PR IR R 180585
Nilemdo F.C. Tablets 180 mg

EEELim T 55 028817 5%
BHEMET EH

Mz~ HEH 2024-11-05
hRZR 1.1

1 AR
1.1 BERAIRZE
FiEEKIEZbempedoic acid 180 mg -
Bempedoic acidi{E2 & %8-hydroxy-2,2,14,14-tetramethyl-pentadecanedioic acid - 2 F=

#C19H3605 » D FE%344.5 A% /EH (g/mole) - Bempedoic acide—EHEBEXBE BN &

B

OH
HO

OH

1.2 BHE

2RO A) Pt 2
BiREIE=2H28.5 mgFL#E -
FiRERERNAZEDRT mmol (23 mg) -

SR #2200
Lactose monohydrate #L#EEKIEEH)
Microcrystalline cellulose 1 & & 4 =

Sodium starch glycolate ¥ BB & B) R
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13 &

14 2

Hydroxypropyl cellulose &RE#H#E
Magnesium stearate & 54 £
Colloidal silicon dioxide B —& 18

E1x

Polyvinyl alcohol, partially hydrolyzed &85 7K 5 2 ‘& B2
Talc JBAM

Titanium dioxide — &bk

Macrogol/PEG B2, _#2

AEeEKAS - HEFEKIE - 4913.97 mmx6.60 mmx4.80 mm - —EZA "180, - Z—H
218 "ESP, -

2 BEEIE

BRARBARSFREENFEREM ZIRZ T SREEREMLE - SUESRMAEREZRABA - fEREEK
BREBNAEMUEEERERESEQERER(LDL-C) :

« HstatinfBERHTA - S ARstatinE HEMRIMAERE - AR EREAMRE Estatinf)i
FEIBRREREAREREERENRA - 3
- EFgEEMEMIERAGR - BFEFIAMN S statinal X MstatinfyE A -

3 RARAE

3.1

3.3

RZHE

YE

NilemdoWiZZM E /S HOR—R180 mglEKit - §R—it

Ja

EAsimvastatin®E A A

Nilemdofisimvastatinff FBIF - simvastatinf Bl ZEREIEEH20 mg BREBEERESIEERE
MEMOMEHFRESERNEA  HERBRERHSMAEEIAEESE  BRBUEANE
[EBEES - simvastatinf T £ FERFI AT X40 mg) GBS EES.1MT7E) -

iiilaz et
e IE AR AEK T - FEE IR -

RIRGRERARE
EERA
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EFERAANTHELNEFESBEHE11E) -

B INBERSHEEA

BRENPEBINEERRRBA - AFRELRE - EE5 Bﬂﬁ%}i( FHMETS i%ﬂZLJ%?[eGFR]
30 mL/min/1.73 mA)m AR AERAIR - ZIIEF‘HE%%]‘ TR B B 5 (ESRD) B A 2
W3t - EEm ARANilemdols - olgE’R %EEE?I*E’PFFJif Al(RE S RISE6.76)

N IhEEBE R m A
B E el E A INBERERE (Child-Pugh AZUB)RIB A A FREEIE - BRI EREE M IN8EER (Child-
Pugh O/ ARVE R - EERTIEEEBRIREA - BERBERETHINEREGFGSHF06.68) -

RERE
NilemdoRRAKim 185 2 REMN L 2 4 B H KL - BRIFEMBRER -

‘||>+

E
o ¥PEMM SIS 280FR IR AT — IR IR -
- BB(HESEE6.16) -
- HEREFL(FBESRISE6.260) -
« HsimvastatinBBEI£> 40 mgff A (FELREEE3.1 ~ 5.1F178)) -
mATRER
EE/IRSEIE

Bistatin 8224 (f AR S I RS R BT AR
Bempedoic aadmiﬂﬂ?]ﬂstatln BEYMREEGESBETE) - ESNilemdofE&statind@Bh 4
BENREA - BEARERASH SstatinffZYBEN AR KIE - StatinfBZ)ERE SRR
- EW"\%M@/E_F IR R 3R IR Ol BE R E LA B2 fE (rhabdomyolysis) - HFESL A FE 4
B AEHR(myoglobinuria) B RIE - WOJREBHIET - Fiiﬂﬂﬂjix,QNllemdo$ﬂ
statindaBEHFTERA - IIARENEERRZIEN - UEHBEA - BHIREAREACBRORE
B BmEE ) - BB ERAD - Fm A fFENilemdoRstatinia B HIRILIRAEA - TERTE
RMERENARRENERT - EESFERZstatinRENRAAEEI £ B BZstatin + F
FANilemdol FAEFR B R RIEEE - BIRBHMERCPK)RE> 10EEEELRULN) - BER
B EE - BIEIRMERENilemdoll B m A IE7E B S AR B A9 E T statin -
ﬁ}ﬂbempedomaad 1 simvastatin 40 mgEREAR - ROVBEHCPKRE > 108ULNRIANL
> Simvastatinf £ > 40 mghF - REELNilemdo—EEF B FES B3 17146) -

