"EE"UFREXE 10 2%
Atorva Film-coated Tablets 10mg “Standard”

(Atorvastatin)
BEEBT % 055272 5%
JAEREEENE TS R
heZA~HER 2023-01-09
T MR
1.1 AU REE
S Zatorvastatin calcium......... 10mg ~ 20 * 40mg

1.2 B

Hydroxypropyl Cellulose L ~ Calcium Carbonate ~ Croscarmellose sodium ~ Cellulose
Microcrystalline ~ Lactose - Magnesium stearate ~ Hydroxypropylmethylcellulose -
Polyethylene glycol 4000 - Lactose monohydrate ~ Titanium dioxide ~ Purified water °

1.3 FIE

FRTX i
1.4 ZmipeR

10mg-BEERBEXRE N - —EFRSTD - —ER/R739
20mg-BER e - —EIR/RSDPERFAR - —HIFR771
A0mg-EERBENIEE LI - —mIERSTD - —EZER290P B RIF 4R

SEEEME - S=BH HmiEME -

HRBR 2B ORHNE_BRBRERA - BEREVET—EHMEMREREY  SESME - K
HIEfRE «  BEAR © R - Atorvastatin@ AR : BREOINEEWEL « BREDRARE -
BESMESERENOMESHRER

HRBRE2EROMEHNEMERREA - EEEVE=AEME MVRERET - SFE _EEEKRRE - &
LARNRENSSHE - MEBEERAELR - REHE—FHRIESSHE(BEHM) T 6057 (M)Al S AT /0ITR
=4 - AtorvastatindB R : BRELCNEENER  REFENER  RELNSEEMNEOKRNE
g -

Bz

AtorvastatinD]{E AR BIZHINEEAE - REREUSEEREMEEMEBZEE FREEEREES
REE B2 MYE) SR & B S Bs MYE (Fredrickson lla&IIbE) B A AR IEE RS - €22 E & A EE RS (LDL-FE
Ef2) - BEE B 7B (apolipoprotein B) k=M H s - W HIZNSZEREESEREREHDL-EEE) K
AEMBE =B E HIEEREAS (Fredrickson IVE)RIEA - DIRE R BBEYFIATNRZURIEE
HE®MIE

(Fredrickson IIIE)fIFE A -

HREREZSFREESHERELNENRA @ SENEREMIFERBEENRYAER - atorvastatintl?
R EEAZERERE X EEEREER -

BERA(10-175%)



Atorvastatin 0P REABIESINEEEE - BRENES ARG SERE R MEMN S ZA B &Y E
ZZ(10-17@N MRFED JL@Q?%&Z@W%T@JL@% AR mREFEAZERRE - LDL-REEEE
- lEEREBEE -
a. LDL-FE[E#245=190 mg/dLsx
b. LDL-HEEE215=160 mg/dL :
s ARRTLNEERNRIELS
s TEBWMABMEM EOMEERGREF
THRRSREEREMENRERE EEDEERRERASHREA - FHARMELEZEZEBRE
FHANBEN—E D - BR 7 AARIRSIERAEREAERENREIN S - BRI RAEREEHIAME
HIEEYAENYRAF R A O ER(ERRIER  EEEXEEREHEZE S (NCEP)AaEIEES &
)
#| SEEREEBRNEEESNCEP)AEIRE A | SEERBEABERESE
IEECEEREBEEE aELEEEAMERBYaENS RES

H e 5 51 HREREESE FTHELERWAES FLREEHERY
REEIRS B B (mp/dl) A ROBREAEE KEEEEGRA

2 i# & (mg/dL) {mg/dL)
CHD* &, 8,y 2 =100 =100 =130
CHDFE # (100-129 : T % &
(10 A.I&=>20%) 5 A 35 1P
2{E L kB B F <130 =130 10 Bl
(104 &, =20%) 10%-20% * =130
104 AHr<10% :
=160
0-118 & & B 7° <160 z 160 =190
(160-189 : T # &
BREEEREE
5 4)

ACHD » i

PEBEEL SRR N E A PSR E AR QB R K <100 mg/dLE) B 1% »
HEESATERHLESA A EARKEREEEEGSEHEE - L4 S 8E
AUuSBr=-#4dEinslEEaBEMS S T8 Y » donicotinic acid & fibrate © B2
FH e TREBR EEFERBG EHER -
CETHARAAIEERE T8 A L10F A RE<10%  BAHF LA 1EERE T
HRATEEHAI0EAR -

FHBREEEECRAMBR2H » EMEdERAZ0me/dL BIESHEREEE
AR EA R REAS)NAAERYE—_BR - AR EAKES
AEE AR B AR b R A R S B A B & G AE B85 B 42 30 me/dL -

Faﬁﬁ’ﬁﬁﬁHAtorvastatiniL\TZE_ﬂ FESEHEBR S BE B B2 MAERI R 2 R R (BN HE PR3 dl A R - EBARBRYE
BEET - BREER  EESRME - AEWTRE - EMEYaE - AR WisHRERR - B2
ElEERERE - %&EH SEHERR - R=BHEHHESMERT - H#R=KHHEEE <400
mg/dL (<4.5 mmol/L)ifEA - BZEEEBEEREE O FA T AAGET

BREREAEERE = AEERE - (0.20 x [ HHiE] + 2B EREEAEER)

R =M HmAEEE >400 mg/dL (>4.5 mmol/L)IEA - EEANERERE - BZABSREED
FA B EREERRERERE -

Atorvastatinim REUFEMIDEEA S REZIEEBE R (Fredrickson 12 & VE) HUEB 5T -
ZHEBEXRERREHBIEHNARERMIESEEH O NEERREENZRERANERREE D

s
pak ! #BIEEIEZ (mg/dL) REEEEBERER(mg/dL)



o s <170 <110

B IZ 170-199 110-129
eI >200 >130
SREAAE
3.1 RAHE

—Mt- £ 3 atorvastatin J&E VAl - MWEERABESHNREES B - DIKEMOBRARESH

= XT’“%J,—JW‘IE};H]IF IE/E‘FEWJ AR - F)\{-Eatorvastatln/éfﬁﬁ?ﬁ NEESE

EWRIERREMEAE - B=#[E Ratorvastatin 10-80 mg - EHERA—RX - RRERE R A1
- BB =g - iﬁ“"ﬂg%ﬂiﬁ?—“"ﬂEF’fE}F{“ALDL MEE B OB E AE B ERELA R
ERIFHE(SBEIEES ) - Bithatorvastatin/a B R/ ABKE 2% - JE{J‘EZ—4 AeEMiERE
- kBB A SRR E

MREABRFERAE FatorvastatinMFIRES A S 2 EBER G ERAMRZEY) - atorvastatin#Eia

HEEREH—RI0Z2% - WOkEEERBBRSHEERES0=ZERLT -

EREFR TS OEERELNE NMRFERENHE  UJEBERFESREZRROER) -

3.3 RGRERAEAE

[RE M S IEE R A RS RS ME AE- X% 8% A Hatorvastatin 10 mg& H IR —RWEIE R
EHIBRYE - BERAEYREMBZALR  MEAEENRBSEEINE 2 ALIR - ERE

AEBEDBEEEAREYR -

BAES FREESERREME- —BHHEAEES FRELESEERERMERARBARRNWEZE
FMRETR - KZ 2w A#atorvastatin 80 mgEBRELDLIEE R AN 15%L_E(18-45%)HIERY
[ FE -

EABAFFRRESEERMERERAN0-17R)- B ERHER10mmg/H - REERE=ESR

20 mg/B (K120 mgiEI SR B LbfE A B P HEaR) - BEREAEB @R ARE S (S
RITWEBBEXRERBEHBEZEE(NCEP)ZRAIEE S & - ZIERH(10) REEER) - EElR4E
FEAM—REEHE -

HIEEAERAZER-[2RRRG)REZ EEEIE(G.2)] -

BINEAE A ZER-BRERAZF EatorvastatinWMTEE - W AZFETRELDL-EE

BEEENEY - ALt - BIEAERARERAELES

ZEANZER-AtorvastatinlIZ 2t - B EMREEAEERNER - E2ERANMBERA

HERBER[SBEYB HEBSMHT)] -

4 ==

ZTS/700

(MRS RAECE)

