AEH: 2007 404 H 27 H

B HI: 2010 4F 06 H 05 H; 2012 4£ 09 A 25 H; 2013 4£ 10 A 29 H; 2014 4 07 A 11 H;
2014 412 H 29 H; 20154 07 H 01 H; 2016 401 H 16 H; 2016 4209 H 02 H; 2017 4F 09
H 18 H: 2018 4E 04 H 02 H: 2019 4£ 08 26 H: 2020 4F 01 H 08 H; 2020 4£ 05 H 12 H;
2020 £ 05 H 26 H; 2020 4 07 A 01 H; 2020 4 12 A 01 H; 2021 4 07 A 29 H; 2022 4 08
H 01 H; 2023408 A 22 H; 2024404 H 23 H; 2024 4 11 H 01 H

BT FEAR AR YT 45 e B 45

VA2 B 5 0 B O A R I B2 T4 3 T A

(25 427R]
BWRARR: FHEAhyTEs F
B AARR: e
BELAZHR: Atorvastatin Calcium Tablets
PUEPFE: Atuofatatinggai Pian

[t
AR b Ve AR B AR AR T 45 o
WHELH: [R-(RTRN]-2-(4-TAREE)-B.5- —F2Hk-5-(1- I H: )-3- AR FE-4- [ R FiR-HE]- 1 H-
HHE - 1- PR 26 (2: D =7K 54
WA

»[Za%t
+3H,0

A FR: (Cy3H34FN,05),Cae3H,0

SFE: 1209.42

ikl BRERES. RURMA4ER. ABEKEY . CHOR R4 RS . FILEEE 80, BN
PYER. WARRREE. BREAR A YS-1-7040 RN HEF4E R, RO B, WAK, A,
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TR AL AN I

[EIR]
S i A B P T A A

i A Ak v R P OCLORE A6, B S A v UL T IRE i & 7Y BRI 5 B s IR I AE (R 24 T
Fredrickson 7 8741 1la Al IIb ) &3, W AR &¥RTT M B AR MIIRTT 7 RN &, A
it YRS S IR [E B (Total cholesterol, TC) Fisr« %% FE g £ 1 IH[E B (Low-density lipoprotein
cholesterol, LDL-C ) Ft /& « # i 82 1 B ( Apolipoprotein B, Apo B ) Jt & A1 H i = fig

(Triglycerides, TG) Ft&o

A7 XM S HE B ME  (Homozygous familial hypercholesterolaemia, HoFH) %,
BUFEOetdyTH5 T 5 e BTk (iR R A IR &N SR EEMEH (A en
ST B, DIREICE IR (TC) AR FER & I fHE R (LDL-C).

iLM

b o R O S SE I (i BERROR,  RERMESh KR R M 55 ) & IF v MF [l I AL
BB AR AR R W R, AEH T FRRAREUEE OISR XS FRSETE MRS
PEAS A PR DXURE « BRI B R AR R, o BRI R 7 LA o ) 20 3 A o P RIS AR L B
A o

[H#% ]

[RZEAE]

TANAETTUEAS SR I T T, SHEAT FR A AR B fr 2], 72 38NR 77 ST 1]t B 4 45 5 2
JRERr o AR P B 1 IE B 2Rk R B AR (iR ROR BEAT T R AL R
%,

ARG E Y 10 mg B H — K 77 B I TR)[8] b S0 4 ) BCE G o AR il B KT 80
mg & H— e BB yT &3 H & RE — R N AR T T — R A, A3t

BRI — K, EUBCERE AN EAMIRA R R, R IR BT A6 AR e 77

JE A AP v R [ e o A 95 PR v IR ML VR T

REZHUEE IBTFEARABITES 10 mg, BEH—RK, HIMARAKFA R 2HEH . 67 2 MR
HHRTF R, 69T 4 WA a8 KR R 4ERF T 20
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AR AT AR (WM ERRER A (LDL) MENTE RSENGTT . B iX s
7 SAFI, AT AR

B ThEe A4 R 245

B AT 097 BEAS 2 06 R i (4 I SR B = A R, AN 2 HL B R O P 2R s, BT UG 75
B,

BERHA R, wivfa. il FEme . SRRRSE T R e AR A 75 AR 7

FEAS IR F R BN e % BB 5 (Humanimmunoddficiency virus, HIV) & (B 5) (#
P F+FIFCA ) SN AT 455 (Hepatitis C virus, HCV) & FABHNHIF ORI F+ILE
H 3D BURRR S SIMERICG 2RI EE T, SRk S 20 yT . AR IS TT IR
A FIFEIR RTINS SR bm B b, B E R SL T % . W TR e & 2
b geme . IR R FHAR ST, B ERBREFFERS. X BHEREFIER . 48
IS ARV IS B G RIFEIF BURRE RIS N R IZ S # ), SL 2 IRy R R
BT 20 mg 2 N, FFHEFEBEATIE IR R VEAL, DA DR A A S8 2 1 B I 2570 & ZEfEA A
GBS B R AR R A AR IR B v B R, L Z IR R E R T 40 mg 2
WO DEEFE] A LA EERD.

[(ARRM]

A E BN R BAE R SORRSE () H AR R 43 AT 04 -

W SOl L DEEFEmD

TEENFHIRIEENE (W, DEZRFERD

i O DEEFEID

WAL A (HbAle) Az G ML & MK (L DERHID
I PR AR 22

I PRARES: S A2 32 B s Bk, DR PRI AS [R] 2P0 7 I R UG TR A3 1A RSO K
AR N R BT LR, TRIB AT BEAS e SRS B TP RROBE R R AR

S 2 D IR I PRI LN 16066 4 (L3 % n=8755, R n=7311, FM
10 %3 93 %, 39%NuM: 91%AEN, 3% NBANEAFEEEN, 2% WA, 4%HHABA
FO, AR 53 JH . FBUREAT L) H AL 2 R A A T BRI A R WL S FROR R
Ry AE: WUE (0.7%) HEYE (0.5%). &l (04%). HRBRALEEEE (Alanine
aminotransferase, ALT) JI& (0.4%) FEAATEET & (0.4%).

TR 17 DU BRI RIS 8755 4442 3 2R yT I B R A Ze 0% o T2
FULH A RS o

1. EARESEZIBTT R EE T RER>2% HEm T ZEFIHRRRD B R M

% 2R %10mg  %20mg  %40mg  %80mg %P

ENY ’
N=7311 N=3908 N=188 N=604 N=4055 == N=8755

3T, 25T
Version No: 20241101



B 5% 8.2 12.9 5.3 7.0 4.2 8.3

KA 6.5 8.9 11.7 10.6 43 6.9
il 6.3 7.3 6.4 14.1 52 6.8
VY fi s 5.9 8.5 3.7 9.3 3.1 6.0
TSNS 5.6 6.9 6.4 8.0 4.1 5.7
HILAR 4.3 5.9 32 6.0 33 4.7
Ty 3.5 3.7 3.7 7.1 3.8 4.0
UL 3.6 52 32 5.1 2.3 3.8
L 2E 3.0 4.6 4.8 5.1 2.4 3.6
IR 3.1 3.6 5.9 8.4 2.7 35
AR 2.9 2.8 1.1 53 2.8 3.0
WK % 97 2.1 3.9 1.6 2.8 0.7 23

FEZ RTINS IR FT A i i B E A RN

2 GEARE. K

HIERS: AAE. WA, B R R,

WK E#FSG: BRUUR. WD S, ST K

EFRANCH 7% 48 RARRAR: 4 (Aspartate aminotransferase, AST) /B A Z BR S5 74
B (ALT) Fhi. BFojfeteds s, MstEsiieig st . IR BRIt . & bk
PR B

IR Z27: S ;

LRI IEY): FIRRIE

FFORIEE: WU . Hong,

RS Z 20 IR A AP -

SR 2 1 71

PRI, IR 2T B E P 0.7% IEE MG AT GESCN 2 Ik
B B IR ER[ULN] 3 50 1) o REERHERIR AR 100 202 40 F1 80 mg & T 43
N 0.2%+ 0.2%. 0.6% Fl 2.3%.