/& FREEIE N

HRE/NEAHKEH FERER2 (OAT)MINEIER - bempedoic acidTgEE S REERE T
5 SIS NMESREIME - FREBARLEREONRARZEBRAGSREES.1H) -
EHIRHAEBRERNSKREME - FEFLEEANilemdoa -

HEERTS
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RS - fEMbempedoic acidia&EE - BBMATREERAIL I BIZES(ALT) M RPILILEEES
MEB(AST)FtE > 3f2ULN - BLEFSREEMR - HEREARAS> 2BULNSIET2EHEEE - I
BREBLESFIDFEEREREERYE - BEoERGRETHIERE - MREREET
E7rE> 3f8ULN - Rl LEEANilemdoia B (B2 BI558.161) -

<

BT e e 2

Bempedoic acid B} RERZENRBIENAR - iR - B2bempedoic acid A&
m A A RET RO E0.5% - MERBEIEERNBEAPRENREHNEERT0% B RE
EhEfLAE - —GEANAES P E B H (Achilles)i - ALARERZ A TE M tebempedoic acid BECEE &
BA - AREHTBEER RR60mE U EREA - IR KRB EEEZ st fluoroquinolone ZE 4RV A
- BRIBERELURSTAABINBRZERNBEA -

5.3 EIEEMmEE
Nilemdo¥I R BB RS MIRIEBE R AR BT EIEBM) -

6 BARGEEIRSIR

6.1 &%
2B Z FNilemdo B2 B E4E) -
HenLEs gD E2EERbempedoic acidiE# - Bempedoic acidiE il iaBE R EE A4S

EEMEGESEE10.348) -

FHibempedoic acidE R/ IEEIEEIN G A - WolBER /D I ERREEBMENEMERRTEY 2
B - FilEZ2ERANilemdolis - CISEEHIRRTEREE - RRRIH— BRI IEREEEFH
Nilemdo (FE£EFE480) -

g

EBMER

RZ R T #EZbempedoic acid BI£ 580 mg/kg/day S AR E B REE180 mg 912 F
 AEHRBIBEEERB Y SSEY - B2 AEERE #E B4 Fbempedoic acid 10 ~ 30
M60mg/kg/day - 18> 30 mg/kg/day XA EEREE180 mg K4 58 - FENRZHERE D

- WHIRRREERE - REEERAREZERES180mg K - EARHEPI9HRIIKRT TR
(BRENMBEM)HBEERIEN - —RENMNEREBSHRD  BEABERERZMHILEE
%Y bempedoic acid HIE5 ~ 10 ~ 20 #130 mg/kg/day - 83R48 F> 20 mg/kg/day B EH IS E
TARMTEE - MAT> 10 mgkg/day IS - EENENEENNEFTEE  WBEERMBELES
B - 8810 mg/kg/day BHRZBEERBERAREESZ180mg -

6.2 M3
Al AR Hbempedoic acid/f M ZEE W EALEI TP - ARNBEREREARKRENT]
BEME - ARFANilemdofIZ AR EIFERRIEL - NilemdoZ IERIHEERIZLHAEER (BSR4 -

6.3 BEBRENNXMHES MG
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N
[}

M =5
i

BRENNX HEAERBBMARNAMNNEZENR - HRAFTEIREZ  BEREEFLREZ
Tﬂﬁﬁz 1% ANilemdo -

EAEEBE N
BB AE A2 M 5 T A R PSR 5 R 8 O
ES=ba
S AT R R Nilemdo B @ A BB HAvEH - IRIBEWRE - FENilemdo R B S AR B
NEEE B (E2RE10.3.28)) -