- BEBM R e A HEREARRANGE LA ZHBA -
HAETT DB ZHEA -

- RZ[SRRKIEE6.1)] °

« I [ZRRRIER(6.2)] °

5 ERAEIEFIR
51 ERE/EIRFEA




(RSCigtse &)

5N AR SRR AA BRAE

AtorvastatinOIBEE S AN R (A& sE - BREsk i) - WA BERLEE BAS (creatine kinase,

CK) = Zieis IE B E LR E)NEANABE(HESE A HBRERNAEERNSEERIE) -
2 2F R e A K] AR FistatinJE 224 (&2 35 Atorvastatin) A & 5 | B A ) A BRE B SER S -
AT EREF

AR ENEREFEFEERBO5EE L - BIRAIEHINPIRIEEEET - BIIsEAE - BIHEAM
BEEYHA  UERARSEZ/Atorvastatin[2BER R EER(7.1)] -

TR EE R D ALY R B s A LA R E B PR 2 D B

AR EZEPA50 3A4 (CYP3AL)F/SEBMER (BN : ez EH (breast cancer resistant
protein [BCRP]) - A%k EE FE#HZ M AL (organic anion-transporting polypeptide
[OATP1B1/OATP1B3]) LUK P-BEE B (P-glycoprotein [P-gp]))AINHITER - ZmRXEEAIES
ENNAtorvastatin REE - EMERREINRREMNELNARENWRR A - FEER
cyclosporine ~ gemfibrozil - tipranavirfll_tritonavir - Siglecaprevirfll_tpibrentasvirfi
Atorvastatinft B - St AR ENREEE « azolefEMEEZ - ERAAE(mMacrolide)inEZ/
mA - EBEHEETAtorvastatinBI S -

& ffatorvastatin 2B ENMASEI= (> 152/ K)MIniacinf8224) -« fibrate$8%£4) « colchicine - LUK
ledipasvirfll Lsofosbuvirff R - BIWAARE/ BRI ABENERS - FESFEAELEERY
W= A REEMNEANABENRERIEINREEZ (SR EMREERT.1)] -
AEZEMRAAtorvastatinifm ABIRF AR ERBEB T (—REBB1.2AH) [ SRERRE/EA
(7.1)] -

MRCKEEREE LHZES R LB RARE - 5% FAtorvastatin - &% FHAtorvastatin - JlA
EMRAMCKEE LA TBERMAER - B ARESUHEERE - HRIRRENBELIABENS
RIS EAR®GIW : M ; K% , REMNBMBSE | EAFM ; BIE ; BREKEHME - AW
NEREER ; EEEFAINER) - 55 ERERHAtorvastatin -
EHBRAEEIAtorvastatinB E6F - FEFRABINRFENEANARENRR - @R AR
FEA R BB A ARRRRERI AL AR - BRESE S - SRl HEE A E s i & -

5.1.2% %57 RILHALARE

FHERESIEZIZEIEMAARE (immune-mediated necrotizing myopathy[[MNM) RS - &
EEEREENARE  HFERstatinfBEEYER - IMNMINEESR - BEF

Fistatini B2V - (1) LI AP N BLIEAE ST S ; SIHMG CoAB RIS IE2IS
v ; AESH) A BB A RTE AL RS | BB ISIE LA NS - ARSI TR BE
PORIMA SRR - T AEBE AR MHESARE -

B4 AR FistatiniEEE AT - HEEEEIMNMIER - MEERTEstatin EENRGEOE
 SEEIMNMEYBIE RO -

5.13 FFInsciEnt

ERAR TS REAFBEBORFEAS - ERAARARBE ARSI - 15
AFEARABR AT RREHIRFRIEZER - OFES A%ME A LERE  RERNE
B -

BRI - WRFHEE Y BAERIS (RS  BRRE - BERE | 5 LTS  RERN
=20%) EEHE FRESLRE  URFEORARERENTILE -

StatinB%EY) - MEMBEMISEY—i% - BAEEERELRERE0RE - ERALROE
0.7% R Fatorvastatinfs A RS BB B RO B REREA SO S MRASRBBIE S




EHIE[ULN]A3ME) - BELEEEMEEREatorvastatin 10 ~ 20 ~ 40K80 mgiEIE T 5512
0.2% > 0.2% ~ 0.6%k2.3% -

iR E—BRALREE - EtE AL IIEEIEE(LFT)W EARIKRHE= B I HAth
TR EEESEAR - BRIETRZE - PEIRESFE ZE  fEEBRERNEERE FNREREEIaE
AU K - 3 BRIERE - E30BHMEBEREBEAASHEAT - B18 ALURZERAtorvastatingé
EIEE -

TEfA%BAtorvastatinia B Rl - BT RERWR - 2B RKEREEEEEZW - BRIEA LhER
ABRFstatin - ElfFatorvastatin - SERICEIERIE M RIBROE G E -

% A Atorvastatin IR B ENF B S B H AR ARER LN BARIE S =E HIRR - E1EFLE
A - MEBAREEMBEEE - 2785 %BE AAtorvastatin -

Atorvastatin BB KEFUAK/HE L BEBENREA - BEEIMET RS ABRENMERE
ERRRFEAS ZFA - ZHAtorvastatin [2BEEZ=R4)] °

5.1.4 R INEE

fEEMEEHbAT) LA | MAESHMG-CoAZREHNGIE (statinffZEm) A% R - SAMEM
AR K/ ZERE MR Mg E EAHRIER -

StatinfF&E 2 TEERBRS MK - B LU /DB LR AE/SIHEREERENES -

BRI 28 BAtorvastatin A E R EM T L ERZ (cortiso) BEMRE - thAER/NEEE LIRFE
£(adrenal reserve) - StatinfBZEY) H EMEEE TN FE G ARTEAZBT OB ATETHR - &
SR TR - MRS EWRBHIEE) AR -

StatinfHZ24) % B 0] BEE FRE R M $E B iz 1o 1 =208 E 8 4 B9 22 m (Bl Wketoconazole -
spironolactone - cimetidine) 52 FHEE -

5.1.5 B & A m B

—E&HZatorvastatin 120 mg/kg/XEEIEABMWEMBEERKEM - S—EFWER11E - B2
ZL =3280 mg/kg/RZEERE - FEELAN NEES - ARE L MEAR LR R ZEE
> Atorvastatin 120 mg/kgiEHE B REBE AN AERARAEE80 mg/ X MR REE R E
HAR FEEAUC - 0-24/N\F)M161E - E—IBERMENNRT  BEMELANIHE—RBEY
e 8 (—& X atorvastatin 10mg/kg/X - 55—E#Ratorvastatin 120 mg/kg/X) - EEREIE
5iE400 mg/kg/ REERFZE2FN/EHEESBE5E100 mg/kg/ KRB AR P IIREIZ=EP
BHERFREL - BERES IR AERARSEZEE80 mg/ARAUC (0-24)196-11E(\E
) R8-161Z(KE) -

LHEBESHMHMG-CoAZERBIIGFIE A BN NSRRI TREL AR MERL - HEEEMER
BH - KEREZARZENLEFERER - —E(E24EEE ClatorvastatintlIHMG-CoAE RS
MHBSEERNMBEEENEASRASSEZEENFHEREESI0BNEET - MU—1&
PEISEMRBEIN AT - FERAK_ EIESNORE GRS (RAERARES &4 LB CE 4 [Wallerian
degeneration]) -

5.1.6 AN FEKTIAREA

£ IEEMR R EEE R EE 2 D E FEF5(SPARCL):E: - $H¥BEERARNZ EETENTIAZ

4, 7311 CHD 2 2 & FAtorvastatin S0ERHBRN LA - HEBDHTER - Atorvastatin
80=EANE MM P EEBEERSREZRBIZE(SS - 2.3%atorvastatintBER33 + 1.4%Z RE

; HR:1.68 » 95% Cl : 1.09  2.59 ; p=0.0168) - )& 4H BRI EIE H MM 0P & 38 A= =450
(atorvastatinfZ & B ABLEE 2 BIZ&17F118) °