FEIEARIRIGH, 1 B RAETE . HA RS A (5 T m i B 8 RIS HAR G s e el
EIARABAESER . W WA BUE 42 )5, HR KRR B SR RTKT, JRH
TJEBYE. 1£ 30 & EEH, 18 IFEGRFEL T i 00 3 4k B4 2 & (1 S 2R T .
JEIT R HERWFFL (Treating to New Targets Study, TNT)

BITH BRI (TNT) (L DRARIRIED ¥ T 10001 447 I PR UE4RE 1) 76 0005 58
CHERSTEH 29-78 %, 19% N&tE: 94% AN, 3% NEBEASHEFEEN, 1% FILH
N> 2%ANFHAN), HFHERZEZ 10 mg (n=5006) 5% 80 mg (n=4995) JAJT. FEBEV AL

4T, 25
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IR 4.9 AN, EREL S ZH R R EA R RN (1.8%) FIEA R R M52
(9.9%) MEEZTRFEL (DHN 1.4% A 8.1%). M 80 mg 1HITHA 1.3% K&
B RAFAMRET S (E 4-10 RN 2 ok BIEGEE RS BIR 3 %), M % 10 mg 41
f02% WEE. SR EzA T IREEET R GEREGEEIER EIR 10 ) rRAER
(0.3%) i TGRS EZA (0.1%).

R E R AR 677 TR 78 (Stroke Prevention by Aggressive Reduction in Cholesterol Levels,
SPARCL)

SEAK B RH [ B R 97 TR & R 78 (SPARCL) 40 N\ 473144 T8 O I AR UEHR AH I 64 H Y
A 26 o b e %27 i R 1ML % /F (Transient Ischemic Attack, TIA)WG 2 (FE#21~92%, 40%A
ks 93%NAN, 3% NBABAETEEN, 1%ATEMA, 3%NIHA), #5271 %Z80mg

(N=2365) B2 Ef (N=2366) ¥677, BV AEFER 4.9 F. L2 HEHRLAREE

R (AST) FI/SNRREILE B (ALT) FEts (R4~ 10RN2UGHE IEH LR 3 1%

PLED RAEZR (0.9%) mT2EAIH (0.1%). WIREEFA S Gl A ER1I0E D ]

FO, ESEZAHRAER (0.1%) mTZEAH (0.0%). BERIFENA R WAL S 2 4 A
IR A 6.1%F13.8% 7 (W LEZFID.

Hig oM s, SRBEFRIAM, 7% % 80mgd B3 il M & kK A R EEIK (9.2% vs.
11.6%), HPEAd R AT (2.3% vs. 1.4%) 0 LM 4L AN 22 B AL S0 o e afn kA6 o o 2R
AL, 1T N8N o ST Z 2 ARSAEPE th i AR rp i AR 2R 8 2 v T e JRERI AL, 433 938
NFIT6N A FERTA H L AE b sk 1) 58 mT RECE O 00 A8 vh 5 50 1 A% w0 SRR 38 Jm (7
W ZH16% vs. LEFIH4%) .

ZEFRFEERHEERDE (HeFH) JLEBRE LEZIGRT R B R

fE—T% HeFH LB E#H CFEISA 10 B F 17 ) (n=140, 31%ALHE; 92%AAN, 1.6%
NBANEBAEFREN, 1.6%ATWMN, 4.8% A BEATH) 26 XS RBIFH, 7% 10 mg~
20 mg/H (fE AR EITIERIGRBhIGTT, DARHR S IEREEE (TC). K% EIEEAMEE (LDL-C)
MEAREE B /KT Wz Emim 2 52 A Ee. (0 [4R3177% ), UitRiA% ), [
Fi] A DLEAZD.

EvijEiRE
PARAN RLSORER 72t g S 5 ARy . RN BT A RSk 5 O 8 B8k
T, JFHAWE LI NHECR, BRI TER T I A R N IR ER, RN IXEAR
SN 258 2 TR R TR R O6 28 R A€
B A T50: JRARR
EGHSN: BTT
HTHEZ S5 : BRSO T 22 5%
RGN BRI
Hilh: KR

=
=
%
5
=
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H R B R R L4 A 2R ey WAL R LA

1A 54 RARTT R 904 1 ez A SR TE LR 1 2 o

PRLERZ LGN : k'w AN EIRA

B S5E TR YE AR A SN ThRE RS (B0, eIZ 0B, k. RIZ. 182 FES . =R
B BFE RS . NENThEERIS @ E AT E, JFEAFRMITRGY T IRE, BRIk A R T8

(1 REFSE) ARERBEIBIETE CRAREAY 3 D) AN, PLEA TR S4E N B EREL
Te I R BN E , B AR R BAS R AR VT SR 25t 528 10 5 WL 491 41

FERZE: AR

IEFIR 2 23 5. 1) )5 M il

SEHER G A RE S MR K (BIELPELPE. Stevens-Johnson ZEA1iE
A0 A B R B IR FEAARIE D

PR AT IR0 0 T I o s ORE S N BT B . BEA I 4T R KR
Frim s BRI B HBA BR Hr,  ET 2824 S T A A R s 8 P i o

[#£z]

1. SVEAT s s AL AT AL (L [FERET D

2. XTBAFEARAR YT B AT Rl . AU N R, BRI A E IR N
MR, 2T 3. Stevens-Johnson 455 AE A1 H 55 14 36 7 PR FE A fithE

[F=EFE]
1. WA SRS

SRRV VLR HRECE I ENIRR B (CKO FhHm AUl fig) . 1 f
TTRZY) (BHELEZ) 5 O RAERIBSUILE R 5 R 4k R T ILLLE H PR I Sk B i 28 0L 3
HAET,

JULIR 4D X5y R 2

JULIR B A R 35 0 A = 65 & RABHI R IR D REIoR e . B IhREMIE . S
iy CRFE ARG TT) SIFE AL 2 A & T a (W (24 EAER T 1 [ZFEH
ZiD.

T 75 B PR AR L AR A T LI g IR (1 4 T

T4l iz P450 B 3A4 (CYP3A4) Fl/alifkiz & (a0 FL AR i 25 25 11 [BCRP].
HLEH &7 #5312 Z Bk [OATPIB1/OATPI1B3] 1 P Wi (A [P-gp]) A2 FI#h, 7% 3586
2P AH FLAE R G I, S BUVUR AR SO R R g . AR HAEP SR, B
IFEFFEIRE . BoREGFHIT R T FFRICHE S 2GS TR,
FIHH A BRI N BRI A R ARG, @UOHE S ZhE (L DZEAED. Frietk
YT SRR R R IR (> 1 g/R). DURRSE . BOKALGEAN i F N R AT B G a 2n), i
& T RSO R o 13278 FE A FH X 8 24 W) 1)K 2 2 75 i Tk JULIR RIS S UL Al P IR 28
(W, [ EAERD.

FEMA LS Z M EE T, AR FEREAKRE (FHET 120 FEt (L (298 E
EHD.

Foml, 25T
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WRKE CK KPRE T a2 st s, s RIS 2 o dn R TS %2, LR
WA CK THRETRERTHIR . R BEAAESVES HH (BN, IR IRoe, EEINAE
A RFAR; Q05 FHEACH . W ms i Kol Bl R ), KRR TRIE
UL g 1) oy RS A v, L I 52 P S 22

R AT UE B NS 2 57 BN A7 A U AR SOV (0 XU o 315 5 R K i i A A
AHE R LA HRETE T, JCHGR AT A& BUR FA I o

2. BREN FHRFFEHENIR
WA 5 EMT A XM RN TSR N (Immune-mediated necrotizing myopathy,

IMNM)  (—Fi E & G RO RS, BAELS T A BN R A T R 2 5 R 1R 5 - IMNM
FIRFIE N AT AILTG AN TS VR SEE = (15 AR YT S RERADSRAEAE ) s 1 #2 FR B R B4
fif A (HMG CoA) &R BB M WUPIRERS SRR IR S FH S b 5506 7 i oot
A A 5 B AT AN A 28 L PRI ML AR A . T RE TR A B R RVA T . R AE AL I
IMNM, W45 57382

3. FIThgeR"

A S Z 5 IS H AR = s (O CRRRMT D) o fERZHNER T, XA TE
THES G AR, J&—id R, AEARER, BE gk 807 B ERTT h S IR B . 1R
ARG, ARSI ZIRT M EE R LHE 0.7% 1EHE MG R MR LT m S Ew FR
(ULND 3 f5LLbo FfEBSZAIT 2R 25ay7 (BFE 2 W B Eis ., F RS
AR BIE I D RE v

T P R/ R A P sk AR R AR A A ) AR mT RS, R .