64 /N5

BRTERENEN - FSHRE3.36 -

6.5 BFA
EERMAATRHELE(FFSFH3.380) -

6.6 HIEEAZE

e R ET I E E I TNRERE#E(Child-Pugh ORYB AETIR R (B S BIE1161) - HREEM INEEEBRAY
BA - BEEEHETHINERSE

6.7 BINEEARE
EEBINEEER(E&EBeGFR < 30 mL/min/1.73 m2)#5E A fE B bempedoic acidfI4& &S IR
jiﬂf‘ﬁﬂ%ﬁ%ﬂﬁﬁL*ﬁE’JESRDﬁA?EﬁEﬁ%(E%%ES%11§ﬁ) - ZLEE A BRENilemdol¥ - Tl8E
BESERINIARRESR -

6.8 EhikE

NilemdoZBEZ#E - ZBFIEAMIE - TIEIBRZ - ABER-FARRBAREFRESGH
BIRERYE A - AEARFAIEE R -

X EFH

E fth % m ¥ ikbempedoic acidiZ2 &
BEEANTENEYIEFR

ARINEM X B F SRR - BR T bempedoic acid glucuronideBOAT32E49h - bempedoic
aC|d HEMASYEARERERET VS —REAEYEERMERIRE -

Probenecid

Probenecid2—ERE BB E A S FRAMNGIE - ZiETH R G SIS E ¥ bempedoic acidZZ
NENNEREERE - EprobenecidiZR R EMERET T 45 Fbempedoic acid 180 mg » &1
bempedoic acidfi#R N EEAUC)IENT.71Z - bempedoic acidsE 4R # 4 (ESP15228)RAUCIE
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1918 - BEASAEGRRSER AR ERHENER -

Bempedoic acid¥i ELih 2 ) 52 £

StatinfRZE4)

IR PRt Bg P i bempedoic acid 180 mg#Isimvastatin 40 mg - atorvastatin 80 mg -
pravastatin 80 mg#rosuvastatin 40 mgZ BEIMWZEMEN NERXGIEA - ERFRAE—E=EH
simvastatin 40 mg & i EARBE B bempedoic acid 180 mg - & simvastatin acidi R E S 1E /]
215 - Blbempedoic acid 180 mgff s - EiZZlatorvastatin ~ pravastatinfrosuvastatin (M &—
HISRRM)AM/HEFTZANHYWAUCEANSF1AER1.5F - EELstatinBEYHHASAEEIEN
bempedoic acid 240 mgls - EEHREIIAUCEA ZES(FFELRIE5.16)

BEEANENEY IR

Bempedoic acid X E & & B B £ T B R AHBR E N 2 EHIHIOATPT1B1MOATP1B3 -
Bempedoic acid#20OATP1B15{OATP1B3= B ZZmff F(Elbosentan - fimasartan

asunaprevir ~ glecaprevir + grazoprevir * voxilaprevirflstatinff 24 {latorvastatin

pravastatin - fluvastatin - pitavastatin - rosuvastatin®lsimvastatin [;5£ & 555.167]) I sEE RIS LE
EmmMT=EIEM -

A2 dht Br B Rbempedoic acidEHIHIOAT2 - HogE BB MBS N B ET A FREL IR T S RIS (5 £
R1558.180) - Bempedoic acid#fOAT209HIHIE At O BEIE NMOAT2R BEE mI MR EE -
Bempedoic acidZE iR R ERERE N th ol aE B OATIELMFIAINHEITER -

Y

Ezetimibe

SE—HIEMezetimibe ATBEAREERbempedoic acid—EEEAR AR - ezetimibe#E = (ezetimibe X E
BRREERER ) MezetimibeB EREM EHIAUCER S MPRE (Chax 2 BIENNA1.6EF11.81F
- STEIE O] sE 2 bempedoic acid¥fOATPI1B1RUINFEIER - BXAFHEIREINER ) - B
ezetimibe-glucuronidefJHEBREF D - EzetimibeFIAUCTIC max i NER20% - ELEHA S B
KREE  IARERZENER -

Hith il iR G 1EH
Bempedoic acid A F & metforminRVZEY)Eh N B ZE R - IR E [ ARkt P 22
norethindrone/ethinyl estradiol (9 Z&4) &f 1 £ -

8 BIfFR/FARKIE
8.1 RAREZERIFH/ARKIE

e U ES

EEAEZE IR R RFRN = 3,621)¥bempedoic acidiWZ =M ETHER - S1ERA
statinEx KM EI 2895 IEE 2 MER A (QIREE ; n = 3,008) LUK A Ak A ek Al 1B Estatin®
ZMREARIEEER ; n=613) - TERAMHRIE - lRAbempedoic acid&REH BRI ARK
EREREBMER.8%) - IERBEBI%)MEMQ.5%) - HRNEZRE - BERZHRAbempedoic
acidf9m A E AL (0.7% B ¥520.3%) ~ BEE(0.5% 4158 <0.1%) ~ TUA &7 (0.4%48 % £20)F1
I%/00(0.3% 48 ¥ 520.2%) M= LA - ZATibempedoic acidf1ZRE 2 B =2 ARBEE -
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FEREIFE