AtorvastatinfH(38 - 1.6%)FERIEH MM F R BFRBESNLEEAH6 - 0.7%) - TEEA
BRI 20 4 B2 B4 M B34 ) MM RO P4 1 o L B atorvastatin A B B A9 H M1 o [ 35 4 R A8 RS




[ &) -

Vo Eoa 3 iots Y]
(1732} 30%0)

6:1

e

N RS

FtAtorvastatinfE AR Z2ENEZE W RiERE - BRZPEEARMAREY I MIBERE - K
mEZAREZLZH - HRHMG-CoAE RIS EIE 5/ /M EERE SR - Bolgem /D 1B IEERE
ZEHMEYSEEENE R - WRIEEFAAtorvastatinD sE SRR ERIEE - FHIRER - Bl
Bl{EAAtorvastatin [2BER(4)] - EEFRERatorvastatinfE BNEREBR - M ABMUHIE
SRS RBH S RER R EZEYAERE MY -

ERBNRFHEMEBEED - KIEEEREE(Mg/M2) - DAIEFEREERSZEI0MN20EBNE
SARBEEEE(MRHD) (B0 mg) 2 EISR - RABEZRBEBERTIE - BRSBUSEREBR - KEEG
IRFNMEZLEARS =R atorvastatinis - E>6ERMRHDZEIER - BIRIILERERALERE(S
RER) -

BEERGRETERCRKRENRESSARMGETERMN - EXE—MALDD - BRBEZER
hEAREXRREBNRES=RERGEHED B H2-4%H]15-20% -

il
N

g2HaAE e MAELIERS D B ERMW AR atorvastatin calciumIERRBIR - ERIIFK
BRBEASLKBRSRERMRAIEN - BERDERBRRAZEBEtMHMG-CoARIRESHIHIZE
BEEFRUEBEZNRS - £—IREH ¥ 401008 6 FsimvastatinsilovastatinZ24) 7 15 L PR EITHY
AIEMEREMR DT - BRMET - BERARERBRIT/AAENZEERT RBE—RAOFHN
FRHRAER - BERABEUHIREREBIEREREERAS=2NEL ERER - ZELATE
FANEREZNES - A% EERZAIRGERAE - UNE 2R ERZ2EHFLLA
BER
AtorvastatinZ BB ARENIRE - EREMREINEEHEERNERIFRE - GUURZREMNR
FERBEEMPEE 7 Bl AR#E Fatorvastatin S E300 mg/kg/XF1100mg/kg/ RV EI £ - #AE
¥ Fatorvastatin= 300 mg/kg/ KHEE - SR FIRTFH3E100 mg/kg/ XN E S &L B2
Mo DRBREE(Mg/Mm)AEEFTE - BELHSEHMNEREEANEMRHDAERESH30ME(K
) F2018(RF) - REHESIESEUEIE300 mg/kghs - ERERERELMAMMEIRIESERE -
RTFEZHRESURE50M100mg/kg/XF - EAEREREIZN - F£3#=100 mg/kg/XF
SRR IR RS -
— B RREAEBERZHETRE R AFE 20X (E )% Fatorvastatin 20 ~ 10084225 mg/kg/x
FlE - BEEIHRIIGIEEMN225 mg/kg/REIER - EFELE - BERBSAX - HK
ETN BN EREE - #2100 mg/kg/ A28 E - EFREEELEEN2TXIE - URES
225/mg/kg/RZBE - HFREEERREEFITXPE RBHESHE - (FEREER
(100 mg/kg/ R4 - BEEMEERIF [rotorod performance] ; 225 mg/kg/ X4 - BE &~ 5
; 225 mg/kg/ R4 - BEEREEREBRR) - KIBAUC - EBLEHEEEN AEFERAMRHDW6E
(100 mg/kg)F221%(225 mg/kg) -

6.2 M5




6.3

6.4

6.5

6.6

ERL S TS

L EfE A L L E FAtorvastatin [2BR=(4)] - BRIBEAEHREAZZWIERASERIVTE
pLHIYE R ERL - 3R BRI A BB atorvastatinZ & 2 0 W EAANBRET - EBHMEHERIZEY S
HaEy) ol S AR - BEMatorvastatin& HIRMNAEZ TS - AR OJBEH N HILERE
i EAE R - BEAMEREAtorvastatin/a B A ZZE R, -

BLBR /I EAS M

hEZ
ZER T Atorvastatind BE 2 ¥R RiE IS E - EEELBRE IX EEAtorvastatin/a E#A B E A
B IE [ SRR IEEE(6.1)] °

INGR

ERREFREESERE R MAEHeFH)

EET—BERINRBREEDRE  E10RE217TREBEAHeFHZ RERATETHHRCEE
AtorvastatinfE R ER B EIBNAE L R EARIEEES - LDL-C ~ Mapo BEENZEHMEN -

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

« LDL-C>160 mg/dL B

o EAFHRERE S — S _SHBWPEELMEERCVD) -

o BEE_EHEXZELOMEERCVD)ERE T

AtorvastatinfE AR LB EEN X R B MNE2RBRIZREQR) - ARKIE@B.1) - EYEHERS
(11) ~ Ff& R ER(12.6)] :
ZBHEI187TMUI0RETTRBEANBLYBE L ZTHET 7 —IH6E AN BB B R RE - WA
BARER10E2xR 2027 AtorvastatiniV A R R EE R B 2 REIRm A KEEHEEL - ZEIIES
PR RERT  RERINENREZERIMERANE N ZBALBHRRENBEZEER -
 E—IBAH=FRMMIEERERD MATI163M10E15mHeFHRERA - WRHEREE
ZZLDL-C <1302%/2HZBE - BEEFFHRERERETHIIRG - AtorvastatinfEFEELDL-CHHHE
22 MHMBENEALABAPHWEEIWERNER— -

BARRERAR - BOoOBRKYBELEZERETRR(2ESKIEEE6.1)  6.3)] -

R EZE R BAtorvastatin/a B LURE A R EMIE T W RIFBE S R EE -
Atorvastatin R K w10 HeFH R Em AL 2 MRS R IERE -

BAES FREESEEEEMEMHOFH)

L —EREES FREE SRR MIERARSEE B4 & T4 IS EAtorvastatin 80
mg/ KRB E8E—FNERARANR - HP 28R RERA[SRHENE NEFENT) - BRHR
(12.5)] -

ZEAN

7£39,828 115 B AR L HEE BE =2 AtorvastatindA BRIR A & - 515,81311(40%) I Fe>655% - i
H2,8001(7%) >755% - BLESHEERFENIHE ZEELE B S E SR DIREME
REMNEE  HERRESHWEASRUREZEREZFALARFR B ANBEYREBSTOAEE
BARBEHIRBLEFLR AN MABEY RSB TEEN - ARFERE65H) N ARENIIESE
H¥2z—  HitEEE AEFSAtorvastatiniFfE:EE -

HIngeRz

AtorvastatinZZFIREEIMET AR A - B HEREBARRESET SHBAISRRR4) REE
WEVNERMENT)] -




73T AR
B (R BT

7.1 1= AtorvastatiniF o] 5EZ

B PR SR 1= AL A BRI BRI I 2

ZmREFH BEHIVEREEHIH

-+ boceprevir ~ telaprevirknefazodoneZ fff IS SRV A AT HEBR - 1803 mAOE MR -

Atorvastatini2CYP3A4H B & B (MOATP1B1/1B3 » P-gpsBCRP)MXZE -
Atorvastatin[liZ 2 E=ZEHACYP3AAMNER E A RINGEIE mea= EF -

xR L TS

S2E B MNAtorvastatin REEMIE ML AR E KA A FHERRRHAZEYSE

- PURGREBINAI R A E R B LY SR E R SOTRSIRG.)MEY B N 2R ()] -

2 : EAIADrVastatindy BT IEME SO WS LR M LA 0 B S B

R TN B Alnrvastatn e pokaponneC V PRASH]

.
mlnv-wmllhw Eisimepre @I, - INE R
-mm@lw darunavielill Eritonawir -

* fosarrprenana L

Fibrate lERFN (R T Corrfitrozibl!