FHIRSEAG ZI0 T 2 00 LA Z G A GRS, 5 RS AT I ma R I o S 3 g B e AR
JHEAL SRR A PSS 22 (L LR Do G S A 7 2 ) A0 5 £ T ACRE PR R/ 5 v EL 41 3% I
BRSNS B S 2

FEASVEORS I T8 8 v, 3L 2 (IR IR P 22538 0. 7E Childs-Pugh A &1, Cmax
Al AUC #8077 4 fi%. 7E Childs-Pugh B & ™, Cmax 1 AUC 33T 16 51 11
o SVEF B RACRE I AL B S A 2 (W (2R ] A D230 705 ] -Rek AHE)
4. HbAlc M MBERHERAK PR

HHGE RN, TR0 CBFEE 2 FERH S5 ZIE [ (Glycated haemoglobin
A1C, HbAlc) FZ I M35 A K I, B b AT =, R e ek, (R
SR BRI B R )

5. TR

B e A R ARSI R RS R . BIATE SR B 25 HBE. &
DREA A REI L8 Z (Y MLk B, RIS iR A2 B TR AR (0 (243151 4
RAEE.

&
3
b=l
H
]
b=l
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6. VA H MR R BRI Z 80 mg ¥RYT ) Hi M 3R o i KUK 3

SR PR IR e v 97 T3 2 s 78 (SPARCL) RN 2365 4435 6 AN H A I 4 Hh Bl 8 1
L R A EAR A el O RN SR, H2 7% % 80mg 09T« PR F G T R, L%
8Omg 4 535 H I 25 R R A 8 vy T 2 BRI AL (4303 9 55 N[2.3% )80 33 N[1.4%]; HR=1.68; 95%
Cl: 1.09-2.59; p=0.0168), P53 AU H I 28 rh R A= R ARBL (734 22 R0 22 B 4H 73 51 N
17 NAT18 N, S ZHARBUEME I It 25 ok A2 (38 N, 1.6%) T EGHA (16 A,
0.7%) o AT %A H MR A A R AR 28 v S i SO T AR ) S8 () SR LSRR AR R AE (RO 48 tH PR A6
FEBRIER D F K IR KD o FEUTIIA H LA A i) 55 o 2% A Y S22 80 mg
RIT RS/ 3R 2

(2 R HE 2]

TEYRTT REXT R JLIE RS . ARSI 6T AR R T .

iR

2

BNAEYR G A5 P L 2 o B 25 B8 BAR BB (N RFEHATT /K o S22 nl PRI E i i 5 i, I AT
REFEARAT A B JEL ] P P At A= s VE D BR AR 5 s DRI, AR LA FILAG SR 2 P A P S
ZI AT REXS R LB AR T o BeAh, TRURI A W A R EOR ST R IR MU . SRR ARG 2 — g
VEXERE,  FESEYRIIE] 45 FH B2 25 W0oxd K 2 B0 3 IR P vt I HILAE )R UIVAR 7 5 SR i R A
Ko

LB, ARG IR LA AR TT 2459 (0993 151 2 50 A0 i A A2k 45 [ ot 00 2 2 A 37 g
FORIBUA s, AR RS KA WG A 25 A O XS o S 0 2 P A P S35 <22 PO i P A2 [
PEWLE A BA AT T AR R B A R AR 58 & 15 A7 A2 25 MR R IR0 US: (L 207D - (LB
SEREUA, ARIRK BB T 42 O4S FRIFLMIT, HimmiE R N R B (R RRHE
#5fE (MRHD, 80mg)) 30 f5A1 20 51 (HRAEARER (mg/m?) 15D, RUHIIAR
KB R o FEIEGRAN FLIIENAE A BT B ARARTT IR R, SRR R T EEE T 6 fif N K HES 711
I R JE 4 AR AR F R 2E LA .

XF T A IE ROAE AN, YK AR SR AT R T 5 U R o A 5 R 3 AR
i R A DGR A e A K A R AR (R T 15 57 B 70 3N 2 = 4% 15 - 20%.

HH#
NS Ve

FE—TTHLEL 1152 44 B TV T R IR M 5 886996 44 % i) Medicaid FAF1 G
IRRIEE R, A5 ST VP 1 R R T R TR R I R B A AE S . BRI . SR, R
JHE PR D 5, AR AR R R AT R R RS SR . e

F8W, 25T
Version No: 20241101



MR OCHE AR J5, IEURT G F A 7T SR 2540 5 AR A R At VT S8 240 2H 2 ()
S RVERTEZ AR KU 1.07 (95% BEASXIE: 0.85-1.37). #HIRAERE, KM
HHREREAL A G BE RN, ERZEEERT, VTR AWEMEIRATI AR, ERI
GEARI SR =N H AN (8] S 24 0 BIF 10 Jr) PR A0 358 AR5 A S A R 58 A2 R AFAE IR T,
TR HER AR B (IR SR B, A AT A IR T R, DL ERZ
FEVE S B

M FL 5
Vl2-

G i JE BT AT 2 S AFE T AFLh . 250t B FUMESR B L= A 52 M moxt 3 7L 7 A R i
MfEE. EFFRERY], FohFEZEGM T EANTL . KEBETRY], 2K ZLT
AAAERTFRARATT A B . 2 — PG AL T2 FLIT i, AR ATREB AP E T A
b (R - AITIREY) CRFELEZ) T FEARE R I & 8, I n] REFEARATAE B I [ i ) 3
M EYREE T & R BRI AT RE X B FUMETR A 2 ) Lig 15 5

T ARIE A PR, BEZLMRIRE LT RE S R A ™ AN RSN, 5 R B E A A T L 23
I WA AN 7L o
e

XTI PSR BRER 2 145 T 10 mg/kg TR VERTIEAMIT 5, D2 STBCMPEREE . BBtk
TR/ BHAC L FL i A G A MR rR AR R LE B 2:1 (FLit .

[LEAZ]

£ HeFH 10 % K& LA b L B o O ot 2 N IR & TVA S B iG 7 B# & LDL-C
Ry A A Rt o 375 2 B T %0 BORE IO AHE /&2 — T0FE 187 44 HeFH 10 % A b )LF &
HPHHATHINE R R I RIS . E A BRI T, Sz 22t 59 ik B A v 1 AR K B
M A SO Lo K H 2 8 AT L R

fE HoFH 10 % Jt UL I )L 2 F 3 vh Q& W e L 2 AR Ny HoAP%E LDL-C J7 i ish Bhia T %
ik LDL-C [ AR itk o 30 2 T 1Z0& RORE K95 & —TIFE 8 44 HoFH 10 % J¢ LA
L R P T R G R BRSSO DR ARIRER T D .

W A € 3L ZAE HeFH BY HoFH 10 % LLF )L # &3 BifE Al 2R A i s I (B} HeFH
1 HoFH 41> L3 3 i) 2 A VR 2tk o
[Z4H%]

I PRI 42252 S IR T T BB R, 158134 (40%) >65%, 28004 (7%) >75% .
XA N5 4 4 B I Btk e A VR RGO TE 2 5+

g (=65 %) LW ZAHRNURABSUIAR I R R . 45 T84 S35 B 8T Re
TR EREBO BB YR R B, HVUR AR i, & AR R R B R B
WA 52 ST 20T 12 A R R S AAE T U X (W DA m] #1 L4R30 1% D.