K FREDBFER - lRAbempedoic acidBHRNFEREFER KT -

SEREERS  BMERE1/10); ERE1/1002< 1/10) ; RER(>1/1,000€< 1/100) ; R
(>1/10,000Z < 1/1,000) ; HBZER (< 1/10,000)ERAB(EELIRAERMLED

=1 FRRE

RRBWE 7 H(SOQ) FRKE SAREF R
MARFMMEZFER =il BR
[MAT ZPEAE AER

HERAHEEEER =75 BR
= PR MYE B=R

FHRE=R RPIL L EIREE(AST) TS B8
AL E LB (ALT) TS ABR

HINEEREBRET S N

IAB B RAEFAMER LSS BR
Bl SOV R AR R M EEET (creatinine) A & AER
MPREAS AER

B IR R EE AER

a. SR - SFSREMENMDFREAS -

B A B R R AT

HhEETS

£ Fdbempedoic acid & #& i M5 BB (ASTH/SALT) A S - REEBERAERP - #X
bempedoic acid’aBERIEA - FrEREREASE3BULN)RNRERR0.7% - ZREAES
0.3% - BLEERINTSREEMNINEEENEMEBHARGEGZSRE5.16)

Mm% FRE&IE N

SRS R EEMBRIIEN - HoJsEEbempedoic acidilfI B/ NEOCAT2AHE (GBS ESE
780) - RESWLHEHRE RS - EECEIRMELE - 55128 REZ2#EHbempedoic acidiE A
FREE 1918 00.8 mg/dL (47.6 micromole/l) - MEREASREE REESENALENRN - TFIE
BEREWEREEREE - B#¥bempedoic acid’BBEAB1A%MRA ~ ERLZREAES
0.4%Hm A EBMBEEREGESREES.E) - MEVEEAT - BIRBERNEAXRZERRERLH
[ E RS REE R E S HSULN -

HMBNBERMRETNEE
E:& Ebempedoic acidE1E N1 MSALELET (creatinine) IMBRZR(BUN) - RESH LRI #ER
AtErg - BECEHAER - EF 12822 bempedoic acidfE MEANLEE AT F131E100.05 mg/dL
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(4.4 micromole/L) - BUNF191E101.7 mg/dL (0.61 mmol/L) - BB FIBUNKA 5B E &
FHERBENA4AENRN - #:5BE  UEFIDAERREZEEREE -

223 S A BRET 89 = ol sEEdbempedoic acid#lFEIOAT2IKBELE/NE NI BRET B (B2
E78N)  BIRE—BEY-WEUZENREER - BARKRZEBINENELL - HRES
NilemdoaBH R ATE#EEHE Z AR ESPR = (estimated creatinine clearance) Z&1({LHF - &
ERIFE  LTHERBERISVERZmMBEEZENLE ZIBENERENRA -

MATZ=EPRIE

Z 1 Abempedoic acidi iz R B P B R MAT R PRE - RESHLT B RERT - B2
bempedoic acid4854.6%m A MAL ZEEZER N E> 20 /LB < [EB1E FR(LLN) - MR A
A1%51.9% - Bempedoic acid % R A i@ A0 MAT RRRE AR50 g/LE < LLNBIEEZRAR ML
(2 BI%0.2% 18 E1100.2%) - MALZMRERERETDAENRILSER - EFIDAEEERESTEE
HgE - EEHMAREERNRARZEAEPBELIRMAREERLLN - £bempedoic
acidiiB1.4% - ZEHAEB04% - GARARBRLIREM - EHEZbempedoic acidaEAA
2.5%  BZLREHEF1.6% -

EEEE
ZRIE IR SRS - X bempedoic acidiaBERY3,621A5m A S - 52,09811(58%)RIEFHe > 655%
c EFAMFEBRBMPIRARINZELZZUNEE -