[E7B Tipeanaarfill_Erionaar - 1
ritonardr ~ simeprevir - saquinanar (il Eritonavie - darunavirfilLE
ritonandir « losamerenair « fosamprenavir il Eritonavir « elbasiiri
Lorazoprivic - letermovic « nelfinavie -+ LiR ledoasvirill L
salosbuwir «
| R acoie M MBS EIRA B macrolde L4
| W | WA Atorvastatn Bt I acok T I MM D SR AL E RIFIDDS -
atorvastann I 2 MR WEC Y P3AL VSIS B E SIS 7
PRI -
TEATEMW : A AtorvastotnBBG g |
SOREPS - A% I Atorvastatin BLE fSazole IR i
* IR LA B SRR « BRTE
e Eryshromytin « clarthromytin + Araconascée « ketotonasole
o B vodiconacole
Madiani
BRIFREW : !Amuumﬂmnm[—iﬂmﬂfﬂﬂ « =l
AT R TN TR
TrAJam : nammmnuwmm;u;-ﬂmmmmm
R R0

PR IR LA
SO « SRESRIA ORI IRY - SRR TR
-m-ﬂ—m

HM‘ EIREW S EDRLT R

Bl e =l
Arorvagtating® Y BRI R0 RN -

AW :

NG R -

FHOREL AT RN
SORGAEEN WAL OEUTSRRELICIRL  SEENRY

ARARTIE — R R -

A% W forae IR LA vastatntl IR G (LR ENLT® |

[ Colchizine

W
EZELE

Colehicinelil Atorvastatin{ FI§Y » EiSERE VW ENREVANE

R -
I colchici orvastatingff FHESE) = -

RERHA
AR BRSO - DR TERR R MR —
PR -

Lt

|| R - W5 R AR (— X8 207 Wil atorvastatn
s -

¥ -

11 -

b i}
A0 TE B AL Aoy as tatin DR PR A I AD D M+ (— R 22T -

7.2 TIEEEPR{EAtorvastatin 2 E S HV%

FAHIHOIE

EZ[&{EAtorvastating &

REFH

=3 : PEEEE(EAtorvastatin REENE R EIER

SENERXEFR - URNMOENEEE B PRV -

Rifampin__

ERPREZE . Hﬁ AtorvastatinE&2rifampin (#HIE 2 3EP450 3A4RVESEEIHIOATPIB
B A & 8 atorvastating M 38 2 R H IR F ERERIEEIR
=] - Aftrifampin EE M ERCETERBT - pH{ERfampini2B{EH
Atorvastatin® i&Eatorvastatin N 4% 8 AEEAPE{ERVIRSR -

T A | | FRMERAtorvastatinf{Irifampin =

7.3 Atorvastatin¥i EfhZ4)f) 52 &




A4 Atorvastatin#t Eth 22 i R LR IO RS E & B MRV R -

754 : Atorvastatin$iE{thEE AR &

T

iRFEZE | HHEAtorvastatin®fl O RS ZEE 1B Mnorethindroneflethinyle-
stradiol UL 3B E 2 RSN D B34 (1)) -

T AEE | EBIEMAtorvastatinBB A B O RSB RER - SEEZ RIS -
Digoxin
EERECE | (HEEZEEIEAtorvastatinEddigoxinfF + digoxinBJi8 EARREINIEEE
i EREYE B (11)] -

T e | EiEE BRI IETE{E FldigoxinBIiE A »

BIFR/ AR &I
(MRS BAECH)
8.1 BRRAREZRIEFRH/ARKRIE

8.2

MIREARKEBENENEBEETERBFEAIMRA
MRS EENAAR[SRERREIESEIE(G.1.1)]
MhERES[(SRERNERFEIR(G.1.3)]

B PR Al BR A B

ARBEARBNETREBRANER Bt - £— &Y 7 HERSEETIERIINARRES
SERATEFENS —BEY 2RARE BTN EERBLER - Ot BARMEFEDATE=EIR0EE
516,066 (8755011 FBAtorvastatin » 7311 MIERZRE ; FHE8EA10-935% - 39% 5%
. 9T%ESMEA  3%ERBA - 2%BEMA - A% BEMER)PILAEE-E A538 2 E AR
AtorvastatinZ B H B I HEARFBEERED - #Atorvastatin/8BEMNRAB.7T%EZELERR
E(AEBER)MFE  EEITREAENRATRFIS% - FEESAtorvastatin/a BB A T
REENFHEAREERGNEEHANTEICRRES : FLE0.7%) - E%(0.5%) * B/
(0.4%) -~ RRBEEREEH 5(0.4%) - UKIFHEBEZFS(0.4%) -

2 R ¥R R AV Atorvastatinda B A (n=8755) - ZERRBENFERE(REEBER) (5
R BERZREHE)REIRK(8.3%) - BIEIRE(6.9%) * I85(6.8%) - MUK ERE6.0%) - LUK
FRIBECZ(5.7%) -

FEHIEZ RE ¥ ER R0 Atorvastatinia B AP (n=8755) - BIRE>2%H SR LR EARERKRA
BREAEBER)WEEERMERSFIR -




=5, E(FEREAE R 2 Atorvastatin& BB AR « BEF0%EEHR
EHBEENERFRT BREAEETE)(HALEHI[%])
TRERET FOEE 10BR 208Bn 408Bn 0BRr ZEHA
N=8755 N=3908 N= N=604 N=4055 N=7311
=11 8.3 12.9 53 7.0 42 82
RN 6.9 89 17 106 43 65
i=p=| 6.8 73 6.4 14 1 52 6.3
OB =R 6.0 8.5 37 9.3 3.1 5.9
fREEER W 6.9 6.4 8.0 4.1 56
E{ERER 47 5.9 32 6.0 3.3 43
LT 40 3.7 37 & 38 35
lREEERm 38 5.2 32 51 2.3 3.6
AN FEESE 3.6 46 48 5.1 24 3.0
AlLsE 35 3.6 59 84 27 3.1
SCER 3.0 28 1.1 53 28 29
IEHEE R 23 39 16 28 0.7 21

EZRESBMETRERESHNEEARKRESRRE !

25 AE - BE ; B(EERS  IBIEAE - TR - IRE -~ L - BBHEE ; REEASF : LA
BESERE - NS - SBEl%E - BaNiER ;, KBHEEEAA BIRBEAS - FsEERESE
Mgt iie s S - NBET RIS - SIE ;, B&%4% . 28 ; FRA&K 2400 ; &
EBRMBASY : 22 ; BHHE | |EEM - HIS ; WREEZS . BMIXREREZEGER
BREE - ATEAVBB 40 0 45 Rl B (ASCOT)

FEASCOTH[ 2R ERARERER(12.1)] - 10,3058 K A (F##H E £40-8075% 9%3?’&
F94.6%EBBMAEN - 26%EIEMA - 1.5%EFEEA - 1.3%EEM/EMER) D RIES
Atorvastatin=X10 mg (n=5,168)3{ & &% (n=5,137)/8% - TP UE3.3FRENHAR

- AtorvastatinjaBEHBEZREI AN Z S MMM HES -

Atorvastatinii Fx i 7 Bl i 5T (CARDS)

TECARDSH 2B RABRERN(12.1)] - 2838RFE _BUMERFHA(FIREBER39-775 - 32% &
M 943%EEMNREN - 24%EFERA - 23%EIEEMENLEA - 1.0%E5EMER)ES
AtorvastatinEX10 mg (n=1428)s & HEl(n=1410);a% - FE PR3 IFRVENEAA - MAR
FENERBEXRNBREFCRRETREE - RBERAIABZRARS -

BB R S ERZ 2 o ' TR 5 (SPARCL) i 5%

TEET¥34,731 28GR SRREE 2 CHD1BTE S AT 618 A A S 88 4 o /& 3 B A ME S R M B8 /R (TIA) B9 =250
EH(FREER21-925% - 40%HBLMH ; 933%BEMEA - 3.0%BEAN - 0.6%RMA - 3.1%%
Hihi& %) EFHAtorvastatin 8027 (n=2365)3k Z & HE|(n=2366),8% - HPAIEH R ER4.9FH
SPARCL#fIZE o - atorvastatiniaE 4 PRI F i RS B H = (TE4- 10 R A B MR EI 45 R>3 x
ULN)WEER0IN)BESNE