FOW, 25T
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[ EAER]
1. AN E ZAR BSOS R M 2 A EAE R
S CYP3A4 Mz E A (0 OATPIB1/1B3. P-gp B BCRP) HIEY. 5
CYP3A4 2 I FI G A 2, SEFZ KPR & m. R 250 T 53
B R G839 0 37 22 B e i I T BRI I VLI RO SOV LA R S I (1 254 511 3 DA Bk FL AT Py sy
HEFUE O DEZEFO] A (235D,
R 2. AN ZAUR RSSO E RS R A AR

ARG IS5

S CYP3A4 F1 OATPIB1 #HIFIA RG4S AN, BIFefRAhiT i
WAy | MK EET R (0 [ZHERD. HFAE2 55 s 25 nl GE 51 ENIR
IR BTE AR 55 50 2 & I F, U AR S0 ULV At ) G Jas 186 Jm

TH: | ARWUAREREGE T E LR Z 5 R,

TUREAY

WS | SLE-2 5 2 RN B2 (CYP3A4 FI/aifEis & A #HI7), W BCRP.
OATPI1B1/1B3. P-gp. MRP2 F/E{, OAT2) B 251}, FIFEAAbyT i) ML
AKFREFE W (TR D, FilmH+R A F 5 0% 24 R
R 5 UL R SOV LI Ao 151

FH: | o AEWERIBH+AFEM S #RIGFH+IL ] F. SRRl 53 %2 a
FAE -

o FESRZIKILIRH+HFIFEIRH sl B UL F3 1) B b, 25 18 5 PR e fth yT =] fa
FIE XU/ 3R 2 o

o FEARZWERFAFFEMRE . EFIBFH+AFTM S WP F . AR IFH+F]
FERE . REFFHHAE L FEURR EH B E T, L2 A& A
it 20 mg.

o ERAZRAPMHFEPITE HHEH A+, EZRAFEAREL 40 mg
L THZEHED.

o R MMM+ RAEAT T3 5 308 2[RI A 0 XU K 7

o WM a2 75 VIR I ARAERDEE IR, T RAEBIT IR — 254
P LA

B | BRIBFHAAFERH . AR KIEHHLE T FH RRlLH . IR +FIFER
Foo FRKILS . WEMFHRFEI S B HRFEES m B, 8
IFHAMFEIRE . KE A T RS B, BEHaE
PRI,

eI R B A BRI WBRRGIAER

HITX CYP3A4 A/ERFLIZH A IHNE], S22 540 MR T B 25 80K
WA | AN BRIP4 29I BT LAy T A MK B2 Tt e (L (25285
D,

FEALFH S h 5 3R O R A s v, S IR B AL 20 mg (L

i
T MR D, 2 5 5 S MK 2 P25 AR PO B 5 20

F10T, 257
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FHI R/ FR s o B B A KR 2 15 LU AR AE Rk, TR TEVRIT T
GEAME— 2570 & IR IA T .
P | AR, b ER. Pl g B, yavb B AR ST e
JER
FEWREFI R (> 1 g/ RIMER) FISLEZ G I AN, MBI IUR ARSI
VS UL
NS TS
2 VR I )5 O R R 7. 22 A Y )30 e 7 e o JULo3 R SOV LI A 1) e
Fi: | BHn. iR vE &I, RIS R TS IR PR AEFIRE R, JUH
SETEIRTT TR AT — 25455 &= i)
ARy GERZFERIH
- TURFR 2 G I T Re BRI . TURFR AW 5 S 25 I, DL
o RV S L AR 11 e I 348
% 18 DURF R 2454 5 7% 2 A58 FH BR300 e 2 75 e o JULos R SOV LI A 1) e s
FE: | Whn. wRYee AR, RIS T B IR M ARAERER, TR
TEVRIT FFUR T — 2557 & LR A
RRAKALFR
ISR | RROKABRAS 378 %2 5 IR IR S 1 WU AR SOULTE s 61«
A S RKOKABR A A RSk . SR AR 2, R IR
FR: | E RS RBUIURE R RAERRER, JCHRAEIR T T AT — 25450 & E RN
[&] o
HE M
o R E AT, CHREE (BHEE 1.20) KA, A E TRy
MK, FF 7T Ge 38 LR A RS SOV i i fa
FH: | AL 2, g NKE (BHEE 120 W&,

2. ARERE R R RER MY EIER

F 3 BT AT BB FRAR AL 2 B R 0 25 WA LA FH DA RS LR AT T8 B 3 1 5 B
% 3. MR R T ZR R E N EAER
FAEF
AR EYM B P450 3A4 55 F5RIF OATPIBI NG AR T4 345 25 mf
W lsEmy: | SR FRARAR YT 2R FE A [RIFE RS (R A . bl R4 P 9 X0CEE A EAE
WU, FUAE P25 24 5 S22 A8 IR 25 24 5 BT FE AR At T 1 2% R 5 B 38 PRI O
T | SAEZRRAE T R 2.
3. S HARZG Y FIH W
R 4 BT SEA T A 259 5 DL R FL AT TR Bl A EE 1 5
R 4. LB ZXHANG YR
H AR 524
SR TRk I 2 23 N T R R R R MR P 2RO (L (23R
VlS U8

BHD.

T

X T BRI LA 22 ) R, R a4 1) ol 2 24 I 3 2% 8 33X — A

F11 T, 25T
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HEF
VilS 2

L Z A 2 KA 2, AR MR R T (W (253
@D
T | 2 M R R R R

[(ZYEE]
A% B T IR . — ELH LA %LE,%%Fﬁﬁ%Eﬁﬁﬁf@F&ihf
TR, T2 S MRE ) 2, MBGENT AN GE B R 1 N7 2 (75 B

732D |

RFN F1%

LR Sy E M AR

WRWC: 72 ARG RSO ;s 1~2 /N P IR P A 0 (C o) o WSO i ST 22 P57 2
JRAE LEAISE AN o 3738 2 (BEAA 2454 (¥ 4 0 A DR FH S 2400 14% 1717 3- 0 k-3 - FF AL T — Ik A A
(HMG-CoA) & J5 & PE I JR Gt AR FH FE 20 30%. FR G0 AW F F REBAIG I S5 BRI ZE T
HENARIEIR GG B R S R A S IR B I N . 5 RRA AL, B 4525 IR B R
(Crmax FTAUCZI30%). #RTM, Toie— RIS 4525, (K% R A HERE (LDL-C) KL
FMFEE L CHZEHED.

G SLEZFRI AL A381 T MR 455 % >98%. MR/ ML LE£50. 255/~ A
S BAYNSIENL LA

HER

Rt LI AR AR AL R A RS AT AR K 2 R B AT . RN IR, AR ARG A
FRIEAA AT 3- R JE-3- FRBE IR A EEA (HMG-CoA) & JE B MMM F 537 % 2240 2. %
3-FRHE-3-FEE I AR EEA  (HMG-CoA )L J5 i (176 FR 15 29 70% 7 F s 1A = 177 A
PRAMIF TSN T A0 L 2 P4S0 3A4 (CYP 3A4) {E LM AR B 2, R AR 201 [
LR L5 2R 5 AN P S22 0 MR B N — B0 (0 DRI A L2940 B4R
HD. fEZr, BA-FRFEACH P2 1k — 5 0 H &) BE IR A FE

Heth: 3738 2 S AR =) 32 T2 AN/ B A MR S 2 5 Bs (HR 238 Z A0 B . (1 i
J FRAEER o S22 1) N AT 35 5T B~ R HA L0 14 /N, (B BRHE PEARI =, S0
FNF 3-FRHE-3-FHIL I BEAHEE A (HMG-CoA) i JR BEHI 15 1 (12 T2 /AL 20~30 /N o 735
Z RG24 )E, IRIBICREA RN 2581 2%.