A B SRRV B 5
BEREELTE  ROUAFARKREBHNABHEEEER - EreEZmilWa/ARTFEaE< B -
BESX A \ERZEBEZNBRARETRUARKEBNER -

9 BE

i PR B o 5 T 24240 mg/day (R 2891.318) - EEIS RS54 (dose limiting
toxicity) 1B -

MHEEEZbempedoic acid 180 mg - BSH—RAENREA - EEI4EREENH YD - K
H=2AREH -

HNilemdoRZBEEESENEE - HREBENER - BERAETERLSE - TIKFEZERE
ESTEE =i

10 ZEESM
10.1 fEREE

Bempedoic acid@ — @ =B IR T 25 M (ACL)MHIE - oJERINGITFRE - HEERES
LR EEZERREEBREREEE(LDL-C) - ACLZEEREREY SR RPEN _MEMREHBA
(HMG-CoA)ERE L p—1E R - Bempedoic acidBEZEASA (CoA) - BRI Z s
AEHEET (ACSVL1)EIEABETC-1002-CoA - ACSVLTIEERXRIBRATH D - mIEB LA - ETC-
1002-CoAESACLRYINHIE B E ST T IEERE S AR - WiEBE EREHERERER K
M FRILDL-C -

59N - ETC-1002-CoA¥SACLEYHIHI{E B E BRI SIS BRI = S B -

P.8




10.2 ZEXEER

EBUBYR

SEEERMEFESEMEEENRA - BEFHBbempedoic acidsy B E [ 5 3 &1 22 5 6
- IRRMELDL-C ~ FFEZRENRELNEREEE(GEHDL-C) - BEEHBs7TB (apo B)FARIEREES(TC) -
AR MERBEARZEBIKBRELCONEERNERRS - Eittbempedoic acidiy g R 5z &
EERAERA - EREERBEEATESD - HiE2bempedoic acidBE AMHE{EMEZR(HbATC)E
BERLHEIAHCF90.2%) - fEREEERBEIHASP - bempedoic acidAHMZ B 4H 2 Bk
B=FIHbATCHEZR - BEM\BEEERSTEHREE -

INEEAETRER
5240 mg (B AEZEEM1.3B)EET - bempedoic acid A EFEQTEHEAER 2L TR KBRS
HEE -

10.3 ERARRIZZMER

10.3.1 BU=H - BRREMRESNES
REASHWER S MR KB Rbempedoic acidB1E A RE S FE AT HEM -

EEEEES Y LEBEMERE T - bempedoic acid & 1804 4K B AT A BRFN P AR AR 8
BREEL R EE NEAREENEER EARELEREBESNERELYREPEHES
e RiERE - 10 BRG] 2 R IEEE YIS BRPPAR oEEIER - FTRIARRR
HELBEEEES AN ERENERR -

MR ME M KRB ERE R A 2 MM KRR IRZ 57 X4 Tbempedoic acid » £ 30
mg/kg/day S B F R IEBIA AL - FRMEZIRHER - 7£60 mg/kg/dayfF (53 Bl %
ABBE2EREZ180 mg4EHofRE) - HHEUSIMMEENTIBFLSERETE -

10.3.2 B¥5HE

KB4 F> 30 mg/kg/daysi A 88180 mgRESHASHS - (ZEETIFT I S B0 MAF 450
A - MHORTEEREZELREE - ABRBIMEDYRITMSOEET . 198
FERESHIYBEFRNITREESE  AMFMENSHEE  URRETAN
BEF S - BHRRT - AR TERREREYNOAELS10 mg/kg/dayF160
mg/kg/day - EARBIREE S BIERR15M1180 mgAERES -

11 EMENBEHE

IR UT

BZYEHEEREER - lRANilemdo 180 mg XIS - bempedoic acid kKW ER & =R E IR B S
IE%3.5/ M\ - BRIES BB - bempedoic acidWZE)E) HESEDIFITE[F#EZE(SD)| 23R -
Bempedoic acidul 18 & —1ERIEEZEY) - TEAIMRAEBEACSVLTEERETC -1002-CoA - SHEElEs [M4E
WAZRAZERE  BEMRBCHaAFAUCS BI%H24.8 (6.9) ug/mLF1348 (120) pug-h/mL - Bempedoic
acidiBEAR BRI ZEY B W EBBETE120 mgE220 mgMEBRNBE 2414 - KEZHESEEHER

- bempedoic acidRZEY) E) N E W RSB B E1E - 7X%Ebempedoic acidRIZERITREMES -
Bempedoic acidfyFI9EFBLER N H2.315 -
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Az FANilemdo 180 mgfe s - BEE AR A¥ibempedoic acidWOREMTIAXZATE - BYER
#&bempedoic acidBIRIGEE ; BBERANRBEERREEH0.32/h -

kil
Bempedoic acid#9#E I 5
ESP15228W MR ERHES

#&(V/F)%&18 L - Bempedoic acid ~ HEE 1B E & EEHAH Y
> B%99.3% ~ 98.8%F199.2% - Bempedoic acid A EFEAT MEK 7 B -