RE4E(0.1%) - CKAS(>10 x ULN)AHEABITR A/ DR - {Batorvastatini8 B4 RIEEEZR(0.1%)th
ESRZEEIZH(0.0%) - FEatorvastatinyaBEHBEZ R AT D RIB 144823 E(6.1%)F89B=
HECBN)BEWRABIARRENERRESELEZEFLEESEIE(G.6)] -

—IBEE D~ - ML REHEECE - Atorvastatin 80 578 o) fR G MM P A AV EE R
(Atorvastatinj&%&E4H - 218/2365 - 9.2% ; ZRF|H - 274/2366 - 11.6%) - EEAHSHMMEFE
RUEE = # (Atorvastatinya & 48 - 55/2365 - 2.3% ; ZREIZE - 33/2366 - 1.4%) - MAAPRI K antE
£ M o @ RO B = R A BB S (Atorvastatina &4 - 1761 ; &4 - 186l) - AtorvastatinZE o
E’\J?Fﬁﬁlﬁ‘f&*tHJIﬂ’HE$@E@§§$$(381§U3F§&ﬁ'f¢Hjﬂ]l'fiqﬂﬂ)ﬁﬁ,ﬁ.ﬁﬁaﬁf*E S 46 (1 6BIFE R An tE B I




e - EAMERA DM EREENZHEZE LMY+ RN ERE S (Atorvastatinia B 48
B16%] - ZRIEEF2%1[4%)) -

FEHeMEERMNETESH - MEREABTREICREER

Atorvastatin 8025e/HAEAHDTHF21661(9.1%) - ZEEIAHPFE21161(8.9%) - T_J'EAtorvastatin
BOEFaEAY - BELOMERBEILT 2R EEAINEER.3%)ZtEZ B4 (4.1%)/)
Atorvastatin 8027 /8B AT - A LMEBERBIET 22 ELLAIREIES. 0%)%|:|:;t’i EJ
(4.0%)K -

JRBAtorvastatin 2Em AR B 2 AR R FE

—IEEI10R217TREERES FREE SIEE R M (HeFH) BZ M B & YBE N Z Z(#RET140A
1% BEME - RUEBESNMEAN - 1.6%HBEN - 1.6%BMA - 48%EMIBR)ETHAE 26
B EREERE  UBX—RBRI10E20=5cAtorvastatinfE B BV E BN A B E R B4R NEE
fig - LDL-CHlapo BiZE 75 E 22 M AN 52 14 45 120 B 2 R ) K B2 AR 0L [ £ B 45 Tk 1 B (6) AN B PR &t
§(12.6)] -

8.3 Lk

fEAtorvastatinESZ EZNFERABBIZ IR NIARKRE - ARNEEREHEREEARER/ NS

BENTEFHER  HEEREIRELMEERFERg R HBEEYBNERE R -

LM% - BlAtorvastatin @ BEBRENARKEHRS - RIVER LB ORARBEGIHER/A)ESRE

: B8 (anaphylaxis) ~ ME A M KEE - BB (BIFEZ UL - Stevens-JohnsonfE(EEF -

%&%Eﬁf%}%ﬁﬁ) BAPNARE ~ L% - ES - IR - BETHEIERISEMENRIE - €% - 8
- BEMLHEE - R MEE NS -

ﬁ%statlnﬁtﬁrr%ﬂ’]%f?ItzillﬁliIEEHILWF'%(IMNM immunemediated necrotizing

myopathy) - —%EQ E R E N ARENEBERE2RBEEFREIEG1.2)] -

o] 3 R A PRI E:F%E’JJ:Fﬁféﬁﬁ%ﬂET {35 FAstatind6 2% S AR AN THEEFE Rt (BIU0 : ECiEES

kK BETR % RIEE - RAB)URERME - FiBstatin EE B 5 ERMNEENIRE - 25

FOFNIhE FﬂLL%EKE—ZEE’\J - Hi¢statinfFZ & o] kiE - EEREERERRB AT (EREZE

Oa—RIEE  EREEREBPUERIE) -

BB A S (blurred vision) ~ 2 (malaise) -

9 BE
(kX BREC &)
Atorvastatin B8 BRERAE L - WEKRBRANERINLUAE  LERBOFEHASZHFEEREE -
HARatorvastatinEA MR EREBENGAE S RIEE S - BOER KB ARBEIZ MatorvastatinBy /5 BR =

10 ZEIRRM

(RSZRRECE)

Atorvastatin Calcium@—&& R MASE - E3-hydroxy-3-methylglutaryl-coenzyme
AHMG-CoA)ZIREgRVINHEITE - tETERE REIEHMG-CoABEE BmevalonatefVE (L&
& MmzEtREBNEEEREESHNFERIR  IE2ERRRELEHR -

Atorvastatin Calciumi1EE2 2% ( BR,OR ) -2-(4-fluorophenyl)- B,
S-dihydroxy-5-(I-methylethyl)-3-[phenyl-4- [ (phenylamino)carbonyl]
-IH-pyrrole-I-heptanoic acid, calcium salt(2 : 1) - Atorvastatin calcium B2 F=H %
(C33H34FN205)2Ca - BFE%1155.42 - @&B@BLAF .




CH; CH
¥ OH OH

,{/ (15 GH : : .
2 CH CH G
hiH | ey e \CHQ NG

4N

= i

= Cal*

Atorvastatin calciumZEB B ZEXAEERER - FBARPpHESRA/NRAFKBRP - BEAR

=+ a7

ZX Bm

10.1

10.2

10.3

K~ pH7 ABEBR EE 2 &R K £ BB (acetonitrile) - SR OEE - MEARPES -

TERKE

Atorvastatin@HMG-CoAZREER EEM R FHIHIE - EEEIRAES3- hydroxy-3-methyl-
glutaryl-coenzyme A& SmevalonateRVERZIRERE K - Mmevalonate/) 2 BIFEEREEZEA
Z EfERIBIERY) -

EEYEE - AtorvastatiniFEHIFIHMG-CoARIREE K IEEI RS FERT RN RY S A - 5358 DN AT 41 AR
RENEBEZEREAXEHE  EERZEREANBEA D BNE - MEEMLERPIEEREK
IEEBRIRE - Atorvastatintt RI/MEZElEEQNREWE/MEZEREEG M 2 -

B IR

Atorvastatin R HEM N ENEARAEBZEIREY - FRESETZ2/FREMI - 25 AIER
RRESHREZEREANEREM - HRNEmRMPRE - #m EJ%f—M ZEIREAREERERE
BRENBEEEELT - BikEEREEMNBELE[SBREREQ) -

ERARRIZ 2 HER

BiEtt c BREMRIBEELEE N

—IER MR BUE I T ¥ KB 38 Fatorvastatin 10 ~ 30 ~ 100mg/kg/RHEIE - &ERER
SERHENEEIRNEEMEFRPVER . —ERBEANARK  S—ERBHEENE - 5@
FEAZRMEBAUCO-24) BN/ AEORSO mgEFIHMBERRESN16T -

—IER M R BUE I ST /) B8 #2 Batorvastatin 100 ~ 200 - 400mg/kg/X - #ERBEERES
SHEN A ABTARKRERZEILS BN ENEESENETEEILS - BLRIRS B4R
M#EBAUC (0-24)BEXN B ALEORS0 mgBFHMBERRESMNORE -
AtorvastatinfEim e & & B AHEEL - £ M ERIM RIS B ENRE ) FRERE RO
At . FIFAEEZERE(Salmonella typhimurium) & ABE12E (Escherichia coli)#E1THIAMes Bt
Ep - A APEIHEMARETHHGPRTIERREZWA - DIRAATEERMARETHORERE
#BE R - AtorvastatinfEyE B2 A/ NE M (micronucleus) Bl FIRE 2 M