KRR N BE

EERE: EFEZEAT (FER>655) b, LHZMMARERTFEAMNEE (CunZN
40%, AUCZIN30%)-

JUE: W TR E R B FEAA VT REAR 25 B D) AR (FE— T 8 JE T hEmt b, GG LE R &
TR R M v LT BRI R (10 2 & 17 %, n=29fl I OB wh— B B A &,
AR E AT TR LR S, BT YT TE ) L2 2R Hh 12 0 1 i bk 26 R 5 R N B2 3R

F12T, 25|
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AL
P 3L A 2GR AR AENE R 2 O Conax 105 ZPEEE S VERZ) 20%, # AUC T, &
PERL SRR 10%) 0 SRR A 7% 2 PRARAK 35 FE g 85 A IR [E B (LDL-C) {ERAAER
e PR 5 SC AT B S 22 R
BEIHREAARE B X 3L 2 10 1 25 4 R PR ARG 2% 82 i & A IRl B2 (LDL-C) 1R R
o O DRVEAEY A1 EEFH] -BA4e).
RAETIRI AR E R EEEATHR, BT ARSIREA 284G, FILILEFA 6 EE
PR AL 2GR
FFThBe R B (A VETRS PR (0 B, S8 22 () I 249 B S22 38 0 78 Childs-Pugh A
BET, ChofMAUCHH N T 44%, 1M 7EChilds-Pugh B # Ca MTAUC B 0 T 1665 A1 1%
(W (2] A LRSI -FIfeR 4.
2R EAEF

Bl A% Ath 77 J2 JIF JIF %% 3% 4 (OATP1B1 AOATPIB3) (I JEE ¥ « Bl $E AR AR IT 194X 158 7 4
OATPIBIIJEY . BIFEARAYT 2 SN IE A BCRPIEEY, 5 2 7T RE 2 BR IR HEA% A T 1 i
TR AR B BR R

RS, BRa AR TR AT 2503 1 2 B

BER%ERAAE FTFEARARTT
FE (mg) AUCHZEE  CoutbEE
BRI ERS.2 mgkg/H, FaE IR 10 mg BER—IK,  8.69 10.66
28K
R 500 mg— R F/RIHEI 10 mg, BUGHE  9.36 8.58
200 mg— KWK, 7K
&R T5400 mg R —X/WLEFF 10mg FR—IK, 828 22.00
120 mgff K —IK, 7K TR
MEERIVCF 750 mg AES/MEF—IR, 10 K 20 mg HUKFIE 7.88 10.60
®LZEIF400 mg — RMK/AFFEF 40 mg FR—IK,  3.93 431
400mg —RHIK, 15K 4K

MREFE T 50 mg BER - KAEEET 10 mg FIKGE

200 me BF—V, 1352 1.94 4.34

APEBKIL 150 mg R —, 10 K 40 mg HUGHE  2.12 1.70

TR ERS00 mg —RFIK, 9K 80mg FER—IK, 4.54 5.38
8K

HEFRTE300 mg —RIK/AFEIS  10mg BR—IK, 345 2.25

100mg —RMK, 9K 4K
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il BEE200 mg BER IR, 4K 40 mg FUGHIE 332 1.20

FIRKF 480 mg BER—IK, 10K 20mg HIKFE 3.29 2.17

HEWDIBET00 mg —RMK/AFEMRS  10mg FR—K, 253 2.84

100mg —RWIK, 14K 4R

HRVDIRF1400 mg — KPR, 14K 10mg ®K—IK, 230 4.04
4K

AR 1250 mg — KPR, 14K 10mg BR—IK, 1.74 222
28K

E AT 240 ml BRIk 40 mg HGFIE 137 1.16

Hi/RBR 5240 mg BER—IR, 28K 40 mg HFUGRIE 1.51 1.00

ZLFHRS00 mg —RKIUR, TR 10 mg HUGHE 133 1.38

RAEM 10 mg, HRHZ 80mg HXGE 118 0.91

PEKE 17300 mg —RIUKR, 2H 10mg ®RK—IK, 1.00 0.89
2

EREZEW0g —RMHIK, 24F 40mg HFR—IK, NA 0.74%*
8JH

Maalox® (FEALF/AEAE) HR 10mg R —K,  0.66 0.67

TREW30 ml BR—IK, 17R 15K

AEF 600 mg FFR—IK, 14K 10mg 3 K 0.59 1.01

FIET-600 mg BER—IX, TR (BtA 40mg HUGHE 112 2.90

e 1

FIFETF600 mg BERK—IK, SK (Bl 40mg HIKFIE  0.20 0.60

e 1

EAEE %600 mg — RPIK, TR 40 mg FUGRIE 135 1.00

HEW TIRF160 mg BR—IK, TR 40 mg HLIXFIE  1.03 1.02

P00 mg — K=k, Tk 40 mg HIXGFIE 232 2.66

& RRIITHER CHRFRAAbITI A F 25/ 5 P T Aty T B ah e 25) .

#

*

IR W =S A [ EAER .
By ErmamtAEdEZ (BREBELT750 Z2T-1.271) 2{FAUC (AUCH F & HiE2.5) A/EEChax

(Coax b F EEIE171) ETHEEZ,

sk

4524 J5 8~ 16 /NI HUREAG I ) EL 2R

TR BAT U 2GR TR I, BT YT SRR I P 2 I HERE I AR, RS ik AR S
J PR BTG ARt 7T i i 3 I 240 S 2 B

VN T Ve R RN o MO o0 U cR o A1E R B S Bl Vs Pl = 1277 R A Bl =L A6 (277 il =< I B s o' LR OE =3 %
RS ERT R S T AT PR S . I, NI SR, I8 e 25 &

14T, 25T
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226, PTFLARMYT X B & N 2 2530 /1 £

R B ARARTT BER%GEREAE
ZW/FIE (mg) AUCHZE  CoutFE
80mg FFR—X, 15K  &ELLMH600 mg HIGH & 1.03 0.89
80mg FER—K, 10K  *H&E¥025 mg R —K, 200k 1.15 1.20
40 mg FR—IK, 22k DREBEZRZER K, 210 H
- B 1 mg 1.28 1.23
- LM TRE3S ug 1.19 1.30
10 mg &FR—IK BRAF500 mg — KM/ FIFE  1.08 0.96
43200 mg —RKFHIK, TR
10 mg fR—IK, 4K W IBFH1400 mg — KPR, 14 0.73 0.82
N
10mg R—K, 4K W AFT00 mg — R FIFE 0.9 0.94

HF 100 mg —RMIK, 14K

IRPR R SO LA AR T
LA RS2 ARG T B S8 ARt I g DR N ) DA B A i PR S SRR S

it % 1
IR SRl

L] ) 2 4 - W S A W O T 25 5 F AT CASCOT) VRAG 1 3082 56 AL A AR ST M
ORIT R AIE T 10,305 Z4FEEH 40~80 & (P4 63 % 19% N&utE; 95% NEAN, 3%
NEANEEAEEREN, 1% AMTAN, 1% AHAD S ESE, BRERE OISR &,
SEEEE (TC) /KF <251 mg/dL. Bb4h, Frfy B 206 T AL ImeE KRR SR 3 Tt 5
M (81%). Fi#s >55 © (85%). WMl (33%). WHIRI (24%). HRFEEH 00 L
(26%) B i/ m & E R E A E KT 6 (14%) AMEMEER (5%). AOERE
(14%) BRI EL (10%). FeeLRERE (14%) MEAR/AEAKR (62%). TEXITIN
B BRI, R s R VA YT CIERE PR 3 H AR UK T 140/90 mm Hg,
B PR 53 H RIS AR T 130/80 mmHg ) I HEEHL 7 FL #3237 % 10 mg/H  (n=5168) 22 &5
(n=5137) FIGRTT, 8 3G 24 (0 AR B VA 1) 7 R R 8 N3 5B 35 1) 9 ANFEZRRFAIE 23 A LAk /D X
SLAEAE/E 2H B (AT o R B U5 R A B4R PR 2 3.3 4F

S7AFZ 10 mg/ HA LGS B VR FH -5 LA I PRATE 70 F7 W42 11 45 & R AU

ST 2 AR T K P (BRI CRBIA 46 N EAE, ST 40 AN BE
FFEHE O UREBE C22 4 108 ANFE, ST 24 60 N IR R, AN BRI 36% [(OF
WHZHARER1.9% , ZEANHN3.0%), p=0.0005 (LK 1)]. TRERE, BEARG, AERDK
SEBALAE B IR R, fERPRRA R —8. LR EEREA (LDL) AP, ]

FAST, 25|
Version No: 20241101



B 1. 3L Z 10 mg/ B XHEBGEME O UUESEEGERS) Bk P O AERSE T BRI RAERWEE (&
RS- BT AR 4 O E K R - PR iR 0 X 5T (Anglo-Scandinavian Cardiac Outcomes
Trial-Lipid Lowering Arm, ASCOT-LLA)
4.0