N

il

YL

IRIMUBI R BEFA BN - bempedoic acid R EEMH KB MM EERERELAAEHARER
PASORR =N - W AEHHISF BN ERPAS0REE -

Bempedoic acidi = ZH MR ER KL ELRAH B CRBESRERE - REABIREEIN G REZE
MBS EREEIREEEM - bempedoic acidth o 3% 88 255 4 B 4 (ESP15228) - ERFZLE

+ ESP15228/ 19 MERAUCKR BIM)/ R BV EMIEER18% - WEERBHIFEE - EmEEtamES
SMIRUGT2B7E(E RSN B B IR M B Y - MR P8R Zbempedoic acid -
ESP15228 R EZ BHHEIF R - Hbbempedoic acidG0ZE48/N\HIAR N EFE(AUC)-48h) FIARER S
(46%) - HEEEEBE R 2 (30%) - ESP15228 R EE MR E 7 Ak M2RAUCo-48nf910%70
11% -

SHEERZ MAESRS ARbempedoic acid & E MR HMIBEMREECrnaxFIAUCH BI%$3.0 (1.4) pg/mLAT
54.1 (26.4) pg-h/mL - RIBZSURESNEYE HE R - ESP152280]gE¥tbempedoic acidf
BEBEKEEERAK -

BERR
SHEERZ MAERE ARNKEEPKAH - 8HRA—Rbempedoic acidBRIIREM R BIRE(CL/F)&12.1
mL/min ; KeZ&Ebempedoic acidi B Bl BFRRAGARBRERI2%LLT - Bempedoic acidERZER

BRI RS AR FII(SD) ¥ REB19 (10)/)\FF -
BR[ORAkbempedoic acid 240 mg (&2 ZEIE/V1.315)% - A8 = (bempedoic acid X EGHY)
J62.1%TEFREPEI - EEH/bempedoic acidWEEE E BB E HEY) - 254%EEE PO

o DI AEEEIE/RI5% LT DIR i #Z bempedoic acid 2 N R EE R R P HE L EES -
ORI ¥
B I EcPE

HERBRATER(N = 2,261 NBEERETREPKAT - sEtbempedoic acidiVZE)En HE - [
bempedoic acidFBEMRBEAUCTHEETNEE - MHEARREEB IR E PETE—H S ZEY S
NEEE - MBINAEIEERMEAARLL - BEN T EBINEEER A A bempedoic acid FIEREED
RIS EH1.41%(90% Pl : 1.3 ~ 1.4)F011.912(90% PI : 1.7 ~ 2.0) (E2EZ6.75) -

EEBNERERBEANENER , €8 —H=akd  BHBINEEEENRARR - EEBINEEER
(eGFR < 30 mL/min/1.73 m2)fA(n = 5)#bempedoic acid AUCIE/N2.41% - Bempedoic acidfy
AR B AR ESENMMWESRDIE A (RS RZ6.74) -

I TheE btk

FENFINEEIE & o B E o o B BT ThAEFE #E (Child-Pugh AZEB)E A (n = 8/48)% - iRE= bempedoic
acidE —HE S % Ftbempedoic acid & E K #)(ESP15228) £ ) H &2 - BARFINEEIE & AYE A
tb - B E M IhEERERR AR bempedoic acidF1C g FIAUCH B T BE11%F122% - ERFINEEE
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12

B A BISRITBE14%70116% - BT IR & ERIE - Bl - 8 s ch AT AL IO
AR BBEHE -

ANt # E E M IHRERERE (Child-Pugh OV A #E1Tbempedoic acidi 5 -

= QIUESTZRIR =2
Bempedoic acidiVZEYEN NEARFE; - MAISBENTE - REESMI2 LBENHEE - BE

S~ UB(< 73 kg)EKRAB0%LULHNREEERRH - REENEBNABRERAREE - A2&R

BIRERELE -

B PRl B E

BRI AREINilemdo¥t H ME R EEIIFTRXNFTE -

ZEMIEE=H - 200 - BEIE €5 - ZREHREBPIENIlemdoIER - HMAA
3,623 BASREEEMEFSESEMBEZEENMERA - HP2,4250% AL 75 Bc 22
bempedoic acidi& % - FiAERAMEH—XROARbempedoic acid 180 mgsi L&A - TEMIE R P
BB ACEERHMMEREES  HERMIERSEEZE B R AM S H Estatin - SN
AR E B B AR RO SR A BUA MY S statinlm A PTETT - EINIEA R E IERNZREIESE12:BRLDL-
CEEEIENFIY TEREN AT EREIIER -