EMEERES - BESiE225 mg/kg (56ER ARBBRES)S - atorvastatin kKEEBENEKAR
EF - EHMKEETHIFRE RS Eatorvastatin175 mg/kgMEI SN EREEN15B)HE
FIEBESIRBEFE - 10& KB ERatorvastatin 100 mg/kg/ R (AFERRFA80Mg 2 AUCHI161E
yaE3ERE  A2ELRIRMZBEBEAZ REBRIE ; £30M100mg/kg/AWEIET - EAH
ESRERES ; 7£100 mg/kg/AHWEIET - MENESHRE - BERBEEREA11ERRES
atorvastatin 100 mg/kg/ K27 EIE - #RBFEENMBAMERERE  FEENBFIES



£14512 Tatorvastatin 10 - 4057120 mg/kg/K ZEEZF - HEB RSN EHRSABFIE
B R R -

11 ZYe 2%

(RS RkACEL)

IRUL : Atorvastatin ORRIRUWCGRER - BRAAE1-2/\FADERSMEREE -

IR U & B2 AtorvastatinBI B £ A% IEEE - Atorvastatin (REZE)WBEEIZOTHERL14% - MEEH
HMG-CoAEREHIGHIEMX30% - £ AXRRENREEEEBEN BEEE KR EIERZE B
(presystemic clearance) K /35 it BB A # MIE - ZKEBRIECMaxKAUCEH - BYSAEE
atorvastatini IR IR ZERRIELI25% - IRIWER DA% ; BEZEREERERRERENEENAZ
BT E - Atorvastatins i EIRA - MBEESLEERKRAE - Cmax RAUCKAIREIE30% - 24
m - EREREEAREEERENZEETEG X ERERBSEAEZHAZEQ)] -

24 : Atorvastatinfy I D HEETEAIR3I8TAH - MRELBEHESE>98% -

Atorvastatingy M7&/MBEEELN50.25 - IERIRAZEE DB B RLAMIKA - RIBERENEZR

- AtorvastatinBlBEE M EABI TR [SRERE) - DIRFEIKIEEL(6.2)] °

3 . AtorvastatinE;ZN B B E R HEE (ortho- and parahydroxylated)$144) - MUK E1ER-
SEEY - EEMRERERERHEYMHIHMG-CoAZEIREFEEIMDEE M E AtorvastatinfBE - [M
RBIRABNHMG-CoAERIMNGIEUABT0% 2R BELEFHLHEY - 2N RIEL
AtorvastatinEHfT i ARfE 2 ZPA450 SAMHHNEEY - FRGARAS —BMEMEIR - - ABH
ARAtorvastatin Kerythromycin (485 ZP450 3A4R9HNHIE) - RlAtorvastatiniW MR BEESHS
(SRZERROERT.1)] - BEERSHEYESEANSEEE TR REBENESER
(glucuronidation) -

et Atorvastatin RECEH EMABI R R/SIFNE 2% - TELAETHEE - BLUFELAZE
TIBEIFBEIR - AtorvastatinfE ABBRFEHEMERBIRFRHA14NE - BRBEFEUHRHEY - 8
HMG-CoAZRESHINGE M FRIPRE20-30/\FF - ORILEE - HERREWWatorvastatinZ £
DHR2% o -

SSYIN IS

ZEA : AtorvastatinTEB@REEZF A 65N MBRELLFERAS - Cmax#JI1E1140% - AUCKIIE
030% - BRRE R R - (i —f&atorvastatinBE| EEZF R AERNEZREIEEBREREEELLF
B AK[SRERKIER(6.5)] -

RE . EIERMY - HESEMNTRT  RRESNERFTRESE BRRETHETHW
atorvastatinBt LI OREB XA HEA - BAEESSREHeFHBE A0 2175k - n=29)&R 2
atorvastatinfEB#PKIE BRI —REZ L E 2 -

Al : AtorvastatinEZ R MEFEE RSB RE - CmaxgI1E120% - AUCKIBRIE10% - 28T

- AtorvastatinfREEZEREERRERNENER A LU BRBEZENELER -

BINEEAE | BiERAEEEAtorvastatinV M EEXEREERERELRERNEN - EILE
EEAEmAREREEE[(SBEREZAECI)NEZ LEESIEG.1)] -

MREN : AR RBRBPERBAEBARENHTR - EE atorvastatinfA MIBE B4 S HILERB
5 - BUERMR BT AEBEIGNIARZERNBIRE -

FIgERE  wEMBEMNRRA - atorvastatinlMEREBZEHS ; EChild-Pugh AZREA

- CmaxEEAUCE 1B MNAE ; 7EChild-Pugh B&REA - Cmax KR&IIBII1615 - AUCKAIENNT 1152/
2= -

X 5 ERE

AR



~Atorvastatin® —TEIT HEH HEEI(OATP1B1$DOATP1B3)E’JyL"§ o

Atorvastatmﬁ”ﬂﬁﬁﬂ% §ROATP1BT1HIRE - Atorvastatintl # g3 AL E#H & HBCRPHM
' ET%BE"_%JatorvastatlnE’\JHﬁEU&HMDHETI'%B% °

6. G FZ2M) % Atorvastatin 2 S B3 ) 57

Ll et Atoruastatin
. aces (e m
_— e | e
'Moiuul IMFERE - IoMRQDr - 28X | L8 1o
i
*Tipramnr 100MTEBIF nacevar 10MESD D
ml»mm- %
MHW R I T
1 o beami Qo
*Topramrar 7 “Rqﬁ' T=2 MBI | s
*s-m-rhmmm AMTOD - &% kL 431
*Eharer WMEQD propws RS 134 34
HOMFQD - 13
* Simaprevis LSOMTEQDF + 109 e g 2 17
* Claciomyeia OMRDI - #5 SOmRQD 5% | 43 | 13
o Darengetr 100 I} SR s IO - 4% | 3 P
REET - 8
* Incenmcls 0MNQD ¢ 4% e [ 120
e e B 13 | I

* Forpmens TOORT IOMEQDr - 4% | 11 184
B 100MRBIF - 1%
“Toummpmar FORPBD - 14% | IORRQD < 4% | 230 | 484

Nelian |IMRDI - 4% IMTQD-- uE | 1™ | 1:
RN - 20MFOD LmEs 137 | 116
Deees MOBTIQD - 5% BT 19 1,
Erydeomryon OBy - TR RS 13 13
Aslodons 087 - B2 [ 13 | em
Cimesidine XOMFRQD: - 1A lomRQD . 2 | 100 | o
Colescipel 1IFBTF - 4 W - 5 Jét:“m T
Slaslon TC* SOMSQIF - 17 LOMTQD - 13K | nas | 087
Efaviras CRFQD" « 145 10HF - 3% o | 1m
* Rifria SOMARE" * TR WRT | 1
(R

OMRQD TR AT X | oS

{ﬁl,
*GueSbenal SOMTRIF - TR SRE 51 100
*Fasaibran 10RO < T SmE 103 m
Bocepwts 800 g T < 7 HATT 2 | o

TR T TET T T TR DT TR I T PRt
FRARANRMTRADEE N AABZTEAN -

AR EE B GS(-ETRR AR LR AN LA AU R AL
AUCHRAA RdIHARC_AELRC_weddBdiTRas -

Rt L1 LESLET L e B E Y
TREGEGEN TR ZAA RAE - Ll axnuonMiiaroM@d SR AT - AA
A0 B Tribin 8 AR T ooz ¢ HRemanit et i TNARE -
T L Y e T PR Y T ST T Y ]
sl B P A AUt MR NGRS - Ae - RARAS
mERALSENE -

s dE-F

LT T

cR-we

dgmag

LT

L S 3



7. Atorvastatingi{f BEEY 2 BRI 2R E

Atorvastatin HEEYEEEZE
EU/RIE(RER) AUCRYLEE | C__AItEi{E
B0EALQD* 15% | Antipyrine * 600 .SDr 1.03 0.89
S0EAQD** 10K | *Digoxin 0.25£4.QD* » 20% 115 120
40§ 50D 2% MR EEQD 298 A
- norethindrone 14 7. 1.28 1.23
- ethinyl estradiol 3548 7. 1.19 1.30
104 #.SD* Tipranavir 5004 i 1.08 0.96
BID*/ritonavir 2004 7L
BID® » T&
104 40D 4% Fosamprenavir 14004 7. 0.73 0.82
BID": 14%
108 4.QD* s 4% Fosamprenavir 7008F % 0.99 0.94
BID"/ritonavir 100 7
BID®* 14%
ﬁﬁﬁ%&#$M%ﬁiiﬁmv
a 'E' e - -'\
bHEXRRK
c f—H#