3.0

—— REH R4

2.0

1.0

FRBRER (%)

HR=0.64(0.50-0.83) p=0.0005

I | | I 1
00 05 1.0 1.5 20 25 30 35
fla] (47

N7 22 AR I 2 PR AN A B R A XS B IE 42% (O 2 2 R AR R R 1.4%, wEA R

2.5%). EIRBAEIEAN AR IE M AL b ) BRI A 18 B THE 1) 235 7K SF (p=0.01),  {H 2 0 5% 3 AH X

FERI PG 26% 1) RAFEAGIAE LA RERIE 1.7%, ZRFEZE 2.3%). BT 4RO i
JRAET (p=0.5 )R C M WAL T (p=0.17) 1% H B & % 5 -

FIFEARARTTHE SR M ERTE 7 (CARDS) VFAl 1 3738 % 5% 0 IfIL B % (Cardiovascular disease,
CVD)Z mIIfER . Aik28384 (94% =ZHN, 2% AEBABAEHEEEAN, 2% AMITAN, 1%
NHA 68% A B, R A40~T5 L HILIWHO FruEis Wi A2 BURE FRI% 1 B, Jo0 I
s, KRR A EER (LDL-C) <160 mg/dL, Hili=Ms (TG) <600 mg/dL. [ 7 K
R, BT EEELE FHGRERE R0 FERIEQ3%), @il E80%), M i
(30%), TR 2R 1 PR (9%) B K B AR IR (3%) » ANTRES AR N IE MRS HT 1) BB o FEIR T2 HH o,

LRI IR, XU ImPRATFe v, B LR Z S 210 mg/H  (n=1,429) 50 22 & 7
BIT (0=1,411), BEVFHAEFIR 3.9 F B SRR E 20 M FAR R E: OIUUER,
AER ORI, ARERLOLYN, KIS E A RSN R EL AR KR AT
I [A]

BB MBI PR 62 %, FIIMMLMAE A 7.7%: S AEARE B AR & AR E
% (LDL-C) 120 mg/dL; "FA/(EEHEEE (TC) 207 mg/dL; FFAMEHM=/ (TG) 151
mg/dL; A7 {HE % i B A IEE EE - (High-density lipoprotein cholesterol, HDL-C) 52 mg/dL.

7% 10 mg/ HR AR K (4R A5 DL PRI PRI 70 B W 5% 1D 45 SR 2 AL

SR BE PR R O M (RBEA NI WRERCLE ZH 83 N, A
4127 ANFEAF), HXHER R 37%, K 0.63, 95% A{5X[H (0.48,0.83) (p=0.001) (WLIA

%16 0T, $L25 0
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2). WY, PR ERILLR IR KT 2R M AL 22 A AR

B 2. PRI IR MERT S (CARDS) I EZEH 10 mg X EEOLMEFH (0L
B3, SRR, AR LSR, mKIEER, BEH) RAEN K.

0.15

f=pig:iH — M#E#eT ------- =R ‘

0.10 B EE (95%Cl) =0.63(0.48, 0.83) Vs

RBULR
\
\

0.05

o.004

] 6 12 18 24 0 36 42 48

POSERE U b S BIE g g (1)

7 7 5 2 PR AR 2R TP XU A 48%(OL 2 4 21 N A vs 224 39 N FE), HR 0.52,95%
CI (0.31, 0.89)(p=0.016), CoIUFEFEI XU 2 R FE T 42% (AL %20 38 NFAF vs T4 64 4
FH1), HR 0.58, 95% CI(0.39, 0.86)(p=0.007). FIZHIAl.Co & MLz 8 2 AR A S e Lo FE T
TREZER.

SLEZAA 61 ANFETS, T EFI4 82 AFETZ, (HR 0.73, p=0.059).

FEIRTT B HARBEFE(TNT) H, PRl 573 22 80 mg/ H AT 10 mg/ H %t B4 o 1 85 Z 12 (7R
NIET 10,001 #(94% FIN, 81% Fik, 38% >65 2H)H IRAKIEHE M 0 s, HAeHET 8
J& R SEAF % 10 mg/ H FFBUSE AIIATT 5, 1% B2 R & A IR ¥ (LDL-C) ZK~FIA 21T 130
mg/dL. EHFENIEZ LS % 10 mg/H 5% 80 mg/ HiGTT, BEUFHAEHER A 4.9 . FELHN
A& N HAEAR] 3= L0 1 S (Main cardiovascular events, MCVE) ) B X K AI 8] 5t VR AET S,
FEFIENE O NIESE, CIEEREE TR, SOCHEMIESIEE A . Y7 12 JA )5, (K% R IR
W% (LDL-C), HHFEEE (TC) , HM=E (TG) , AEm% s AR &% e & (A HE

(HDL-C) ~F¥J7KFLESL % 80 mg/ HIGITH 7370108 73, 145, 128,98 1 47 mg/dL, L% 10
mg/ HiGI7 4558 99, 177, 152, 129 1 48 mg/dL .

S22 80 myg/ H I 3 FRAR O L F A R AEZ(80 mg/ HA 434 AN, 10 mg/H 4 548
), AR BRI 22%, KUK EL 0.78, 95% A5 X [H] (0.69,0.89), p=0.0002 (UL 3 FIZE 7).
SR SE S PARAEAS R84 (<65, >65) Bk — U1
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B3, B 280 mg/ HAN10 me/ B 32 B0 M08 44 5 & A2 6 18] B4R P -36 97351 B AR 72

0.20

o

o

=
]

TR AER (%)

(TNT)

— [EREHTEm)  -------- FTFEHHEST (10ma)
FERMTO0g)  FIFEHRAEIT (10mg)

BEY: 4995 5008

SHE: 434(8.7%) 548(10.9%)

BRAY: 4581(91.3%) 4458(89.1%)

RELE  (95% C1)=0.78 (0.6, 0.89), P=0.0002

KABMLGFAMT  P=0.0002

0.00 1.00 2.00 3.00 4,00 5.00
BREBE — Gt s 2 iR (45)
R 7. RITHERBIA (INT) KyrGRe s
% FTFEARARIT 10 FTFEARARIT 80
mg mg HR? (95%CI)
(N=5006) (N=4995)
FEAL n (%) n (%)
B IR B M 4 548 (10.9) 434 (8.7)  0.78(0.69, 0.89)
FER SR
CHD JET= 127 (2.5) 101 (2.0)  0.80(0.61,1.03)
B |, EMEERIEMHECH 308 (6.2) 243 (4.9)  0.78 (0.66, 0.93)
O UEBE
LIRS 5 26 (0.5) 25 (0.5)  0.96 (0.56, 1.67)
R (BOAE N EAERAENE ) 155 (3.1 117 (2.3)  0.75(0.59, 0.96)
B >
— Kl CHF 1Bt 164 (3.3) 122 (2.4)  0.74(0.59, 0.94)
$—IK PVD 44 282 (5.6) 275 (5.5 0.97(0.83,1.15)
H—IR CABG S ez 904 (18.1) 667 (13.4)  0.72(0.65, 0.80)
HEARD
B IR OS2 R P 615 (12.3) 545 (10.9)  0.88(0.79, 0.99)

18T, 25T
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BT 282 (5.6) 284 (5.7 1.01(0.85,1.19)

2EETRHAR

O BT 155 (3.1) 126 (2.5)  0.81(0.64,1.03)

[N IIN=R A 127 (2.5) 158 (32)  1.25(0.99, 1.57)

FERESET 75 (1.5) 85 (1.7) 1.13 (0.83, 1.55)

HeEdE CV BET: 43 (0.9) 58 (12)  1.35(0.91,2.00)

