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x| Qtotct.

LS A

2) A ’SE

HEfHIAEIEIZE U MEDE HEFN Al g2d E7IE fl8l & 272 3¢ YSA”HO| AL
AAEI--
— —

Ol X 2LS AIO|M HEIHIAEIEIZE A OMEDE HER YD OEtHIAEIEZE TR
Rl AHFS HuEosY] et Chr|, FAHLHE, o7, 28 Uz, a2

o YIAHO| HAIZAC. HiYAE DIEEIAEIEIZSE 1mg S OMED|E 10mg EEFOZAIY
™), OEFHIAEIEIZHE 1mg HHESROZCHED)O 1112 £ HiIPEARH, 8F 2 XEE XF

15 824 7= Ho|A2tel CHH| 8 A|EQ| LDL-C =X| H3}&(% change)O|}UCH, ttER
H OCHH| HE8QW HlW Al & ZF SAMCZE [olst XI0|E EYCHES HX).
HS5. H|O|AEtQl CHH| 8F A|™ Q| LDL-C(mg/dl) +=%| H#H3HE(% change)

O|EFHFAEFEIZ & ol OfXN|E[O
HEIAEIEIZIS 1mg EHESOjZ |[EFHFAELEIZEE 1mg S O E[OJ
B 10mg YEF0T
(N=72)
(N=72)
Hol=
-31.39+13.43 -47.48+13.61
(Mean+Std)
H 52 (LSmean+SE) -30.98+1.68 -46.87+1.69
=7t H3l2(LSmean) -15.89*
Xt0[(95% Cl) (-20.29, -11.49)
* p-value - <0.0001
* ANCOVA (MEatzs d# 2ERFOIMXEESE XEX|HE K58 7|F) 8 HojAztel
LDL-C & IE %tﬂ%@i =gt
k=1

ot r3>1|1 O|EtHIAELEIZE S O|ME[O|E HEQYut mEMHIAEIEIZE
Ot S HIWEISHY| /gt Cho|a, REHE, Ol5=7tE, gdixs, a2l
AA M 34 %QAIE.*OI HAZIRCH, O] AlRE 8F29 X|27|2F 1259 AFIIZE FYEULCH EH
AXbE O|EFHIAEFEIZEE 2mg X O|FEID[E 10mg E@EE0ZAIY 1), DIEMHIAEIEIZE 4mg A
OIMEIO|E 10mg BE&FOIZ (AR T2), DEHHIAEIEIHE 2mg SRR 2(CHET1), DE[HIAEEIZ
& 4mg HEFETFECHE Ez)OH T111R B2 HEEACH, 8F &2 XEE X|HHRACH

11X f2d "otHs= HojAetel THH| 8F A|EQ| LDL-C +=X| #3tZ2(% change)o|R2H, 2=
TOM SAHXHeZ FolPt XI0|E ERL, Fo YIS IHHLE §+ 24 24 S thEay
CiH| 8L Hlu Al & 7t SAXHESE |o[3 Xt0|& ERCHHES &
6. HjojA2tel CHH| 83 Al Q| LDL-C(mg/dL) =X HalE(% change)

M

v okl
A

HEFOT M EE&F0 |OEtHIA T ERHFAEREIZ EIEfHP‘EfE' I|EfHFAEREIZ
X = MA  EtEZE |& 2mg ® O |Z& 4mg T & 4mg X O A|
(N=139) (N=139) [2mg tH=|ME|OIE 10mg|=F0iz ElOE 10mg ¥
Folz  |HEFROT (N=70) 850z
(N=69) |(N=68) (N=71)
LR -37.07+£14.13*|-52.77+11.|-33.32+13| -51.80+12.24* |-40.77+13.58*| -53.70+£10.02*
(Mean+Std) 16* T7*
* p-value: <0.0001, Wilcoxon's signed rank test
Hate -36.46+1.63 |-5222+1.61/-33.10+2.| -52.34+2.37 | -39.4042.08 | -51.53+2.10
(LSmean=+SE) 42

=7t Hatg - -15.75%* - -19.24** - -12.13**




(LSmean) AtO| (-18.66,-12 (-23.61,-14.87) (-15.86,-8.39)

