & 5

emeny  BROUEENME  BAE)
(&%/)ME - |AME) Atorvastatin 10 Atorvastatin 80
(mg/dL) mg mg
AR NEE f2 442 (225,1320) -37(-85,17) -58 (-90, -31)
— B H Rl 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)

EIHES F R SEE R MIE

—IEMERANTIED - 29765-37THNERES FRIEL SIERE R MER
AEZEHESE =20-80 mgHatorvastatinya& - AT - ERERE
EAMEEREFIIMREE18% - 25B BB EEEEEREEREEREANFITaER
FEZ20% (E8E7-53% - $1I8124%) - HEr4Z2 R AN BERERERERELZA
FE7-24% - ®iE29BWAS - SASBEREEREEAXIEINGE - 8588
BRENEASD - 2 NBBPIEFFIKD T (portacaval shunt)EREREEER
EERETAAESFRMEE , HBR3ABREEERREEFIIEE22% -
HUBESFREESEERERMIERS®EA

F-IERHEEE RN AEINES - ZREIHEMIED - 187810
175 (F1914.15% ; 31%%HE ; 2% BB A - 1.6%EBATIIEFTE=EA -
1.6%HRIEMA - 48%HEMER)  SEEEBESFXERESEERIE
(HeFH)e B E S AR MER BZ A A RKVEBEN L LIRS
atorvastatin (n= 140)Z R EI(n=47);552618 - REZLBES
atorvastatinj& & 2638 - ZMREWMARER()EREREEREEEEEN
EMfE>190 mg/dL - HR)EZXEREFEEREENERE>160 mg/dLAE
BREESHEEERMENZTES  S— SR _SHARENEZEMOME
Tim - EREREREEEERRENFIEBatorvastatingi218.6 mg/dL
(#E : 138.5-385.0 mg/dL) - Z&H|#H230.0 mg/dL (FE : 160.0-324.5
mg/dL) - atorvastatinlEIE(BX—R)&M4EZ10mg - IREBEREE
BIEEERERE >130 mg/dL - AlFAE £20 mg - #=atorvastatin/a EHEA
EEERFEAB2EBBIBAGS. TN REBHERSE20 mg -

26 BMNE SR - atorvastatinBAZ MR EEREER - BERERELES
g - =B HMIERIEEL BN M RE(2RER12) -

#=12 : atorvastatinBiR B AR NS FREESIEEEMES RESIER
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EMENSEHSLMNERNRENR(EESRFRPRMISEEREREES

LAY 11E)

BZERE SZBER _ _
~ . SR EEAT
HE AR AEEE =AEE SaRE Wﬁ ;E

= = 3
ZRE 47 15 .04 19 10 07
::f:vaSt 140 314 -396 28 120 -34.0
|

atorvastatinfB 26 B S EIINER ERERREREEFIIESR
130.7 mg/dL (88& : 70.0-242.0 mg/dlL) - ZEE#H5228.5 mg/dL (£

: 152.0-385.0 mg/dL) -

tBE-IBRI=FNREIY - JFEREEPETatorvastatinBUIT L - &4t
FMA163MI105E 215 HeFHEA (B2 B - 811X ) - FTARAMKIE
ERNTEERK LZERBHeFH (BERKEBEXREREL®EZ) - EPSNEA
K598% » BA ~ FFEEBAFIDMA SARN1% - BEFFIILDL-CH232
mg/dL - AtorvastatinfEREERB R —R10 mg « WHREE S ZEE
LDL-C <130 mg/dLZ B1Z - B PR F iR AFHRBLDL-CHHEREZERIPE
BREEEA—H - HAZAIM AR EZ FE R RO R R RE R

P

.
EREHERatorvastatinya YRR EM A ERRATE TR RARNE
REEIL -

13 BEA#HEE
131 8%
2-1000f BB % - RSB EE -
13.2 3
EFHRBEZRINERR -
13.3 REFIRMG
EFE25°CLLR -
15 EHfth

E5E @ (049)2254221-3
BHE : (049)2254617
ARFEEAR : (049)2254615
] iEE4R 1 0800-491666

o

TEEXERNHBRAE FARBRE IR 2 7 5%
]
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