Ha, A NI gE- 9 0.2) 15 (0.3)  1.67(0.73,3.82)
CV 3Lt

TR AN EARE R A SR

HR=X[%; bt (Hazard ratio) ; CHD=7& > (Coronary heart disease) ; CI=n]{5 [X [H](Confidence interval); MI=: L
46 (Myocardial infarction) ; CHF=7g Il 140> 773E %% (Congestive heart failure) ; CV="0 1% (Cardiovascular) ;
PVD=J& [ & %% (Peripheral vascular disease) ; CABG=7IRBIIKk5 #FAE AR (Coronary artery bypass graft)
IR RIS X JA) AR H 2 B b ek AT

a FFEARARYT 80 mg: BUHEA&AMhYT 10 mg

b HEIREEA R

TE 3 B R 2 S S A, ST 280 me/ HVAYT B35 PEARIESAEME . JF ML & 4R AR
KU FE S SN AE BB IE A i R AR 2, HIE PR TR O B8 L B0 IE SR 52 75 1 K
AEBR(RT). TE KB pih, 335280 mg/ H VA YT 2 B Ik M2 A L&A L
JIAESRAERE IR AR, AR A R) FEL L0 1 R A 38 o TR 7 L P O 0 S 0 1 5 A o 1
1B RTEBEAA 70 PO ) 3 v 52 (8% i 3 vh I 4 3

PIANETT I A RPE T R B B 22T (R 7)o L% 80 mg WT LR A O IET:, 3G
LM AET RN AE M A ) S A B /D T % 10 mg 97 4L, LM% 80 mg VA T LR AE
JE 0 M FET M B R T ER T % 10 mg W7 4.

2. AR R M R MLAE

7 PR e BE [ B I (%7 SRV R SR ) AR G 78 v I LA S 110 A L[] e
(TC). REFENREAMER: (LDL-C). #EEHA B (Apo B) AWM= (TG, HH &
HENREOHER (HDL-C), fEMBANTWITR, WEAERST 4 HNEBIRRITH, KIHE
IT AT YERIT R

TE PR U v A [ et IR 263 1) 2 Hpole s 22RO R LSRRI - B R, B —
(RS 22524 6 i B PR IR E B (TC) , & s & A HE B (LDL-C), #EEH B (Apo
B) AIHM=[E (TG) (45 RN 8).

8. R RMRRIIAE BHKF BB RRGEHEE R FHE SR

R# NG & e R R
SRR SEFERE BAEES B HW=m  SEER
pailhss N (TC) (LDL-C) (ApoB) (TG) (HDL-

F19T, 25T
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()]

R 21 4 4 3 10 -3
10mg 22 -29 -39 -32 -19 6
20mg 20 -33 -43 -35 -26 9
40mg 21 37 -50 -42 -29 6
80mg 23 -45 -60 -50 -37 5

@ ORE 2 T E- R TR

FE=TZ sy WU m AR B ke b, X2 A e
BFERERZ 16 LA Z 10 me/ HAYT B E 7718 H0f 251697 (3R 9).

fITREAT TR BENLE,

R SRLHWRA SR BTHEHZNL CUE, BN, FHiEZ R

iK% R o L e
wEME FEES W ALE
18I MAH[ERE B (LDL- B (Apo Hihi=@s # (HDL-
(B H & N (TC) <) B) (TG) o)
e 1
BTEARIT 10mg 707 270 -36° 282 -172 +7
WA 20mg 191 -19 27 20 -6 +7
95% I BAE X [A] ! 92-65  -10.7,-7.1 -10.0,-6.5 -152,-7.1 -1.7,2.0
Wt 2
B[FGARABYT 10mg 222 -25b -35b 27b -17v +6
AT 20mg 77 -17 23 -17 9 +8
95% M EE X [A] ! -10.8,-6.1 -14.5.-8.2 -13.4,-74 -14.1-0.7 -49,1.6
WH5E 3
BFEAR AT 10mg 132 -29¢ -37¢ -34¢ 23¢ +7
FAAMIT 10mg 45 -24 -30 -30 -15 +7
95% I B AE X [A] ! -8.7,-27 -10.1,-2.6 -8.0,-1.1 -15.1,-0.7 -4.3,3.9

U RYT R ZE SRR 95% B DT (K D fELRR T v AR B I BH A B (HDL-C) A4l BTy T R dRe, At
0 fE Y B LRI B it e BB 2 5+

o HRAMIT LR R E RS T E ST, P<0.05

AT LA R EE R T =, P<0.05

CHRARMIT IR EEE RS T ES T, P<0.05

RO ARUEBIFLAAMIT 10mg 5EGS R KIS AAIT . WA TT A=Al T LE A s . &b g 4h ik 7T e
LR 2552 AN W] LA

20T, 25T
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3. A REHM =R AR
TEJLTU Je 64 15 St iy H i =8 IfURE 263 DI PRAE e v, S22 (107 38 R 3R . Sn % 2R
I7 10 B I I = ER SRR KPR A N 565 (R AE - mifE: 267-1502) (mg/dL).

F 10, BAHWH=FASEENICEEEE: SELMLKHAEC /), KRB HRL
B FEAX M YT (80
kg ol BT HEAR AT (10 mg) FIFEARARTT (20 mg) mg)
(N=12) (N=37) (N=13) (N=14)
HWM=E (TG) -12.4(-36.6,82.7) -41.0(-76.2,49.4) -38.7(-62.7,29.5) -51.8(-82.8,41.3)

BRHER (TC)  -23(-15.5244)  -28.2(-44.9,-6.8)  -34.9(-49.6,-15.2)  -44.4(-63.5,-3.8)
&% g s A H
[Ef¥ (LDL-C)  3.6(-31.3,31.6)  -26.5(-57.7,9.8)  -30.4(-53.9,0.3)  -40.5(-60.6,-13.8)
[SE i i 4]
[Ef¥ (HDL-C)  3.8(-18.6,13.4)  13.8(-9.7,61.5) 11.0(-3.2,25.2) 7.5(-10.8,37.2)

EEEEAEEA
RE[E EE (Non-

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

4. A p BB B RF MAE

ST 16 91 B R S UCRE A A (R A%: 14 #3016 55 1 E2/E2 (apoE2/E2) F 2
1% Mg 8 4 E3/E2 (apoE3/E2)) IFFINAS SR 45 5 WL T 3%

R 11, XF 16 B p AEER B 7 # UG 8 BT O XU T
AL B G, k)

B RAE (e, RO o o
R FEAR AT 10 mg FIFEARAETT 80 mg

(mg/dL)
SHEEE (TC) 442(225,1320) -37(-85,17) -58(-90,-31)
H=Hs (TG) 678(273,5990) -39(-92,-8) -53(-95,-30)
%5 B2 i 2 P A ]
i (LDL-C) +#%
N 215(111,613) -32(-76,9) -63(-90,-8)
iK% FE g d R[]
fiz (VLDL-C)
EI e i e e < ilE]
411(218,1272) -43(-87,-19) -64(-92,-36)

[ % (Non-HDL-

21T, 25|
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5. HoFG BARLEEH

FE—TUEAE G IRA R, 294 CPER 22 &, FRPOE 24 %, 31%<18 %)
HoFH £ 852 A %A H i K& 20 2 80 mg [RYEYT o 7EIX TS G 2% i g 2 11 A [ g

(LDL-C) “F¥IPAK 18%. 25 44 K% B iR R AU [E BE (LDL-C) FEARI-T-BIRMIE 20% (V8

N 7% % 53%, HAOEA 24%); FIRE) 4 4 B FARE AR E EHEEE (LDL-C) i1 7% =
24% . 29 ZEEHE S HREHEREA (LDL) ZIAATfesk. X 5 LEEF, 2 46115
bk 5 Jls i K 0 A 1) BB IR S IS R (A B (LDL-C) FARANRE % . 4y 3 432 AR BH Ik (f f
IR B e A HE R (LDL-C) T3 22%.