StatinfR &) FIEE

AER1002-0472— B2 %0 - BEHOED - €5 - LRHHR - BEAS2ENEER - SRR MIE
FESEMIEEENREA - RE12BFEMENilemdoIERY - sZ:BBMATTINIBA - BL2: 189S
BE# » Bc £ < bempedoic acid (n = 522)sZ B El(n = 257) - HFARRAMZMEMEEZE - &K
M= RMEFEENEERREBFERREAMIE EM0statinfRZEY) - FPISEAMZE ERstatin 5224
HREMRMAEEE - S simvastatin 40 mg/daysi ESE B ARBERRR R 24 -

B FIR R0645 (EE  28E915%) - S1%HEA> 655% © 36% AL - 4% BB A » 5%%5
ZAN - 1%5RIEMA ; O5%HIEALEZ ODMEER - SHRES FREMSIEEERME

(HeFH) « 30% B MERIE - FI9EAERLDL-CH120.4 mg/dL (3.1 mmol/L) - BE# DR - 91%M&E
AESstatinfREEY)8 % - 53%HmAES SR EstatinfiZEY)5% - 0.3%HE A ESPCSK9 #HIH
A - B RITAEER - WEAERESE128 - bempedoic acido]#ZFEELDL-C (p < 0.001) -
Bempedoic acidth o] B Zf&{Enon-HDL-C ~ apo BMITC -

AlB81002-0402— B2 D0 - BEHDED - 85 - LREIER - BEIS2BREE - FFfhbempedoic
acidHRSEBEMENESHMEESRANZEENEN - RH128BRFFENilemdofyERL -
ZABRANA 2, 2300 A - DA2:1RILEBIBETE 7 B £ = bempedoic acid (n = 1,488)FZRE|(n =
742) - FFAREAMZEMIEEE - RAMZEMIERENE RS EBERZAMNSZH E/statin 18
&Y IR ANMZEERstatin FZEYFAEMEMERE - §H#EZsimvastatin 40 mglES
BIEREA - DURESPCSKIHNHIE A A B HEBR A B 2 9b -

EERFMN IO FERB665% (R : 24E885%) - 61%HIRA>655 - 2T%HZH - 96%HBE A
C3%BBAN 1B BIEMA ; BSRHEALEZ ODMEER  SHHRES FREUSEERME

C 29% B RSB - SFIEERLDL-CH 103.2 mg/dL (2.7 mmol/L) - BEE SIS - FiARASER
SstatinfRZz4)8% - S0%MmAEZ SR EstatinfEWEEY)aE - MLREAER - HEEHRES
128 - bempedoic acido]#Z[ZELDL-C (p < 0.001) - Bempedoic acidth #Z&{E 7 IEHDL-C
apo BMTC (F2REZ*R2) -
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&2~ NilemdoHEBRZRE - ARRZEUSHEREENEEESES FREMRIERKE)NESE

MIERERANWASBEUNR-EEEHRES 12BN TR S EE(E
#1581002-047 #1581002-040
(N =779) (N =2,230)

Nilemdo LT Nilemdo LT

n =522 n =257 n = 1,488 n =742
LDL-C4 n 498 253 1,488 742
LS¥191E -15.1 24 -16.5 1.6
JE-HDL-C3 n 498 253 1,488 742
LS¥191E -10.8 2.3 -11.9 1.5
apo B3, n 479 245 1,485 736
LS191E -9.3 3.7 -8.6 3.3
TCq n 499 253 1,488 742
LS¥191E -9.9 1.3 -10.3 0.8

apo B=apolipoprotein lEEHITB ; HDL-C= high-density lipoprotein cholesterol % EEE
HAEERS ; LDL-C=low-density lipoprotein cholesterol B2 ElE EHMEEES ; LS=least

squares &/\F 75 ; TC=total cholesterol #2fEEEZ -
B =statin (1002-047) : atorvastatin * simvastatin -
pitavastatinfllovastatin -