(95% Cl) .85)
** p-value - <0.0001 - <0.0001 - <0.0001
NCOVA (H|O|AZFQl A|E NCEP ATP Il 9@z 2&F S H|O|AZIQ! LDL-C =X& SHE2=Z
E%)
8F 79| X|Z27| 2tE = NCEP ATP Il guidelinel| ®I@= /0 2t =& LDL-C X0 =3}
Moz QAR GIFo| oUE FO7t 7tsot Ao=Z =OQIE CHaXt0| Shoff 12F 2t AZAF
HAISHICt CHAX & LEMHIAEIEIZE CHHERE0 T | EfHIAELEIZ & FOf| 2t ofof &S

OEfHIAEEIZE H ONEDE HEFOZ2z2 T

EMAE ™M
CHAXOf CHet SMAIY HEE ChSat 2ot

| EpHFA E}EI

) 7Hel BT FOAI™(3mg/kg/E Ol&E 37HE, 1mg/kg/¥ O|&E 1270 Zholl A HLHEO| 0]
LrEmtr. ot OHE S=2(GHE, ’|50|)0| M= LIEFLEX| QUL
O OXE|DE
(1) 2d . HEE &2 =7, &0 22 X8 FF 1500mg/kg/day, 500mg/kg/day(S O K| E|
O/ 29| AUCooam Off ZHSIRS M 1 € 10mg 22 FOA| AMEHO| CHEE =9 2F 20 HH)7HX| O K|
E|IOEE ZAFFEATH 104 F7Ho| M AIFEZ HAISIQCH ORAE Mo =Z2  XHEF
500mg/kg/day(E OIME[O|EL] AUCooun Ol SIS W 1 & 10mg 22 FOA| AR CHTE
Z9| 150 Hf O|Ah7tX| O|HE|D|EE ATEATH 104 F7Ho| LUAMAIG T AMA|GIGCH AES £

S HE U OhRA0MS BY WS EABUHOR QoA SR YUCH

SO N 4n o 2
_err
_0,_F
b
_IT'_

32

A : Salmonella typhimurium % Escherichia coli Of Cist X2 2=HHO| AIHO|A CH
At 2ot ZHAH Q0| MO0 ZHAE|X| QERUCH AtZh LA m HIFMZO| M| HA
HO|4 AlHO|AM CHAMZME RS2 2HAQ10] SAK| O|&0| ZHEE|X| AUCE EDH ORRAO| KLY &
HAPOME FHEFEE BEEX| EUCH

o
3) dA=d : &AH U AN HEEZ Y22 ZUHET 1000mg/kg/day(E M E[BIE 2] AUCe 240l
1T 2 10mg 22 FOAl AFO| Oigt 22| of 7 HY)ZHX| oM EDEE FFEOT

=
AN YA =0 BELIX| BEUC

KA Z, MO ERSAMAF) SEEE STUA S5 212 56
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O oJoFES ) AU 7] Al o BEAL 5 o] FE- 1} o] o) obE -2l uh 2 A 1/10 2] 19
(E]‘/‘l:L 20250086950, 2025.05.12.)
O oJoFE SO A A E-okfrol BEA -0 oFE- 4l ool Wl = A1/ 109 ) 1 (R
WS 20250140339, 2025.07.31.)

18 A&Y
T & 5317t 7SN R A Y- FEE B As
A3 L9= 2025-12-04
LRI X RS by 2026-02-11 2026-01-30 2026-02-06
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[& AFRE S kel A]

o Ul 7187} | IetutgE/dAE R B BdA(utEAE 2/10, 4/10mgE A= AF1/10mg)

E3AE AMdetaa &
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T EFES FH B3 A58 X737 I
- W 22K4/10mg)} v &EAFAH 53+ A
- FU 7157k SeptAER/AEmE BERAE 2AR FAHEQA SAAY, SFElFteo] B3 A5 4
DDI A5E Q7R &S Z0= AgY
o AXANANHAZA A3 2F
- oA AYEF FAE UHOR T A3 YFAFNAM TW0108(] ERF2EFR 1mg) = C2407(ol A E] ]
B 10mg) W& JW0108( et~ etel 1mg) &= Fof tiH] Fof ¥ 85 AJ3¢] LDL-C W3sh&
%) Z+40 3l LA E =59 S
- JW0108 2 C2407 W& TS el gE Img o thel 43 o & LDL-C W3&%) 2
Wy, 47 9 8F Fo ¥ TC, Non-HDL-C, ApoB W3t& % wsaF, TG W&ol tisia 54
Ho R Fofg AN ARE YERAS
o NAF 37 BEste, HAl TS HUlolE A=