Atorvastatin AR EE#ESwarfarinREAENR AR - R RMEBRIEESBERAK L
BENTE

12 EEDJ—‘_EKEME-I-‘I’
(M BRECED)
12.1 FRRAOME NS

BRIRE - BNERVBER#E TR O 45 R AL BR(ASCOT) 95 7E10,350240-805% ((F19635%) - R L E548
LAVEE - MEBAMREEE <251 mg/dl (6.5 mmol/)iE MEK AT - Atorvastatin
(atorvastatin calcium)E R BICHRIEBIL MR ORI FEE - 159 - FIENREAZDE =D
MEERGEEFOT : BHB1.1%) - FHEB1E555%(84.5%) - IRIE(33.2%) - #ERE
(24.3%) - —EHAWORENEEL(26%) - AREREHESEEREERNLERB6 (TC : HDL
>6 - 14.3%) - BEMEERG.1%) - TOEIK(14.4%) ~ IATZEE BN ESH(9.8%) ﬁ
EHOLEEEE(143%) EER/BEBR(62.4%) - TEAEELHEHRERD  BAES
pRIMERAZE(BEMEE : IEMERBHEA<140/90 mmHg - HERAHEA <130/80 mmHg) - T7#
DM - —#ES AtorvastatinEX10 mg (n=5168) - —AAEFZEEI(n=5137) - FFHE
IREESE - BEBWEANNEESREHIHIAZE @ FEEREHESABNATERE
B/ - ELRANBRBEPUEEI3F -
Atorvastatin= X 10 mg ¥t [ A5 89 5R 83 5T BT RV B PRER SR 48 SRAR L -
AtorvastatinBBZ R BT ARE IS4 [ M OJR (L2 RE 246K - AtorvastatinZH40R)
IEBIEM O AR E(ZF A 1082 - AtorvastatinZH60R)AIEEEXR - 8% EEPRIE36% [(1R
BEEAER © Atorvastatindl/m1.9% - ZREIAH%3.0% - p=0.0005 (ZFEE1)] -
AimtEhe - (REEE - IEH - BERBINEERER - ARBREHE—3W - BEREREEEREE
HERERM - Atorvastatin®El B - BHREBEHAZ - RIUMRRERETHER -



| 1 Atorvastatin 10mg/ F B EH B ESF Rt - EHF L £ B

(ASCOTLI A %)
4.0 4
gﬁj T F-'.I
T 3p] = Atorvastatin -
= = = Placebo -?
_‘g _l""
E 20 --""
2"
o
3
£ 10+
o
0.0 - HR=0.64(0.50-0.83) p=0.0005

Dfﬂ 05 1.0 1 _I5 2I.I:II 25 3.0 25 Years

Atorvastatinth (& S & 2 FilrrIAB £ E b B E FE1842% (Atorvastatin B8 EE5H1.4% - LRI
%52.5%) - BEABALMERNIEBIL M P AR D R ETREN B R R KE(p=0.01) - BE=Z—ES
FAOBEY - AR E R PR1E26% (B3R B AtorvastatinZi1.7% - ZFEEIH2.3%) - M ZE 2 [

MBI T (p=0.51)FELMELT (p=0.17)ELBEERENER -
fEAtorvastatiniE R 517 5 52 (CARDS) - #FEL12838 B i E (4% 2B A - 68% 2 EH) Hix
K . FFfHAtorvastatin (atorvastatin calcium) /0 M EER(CVD)BEXIEZMNFZE - ELm AN
FHRH40-755% - RBWHOEERBE _&ERRE - LANSBLMEERNRESE - BRERS
H(LDL) £160 mg/dL - =& HHMAS(TG) <600 mg/dL ; BR 7 #ERE 24N - BE—E LAIER
HF : RIE(23%) - SMEB80%) - RAERE(30%) - MEEBRKOW)HEREHR(3%) °
ZMFTLBWMBEBZMRBNOREA - EEEZTL - LREIHE - kKR B
—EE—(1:)MLLBIBE# = AtorvastatinE R 10 mg(n=1429)H L& E(n=1411);8% - BHtHA
PUEEIIF - FEBEWEEEZHR NIEA—REERNOCMESH | OLIEE - 2R/ OIRIE
T ARBREEORRE  SAMEERNTE - TESNTEERBEETEEIERNEME -
SHEBNEGSHINT  FHEFERE25E - HbA1c7.7% - BZEREAEERR TN
120mg/dL - BREERZPAI121207 mg/dL - =B EHMEFPME151 mg/dL - SZEREEBERE
B2cp 72052 mg/dL - Atorvastatin 10 mg/X ¥t [ 5= E RO X B ST B Y B PR B 4 SR AR 8L -
AtorvastatinBBZRBEEROMESH(EEBEIIEES M)W E R (AtorvastatinfE83 %k - &
EZH127R) - AR RFEE37% - HR 0.63 © 95% CI(0.48, 0.83)(p=0.001) (2R E?2) - ~i9F
e~ MRS ERIMAEEE R - Atorvastatinta B -

Atorvastatinfs oo [El A & B 78 2[R 1K48% (AtorvastatinfA21k - ZEEIZH39%
) - HR0.52 - 95% Cl (0.31,0.89)(p=0.016) ; [\ EZER E 2 p£1E42%(AtorvastatindH38 R

- ZREZH64R) - HR 0.58 - 95.1% Cl (0.39, 0.86)(p=0.007) - FEM#AZE - O&RFE - [MEE
BRESMEMVMATTUSBBEEE -

AtorvastatinflB61HI5E T - REIABAA82BIET_(HR 0.73 - p=0.059) -



[E2 f£FCARDSHFRFHE + Atorvastatin 10 mg/FoH 4T 00 M EFE(ULEE -
BMCHDIEL ~ MEERLEE - S BIGER - sichE ) FRpEE

15—
=) — Atorvastatin
S == Placebo 3
& it T
H .ﬂ"
T e
@ L=
= Pl
E .p"‘-,
0 ¥ b
o HR 0.63(0.48-0.83) p=0.001
D | I I ] ] I I I | |
1 2 3 4 5

Time to Firet Primary Endpoint Through Four(4) Years of Follow-up{Months)

12.2 ShEEREMEMESESE M

Atorvastatint FRESEME(BEES FREEKEREE) RESEMAEE E Fredrickson
la&IlbZ)m ARNARERRE - BEREREEAEERE - HEZEREELEEE - BERTBR=K
Bl WRASZRERELREREE - ABENERE_BARZLHIR  &RXABENRBEENRIENR
HIR - ERABPBEEABEURDSEERE -

Atorvastatin¥i ZiESEMERABEEN - BEFAIRBEe—KE AR - BHEANLHE  BE
FANEBR -

MIEHSIEMEETHZ S0 - LREIHE - HEREMFRETR - AtorvastatinB X —RIGE R
HoFEEREAERR(TC) - B EREEHEREE(LDL-C) - BEEH7tB(apoB) k=8 H HAs
(TG) - (PEEREERIINNEKS) -

=6 ARERESREEDERANHEREREESBREM LA LTS

£

B

BiE N TC  LDLC ApoB TG HDL-C  Non-HDL-C/ HDL-C

ZRIE 2 4 4 3 10 -3 7

10 22 29 39 32 -19 & 34

20 20 -33 43 35 26 g 41

40 3 GO v 50 42 -29 6 45

80 23 45 -60 -50 -37 5 53
AERERERERREEZER

et 2418 51 IR Mt BR BE 2R Fredrickson llafdl b S A5 & B MYE (hyperlipoproteinemia) i@ A
oh . Atorvastatin 10 ~ 20 ~ 40M180 mgZZ SR EREEHEEEEEREZ LB