BH=statin (1002 040) : atorvastatin -

rosuvastatin » pravastatin - fluvastatin -

simvastatin ~ pravastatin -

a. TRAREZH S T(ANCOVA) LT BEERINB &L - LUAEME# Y E AR F - EXEHM
JES¥ AHES -

HStatin A= 2w A

HER1002-0482—IEZ P ~ BEMEDEC - 85 - ZRIFER - K128 ER - Sr¥EAstatin Ay

SREEBEM=ZE RS RstatintZz g 2 REREEEMDL-CHASRA - 5EdNilemdoBER R 2R
H 5 Fhtezetimibe’A R - #HRELDL-CROBERL - :ZZABAMA269MIEA - DI2: 18I AIREH S Bc =
B=bempedoic acid (n = 181)skZ & El(n = 88)Hf B E Hezetimibe 10 mg - AHA12:E -
EEMBRTIIFER S645%EEE  30E2865%) © 55%HIEA>655% - 61% AT - 89%EH A

* 8N BMEN - 2%WBIIMA - 1%HEM - FIHEERLDL-CFH127.6 mg/dL (3.3 mmol/L) - BEi& D
fChS - bempedoic  acid#B33%MEA ~ ZREIEE28%HNRAEZ BRI FRREZETREN

statinfRZEY) A - L RIFEIAMER - HEERESE128 - bempedoic acido] BZEELDL-C (p <
0.001) - Bempedoic acidtl o] g8z {E3EHDL-C ~ apo BMTC (B2 &EK3) -

AER1002-0462— B2/ - BEHDED - €5 - TRBHER - K248 - HHE AR
statinsi B AM 2 Mg EstatinfiZZY)(HP— B AHEEE)WLDL-CHERA - ¥ hNilemdo# %
BEEY - MRERZEstatiniBREENHEA - ERRABAFEEESZEE - £ 128
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fibempedoic acidf9E - & EREIFE3450m A - LL2: 1R EEBIBERE 2 EE&xbempedom acid (n
= 234)HLBEI(n = 111) - "HA24:E - B S BCR - = bempedoic acidB8%HIEA ~ EZLE
B 10%1 B A B BERREZEE EMstatin/A % ; E<bempedoic  acidB36%HIEA - T%L%?E
REIA30%m A ES i 3FstatinMAGAETEE -

IR FEHR RO655% (0 | 26E885%) - 58 %MIMA>65HE - 56% L - 89%BEAA

8% BB 2% BITEMA - 1%EEM - FIHEAERIDL-CH157.6 mg/dL (4.1 mmol/L) -

B B AEER - REEHEE128E - bempedoic acidoJ#ZEELDL-C (p < 0.001) -
Bempedoic acidth o] B Z &K IEHDL-C ~ apo BMTC (F2ER3) -

I3

Hﬂifiﬂ

%3 - Nilemdo BB ZRIE - FREEAN Bstatinf A (0 BB K EEHEH12BNTHES
L

#581002-048 #1581002-046
(N = 269) (N = 345)

Nilemdo LT Nilemdo LR

n =181 n =388 n=234 n=111
LDL-C3 n 175 82 224 107
LS¥191E -23.5 5.0 -22.6 -1.2
JE-HDL-C3, n 175 82 224 107
LS¥191E -18.4 5.2 -18.1 -0.1
apo B3, n 174 81 218 104
LS¥191E -14.6 4.7 -14.7 0.3
TC3, n 176 82 224 107
LS¥191E -15.1 2.9 -154 -0.6

apo B=apolipoprotein lE&EH7TB ; HDL-C= high-density lipoprotein cholesterol &% E 5 &
HAEERS ; LDL-C=low-density lipoprotein cholesterol {EZElE &R EEES ; LS=least
squares &/ F 7 ; TC=total cholesterol #2fEEEZ -

B =statin (1002-048) : atorvastatin ~ simvastatin ~ rosuvastatin ~ pravastatin - lovastatin -
B &=statin (1002-046) : atorvastatin ~ simvastatin - pitavastatin - rosuvastatin - pravastatin -
lovastatin -

a. RAHEE DT (ANCOVA) 1T EEEMFEN B D EEEE - LUAENEEH D EREF - ERHM

EEUAHEE -

EAFAMNIREERD - F4BEHREFELDL-CHHRAMR - TEAEZERBBEPEITEEY - I
ARGEHATNER - - BFEFER - 15 - &k - K5 - e - #xuE - EEMIDL-C - BRE
EEEBMI) - E5FXEMSEEEMAE(HeFH)MRAE - MERAHE -

BEKET
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