FEXALHE 8 44 JLEAE N I Al &1 B4 S v JIEL ] 95 T R AT I AR BRI S ey, PR T
FER AR BTFEAR M TT 80 mg KF4E 1 4E MG T 2%
6. HeFHJLERHE

FE—TRNE RGN, 25 RAFFBORRE T, 1874 FIE10% ~ 174 (T HF1%14.1
5 31% Ntk 92% AEN, 1.6% NBASEEEEEAN, 1.6% AWMAN, 4.8% JHA)
[ A 4 20 S A v O[] v R [ e LA P 55 A2 080 S 1) e B L 32 ST 2
(n=140)ELZE N (n=47)1697 26, SRJG I SBF BRI ZIRYT 26/ . NiEhrdEEIE 1) 24
R E g R AREE EE (LDL-C) /K> 190 mg/dL 8% 2) FELRA5 AR 2K (A H[ERE (LDL-C) /K
> 160 mg/dL FH S e L ] 5 0 BA 44 2 S B AE — 0l — 25K @ P A 2 1 L R 0o
BH M 20 5 o 323 22 2H (0 R AP 305 B i 2 1 B[ 8% (LDL-C) #5{H 4219 mg/dL (FE Fl: 139~
385 mg/dL), ZEFINFHRAL N 230 mg/dL(VEH]: 160~325 mg/dL) . H-Z 5w H —IR)E
—MJE LG E 10 mg, WAL EE N S B HEEE (LDL-C) 7K-F- K130 mg/dLI % %220
mg. HAGIE A0 mg/H . 4JHJEEXNE IRYT AL 24 75 28 220 mg IR HUNT8 (56%)
e

7E 26 FIAUE T, S 2% 2 PR MK S AR E B (TC), iK% & AR & (I iH [ B2 (LDL-

, Hh=RE8 (TG) FM#MEHEA B (ApoB) /KF (WF 12).

2. SRS G T RS R s I [ I AAE B ™ B E [ AR T 20 4 5B A A S R
WHEER (TR R IR A B 220 2128 ml 1 ecde 1 70 50
R G = R R
SRR FHEE ARERERE HWM=E S0EEA B

FlEss N (TC)  (LDL-C) (HDL-C)  (TG) (ApoB)
LR 47 -1.5 -0.4 -1.9 1.0 0.7
DAL 140 314 -39.6 2.8 -12.0 -34.0

7226 FIXE M, L2 AP CE R E A EE R (LDL-C) A% 130.7 mg/dL
(70.0~242.0 mg/dL > iy % & 55 404K % S i 2 & H & B (LDL-C) /K-F N 228.5 mg/dL
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(152.0~385.0 mg/dL).

—INGIN 163 AT B GI: m R [ B fRE 3 (10 5 & 15 %5, 82 A 531k, 81 L&)
(1R = AR IR TS A0t R0 0T BT FEARA Y T HEAT TR 9. A S8 3 B 38 A 43 BT iE S
CHnT S v AR AT B SR SEAE S ) 1 2% & 7 B 5 I o JIEL [ B fURE I R 2 W7 . K20 98% A N,
AEN 1% R BN AERT AW I o FELR I 1)~ 354K % 4 iR 2 (1 I ] B2 (LDL-C )24 232 mg/dL .
BTFE AR MY T 4G FI =N 10 mg, FH—R, 2 )5 %S DOk 2K B2 AR 8 A IR [E B (LDL-
C) <130 mg/dL 1) H bro 10560 19955 HE 08 40 Hp IR 2 B R & (I IE [ E (LDL-C) AR T34~
B AR — 3, I H5 BRONFH ) LR 2 7)o HE e o 1) R A i R o A — 3

BT FEARAMTT 7R AE 20mg LA_E (1 22 AP RN S0k t R 78 ) L 38 o HEIE 7E P idh AT o

[ZzEE]
ZEAEH

BT FEAR AT 2 HMG-CoA IR JFBE K — & £ . Sa 4 PEIHIF, HMG-CoAXE JF - — PRI%
W, AR 3-FR k-3 FH L T R SR ARG AR AL 0 TR R R JIE [ e pAy 2] I £ i
7 o AR EAEE A (VLDL) 7EFFAT A AERL, I8 H i = Fe A E R, B i 2% A
Pk B AN, RFEEAREE (LDL) MR EAEE A (VLDL) ¥ikmik, K%
HURBTENGEE A (LDL) & ph 40 A 3 RS (0 S2 AR EAT 43 R AR

BB KAtk 7T 388 3 0 1) JH FUE Y HMIG-C oo A S J55 T 5 VL T2] 52 FR) A= 45 S DA T g ARG I 2 ] e
AL R A VR EE, 38 I 33 in AT JDE 448 B 22 T PRI LDILSZ 4k DASE S LD L (1 SR HUAI AR 4

BT FE A A VT ARG 25 B I B 1 2R BTG 2 2 i o R B B AR A VT S BUR B IR R
SEARVE PR AR ARG N, 2 A r (IR B2 IR AR ORI B R AR e AR . BTHRARART
A A B A 0 i v O] e I 638 (B 2 P g 2 P AR [ WK, TS B Mg R 2 it i
FIBEWITRAE.
BHEAA
WA

BT FEARARTT SRATFE YD 1] PO B R K 322 75 #F B A mes R 56 A B 6 BRI 41 IHGPRT 28 4556
] 3 50 40 A 4 £ 5 2 6 A /)N BRUAAR PR A R 25 R 35 A B 1
A FE R

HEME KBRS TRTFEAMhITIA 175 mg/kg/ H (AR REE R 1565, MEME KRS TRIFEMAMbTTIA
225 mg/kg (AMRZREE R 5665, R4 E MBI EEN . 10 R KEZ D4 TRFEHAARIT100
mg/kg/ H (YN 80 mg =M AUCIHI16f%), H3MH, H2R KKK =K EAENICH: 3041100
mg/kg/H ALK R B HEREE N, 100 mgke/ HAM 2 EE FF. M KRELSTR TSNS T
BT FEAAR T 100 mg/keg/H , FE11E, K 7530 RS 740 i Sk B0 F B, MR RG 739 0. R
SO TRHLRABIT10. 40, 5120 mg/kg/H, 42024, RIS ER BAHLEA
S R

SEYRK BRAERS B R U4 1128 TR Bt VT 14300 mg/kg/ H AR IS, JYMRHDH]
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3065, RIWIGIFHIIE: 300 mg/kg/ H Al WL EHASE K5 K3 I0 LA IR A4 28 R B4 .

YT YR AT 28 B T R4 45 T BT AR At 7T 75100 mg/kg/ H HEAAR AL, AMRHDI$I20
), RIJAtFmE: 5081100 meg/kg/ H AT WEHARS ARG Z 900, 100 mg/kg/ H A WG AT 14 E
TR

IR RMNAEUR S 7R EMFLIA 20Kk G 4 FRIHEAR7T204 100, 225 mg/kg/H, 100
mg/kg/H ($ZAUCTE, NMRHDI6f%) AR E TR E21R, KB LR, ] T RIREGE
fEs 225 mg/kg/H (3ZAUCT), ANMRHDI2265) HFARE FEE~/E91K, REWER, AL
TR S ANREN s o L FE
BUE -

ERRIEAT I —IR2FE e, KREOSZAFEN10. 30, F100 mgke/ H, 7EmFIRM
WEERE R SRVLIA A A AN 22 LR SR . — DR ESUILAR, 51— RN . miflEAUCH
299 AR i K580 mg P AUCHI 1645 . /NSRRI 7T, 45245775100, 200, 5400
mg/kg/H 5 7 2R P /N B Ak PR R0 e 751 R /)N U S B 1 I, AUCZY o A A E R
80 mg ¥ AUCHI6f%

(5]
B RAT

(3]
BR/ARKIEIR S, &%, 10mg, 20mg, 40mg: 7 F/&, 10 A/&, 28 F/fi.
R OIS % 10mg: 500 F/)f; 20mg: 500 fr/ff; 40mg: 300 F /).

[FH]
36 M H

[BATHRHE]
YBH14212020

[HtAECS]
10mg: [ 25#E5 H20051407
20mg: [EZj#ET H20051408
40mg: [EZj#E H20051409

[ ERYFTHAA]
LR BEBURIZS (K HIRA A
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VML TR RERTRORTIT R X ORIREE 22 %5

[A7=40]
A RR: REHIZ CRIE) A RAF
ArEtbl: TR RERGTEARTT R IX KK 22 5
HEELZfi%: 116600
k& J720: 0411-88011000
fEH: 0411-87615444
FE L 400 910 8830
M3k:  https://www.viatris.cn
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