EEep U E(ZE25B NI - 758 MUE) D AIE6.4 (-1.4 - 14)-87(0 - 17) ~ 7.8(0 - 16)#15.1
(-2.7 - 15) -

IE4h - HEEEERN O RBAERRE - BEERE0EERE - —KEHiE - |EERE/SEE
IEERERRE MEREREQRERE/SEERELREERTEERE -
ZIEZHOESHRLLRAtorvastatin Bl E fistatin iR 22 ) ¥ = A5 MER A KER - Bt B2
mAESZ AtorvastatinE X 10 mg i Bl E B £ 2 # IR )8 E16:H(3R9) -



T BRNERRER(CEDENTFEEES - B

i 1t R am AR

EmEEEE) M Total-C LDL-C ApoB TG HOL-C  Non-HDL-C/f
HDOL-C

LR

Atorvastatin 10 mg 707 -272 -36° -28% -172 +7 -37%

Lovastatin 20 mag 191 -19 =27 -20 -6 +7 -28

EE095% -92, -10.7, 100, 152, 1720 -111-71

cit 65 FA £5 71

A2

Aforvastain 10mg 222 28°  as® 27" 47 +p -36°

Pravastatin 20 mg £ -17 -23 -17 -4 +8 -28

§;£295% 108, -145, 134, -141, 4916 -115-41

cl -6.1 8.2 74 07

ikt

Atorvastatin 10 mg 132 -20% a7c -34% i ) +7 -39¢

Simvastatin 10 mg 45 -24 =30 -30 -15 +7 -33

%#295% -8.7, -10.1, -8.0, -151, -433% -896-19

i | 27 -26 11 0.7

VEHDL-CRL A A B S8 A3 58K £ Ro59 CIRY & {6 & 7 # Atorvastatin® #] +
#HDL C4 i » 28 & TH Atorvastatin T #| - HEEBF &0 ATHHEH LEEY

F 5o

1 7 E & £ EPlovastatin * ANCOVA » p =005
v 7 &L 2 E pravastatin * ANCOVA ' p 2005
cf & & # R simvastatin * ANCOVA * p =0.05

RIFRFHIFIEZEY) [ 2 M AR B = E R e RAS RV

229808
=

Fl£lovastatin - pravastatinMsimvastatintbERUE L -
IR PSSR S MR LB EE AR NBER A -

12.3 S=F&H M5 MAE

EEERKRERRD - £HE4BBIUE S =M E AN MAE(Fredrickson IVE)E A ESA
#Atorvastatinty s FEFIFR FaR(FR10) - BEE = Atorvastatin A EENELZ=—B E hlEEET
IE(&/NE - &=KE)E565(267-1502) -

£10. BURNSEE SRS ZHaRA

BEERES LA P usEIME - BXE)

SR Atorvastatin Aforvastatin Atorvastatin

10 mg 20mqg 80 mg

(N=12) {N=37) (N=13) (N=14)

=EEH s -12.4 410 -387 518
(-36.6, 82.7) (-7G.2, 48.4) (-62.7, 28.5) {-82.8, 41.3)

EEREE 23 -28.2 -344 -44 4
(-15.5, 24 4) (-44 9, -6.8) (-49.6 -15.2) (-63.5, -3.8)

LOL-C 36 -2645 -30.4 -40.5
(-31.3, 31.68) (-57.7,9.8) (-53.9,0.3) (-60.6, -13.8)

HDL-C 38 13.8 1.0 75
(-18.6, 13.4) (-9.7,61.5) (-3.2,25.2) {-10.8, 37.2)

VLDL-C -1.0 -48.8 -44 6 -62.0
(-31.9,53.2) (-85.8, 57.3) (-62.2,-10.8) {-88.2, 37.6)

JEHDL-C 28 330 427 15
(-17.5, 30.0) (-52.1,-13.3) (-53.7, -17.4) (-72.9, -4.3)

124 PlEEAREME

AHR - k92 A Atorvastatin 10mgias

& - P



—IEE 5 162 RIEEHE S MAE(Fredrickson INE)EAEREE : 14 Aapo E2/E2 - 2 Aapo
E3/EQRVFAMM RN i E RN TRERT) -

#11. B3 168pIEHR AR % ME(Fredrickson 1E)&EA BRI HE

R EA R B bR EIvE - BAE)
(B vE - BmAE) Atorvastatin Atorvastatin
(rmgddL) 10 mg 80 mg
AR A 442 (225, 1320) -37 (-85, 17) -58 (-90, -31)
=R S 678 (273, 5990) -39 {-92. -8) -53 (-85, -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)

125 RAEESFRELSERREMAE

—IEEHBANMART - 2986 -37TANEMEES FREESEERMERAZESEHRSE
£20-80 mgHJAtorvastatin’/a & - FELFE S - BB EREEBEERERFI9MREE18% - 252 E%
EREEAEEREZRERANTISEBERERZ20% (FET7-53% - S I#24%) - HEf42EARNE
ZERERREBEREAAST7-24% - FEiE298WAF - SARBEEBEREEXIRINEE - H£E5%
BAEZRENEAT 2 ANEBFIIEEIkS 7 (portacaval shunt) BEZEREEHEE R AER
RIRE ; HER3A BB EREBERERERFHOMREE22% -

12.6 ERBESFREESEREEMERERA

E—IEREBEE—HNMAEANES « TRBEIEBRMED - 1872105- 175 (F914.15%

) BEEREABSFREASEERIE(HeFH)s RESERE R MAEMNEZANB LM EN L Z
MBI = Atorvastatin (n=140)H L2 EHEI(n=47);8& 2638 - AB =B B E= Atorvastatin/a &=
268 - ZMRHUMAZRER(N)BEZEREEEREREEENEME2190 mg/dL - QR)ERENE
ERREEEEENERE2160 mg/dLEEXREHESEREMENKES - i—SHs _SRA
BENREEOMEER -

EREREREAREREENFIYERAtorvastatini218.6 mg/dL (5 : 138.5-385.0
mg/dL) - ZREI4230.0 mg/dL (& : 160.0-324.5 mg/dL) -
AtorvastatiniWEIE(EX—R)HV4EBZ10 mg - IR EBERERERRERERE

>130mg/dL - RBIFIEE20 mg - = Atorvastatin A BERE AT ESHEIB 2B BT8A
(55.7%)FERBEEFHSE20 mg -

26BN E SR - AtorvastatinBE R R EREER - B2 ERELEERE - —BHEAE
KEEEERTBHMITRE(ZREFR12) -

12 Atorvastatin IR BEREES 7 REY SEREEMEN B ESIREERMERN
AHHELNENENR(EEaREPENREERER LE I ENTIIE)

R AH ERER EZEERE SEERESE —HHBlE RSB
BiEERE  BRERE
e 47 -1:5 -0.4 -1.9 1.0 0.7
Atorvastatin 140 -31.4 -39.6 28 -12.0 -34.0

AtorvastatinfA E26 A R F RN A HETA BT OBES AL FHHE 5130.7 mg/dL
(B : 7002420 mg/dL) * %M & 42285 me/dl (K8 : 152.0-385.0 me/dL) °

tEE BB =FrRIMY - FFHRE R ETatorvastatintli R - ZIFFEAA16311105%
Z215mHeFHBE A (82U # - 81MUX %) - PIERAISKBER DT HERK E2E Z B HeFH
(ERABREREEZ)  EPSMRALNE98% - BAHDMASAENT1% - ELERFIILDL-



€43232 mg/dL - AtorvastatintlEEIREIE BB X —R10mg - WHRHAEBEZZFILDL-C <130
mg/dly 312 - BRPHBIFERFAEBLDL-CHEREENFEREEER—2 - HEZAIMA
A5 E 2 R RO R R ERGS
1+ 50 S 2 Atorvastatinia B 1 7S B AR A A HR R e R EAFE T R R HABE S AR M 1L -
1344618 Kt iz

13.1 8%
2-1000#EAlu-Aluta B S 5%

13.2 XHA

M RFT
133 R
25°CIU Tt
B
EECBRERHERATR  AEDHEBHITRE54%

4
t

By
g
|30V

5]
FEEBHERNHBRAT aEmERLEE T E6Z205%

%