=

o

1. 7] = 2d 2 JHd oo et Xz
11 AFREE
o AFH: YRtz AR08 2 LA etrt el Rl g, oA g E)
o 24 7)A

- AAE ) E: 2% §2o] NPCIL] ©¥i g Aeratel, S2 8ol @5 1) e 280 232 53
TEHE AS A

- S el 2Bl HMG CoA B T4 AsAlZ o] Zal2vE 4L oA

ol

12. 714 & AEA 4

o AAFEQ YnEAAYIE ] 192 et 2R oAE R BE FHite oA -EES Aw H
Aol ot

o oA A dZ(dyslipidemia)e & Z# 2B =(total cholesterol, TC), AE=Xtw Zg 2~ Z(ow
density lipoprotein-cholesterol, LDL-C), %43 X4} (triglyceride, TG)o] A$E 1 w1 U =Xk Zgx
H] £ (high-density lipoprotein cholesterol, HDL-C)o] 74 FejE x33slH, 1FY2HEI S, L
THAALES 9 EFY o AANEYFT TOoE EFIT o AAEFS £ F4, 18, I
g, BNt 53 fEo Adadss 298 £ v T8I AR ASAA Y AFA Roe
FF AR A3 F APJAAR A&t ARES A¥E 7 v AWLHE oldqE F A
el ol ko] FF AA#AYE FL3h

o Al A3l (cerebrocardiovascular disease)e AtHE Yoyj= F8 e A 2 2016 @ =4
AEA 2w, A 23 L HEH ZE AYELS AT 109 & 47 29,73 23,415

o rlo
filo
Wi
Y
)
o
a

2 obd AMER AT AL AdSy bY g v



e 2009~10Q@ v]=o] I AZGFGFZANA 204 o] Fe] Ml F 1Y ] g3 FHES 134%%
o 1988~2010d 2] Xd 2 Al A3 ZAlo| A TC, LDL-C, TGE #4353 HDL-Co] 3
FolE uYehdllth ®EAE, 20158 WA I FRA Ao mE, Ol%ﬁl?—_li%% THES A
16.5%, AAF 19.1%=2 20143l w8 Z+Z} 2.6%, 4.1%% S71ek Ao 2 ZAE AT T3 304 o)
NA o] FAAEF FHA T JAERRH e He &L 51I%ReH, A o dAAEF
ZAEL 39.7%% 438 Fe Aow BuEo] 2o F A4 Bt v FITS AAGTH

o O|FAAEFY A= e AolaW, ATdL 2 58 5o HIFEaWIA d=aH Tl
UATh )AL EFY dAH AmY FRUF He €F AdTEE ZIAAlY Ed 2HE
A, F4, 57 T 22 Holacle o) FFE Wworw HHEI 2olgo] y]Eo] Ho

Z 2 AAFAE ZFaANZ B oiUg AL Drols FFS HA7] o
ol &8y =3 Waste Zlo] adFolth meba ol FAAEF] #HY A Hol/FaWE
Hajsls X187 AEH5P wA(therapeutic lifestyle change, TLC)o] H4# ol LDL-C ¥ TG2
T & APAA 5 1t HH o oS AAskE Zo] Fasth

e LDL-C2 Al Z#ZEE9 60~70%5 At F4sHEsE e Fa3 AA=E 283
Y3 LDL-CO] ds7 s Hds do] AaAdAE ov] o8 ATFES &3 AHZHA #Hol
Jo= Aoz ®ByuxEyw . wElA National Cholesterol Education Program Adult Treatment
Panel I (NCEP ATP-IIDe] A HNAM T o]l dAAEF JAL R AF4x 24 XE=Z LDL-C 3
A3HE ARSI 1AET, 55 AT, ATl A 47 100, 130, 160 mg/dL vwre2 =4

E:
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41
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r o
o
ol

:|:1

ste% st u P LdsF LDL-C 3 X5 ¢ dA4stA A8 8star o U oA
45 FYAH E3 gate] Adadd Hd=o w2l LDL-C 5xX & AsF oz HAste] A
g As At Aok

e Statine dWrH o =® 1d 13 Fo= FHFo] &olsta vlud A F2goz de iy ¥+
Hzo|A gt 2583 = JED FalSe] R o BASE EF4td ZFstd @54t o
57} He S 2HES AsAIE AE71dE et 28y 45 AENte g AHEA S AF
of gtom & ¢EH F5AEEoRE &S F73r] & @] Aok Niacind 1hel|Ae] =4
U =X e (very-low-density lipoprotein, VLDL)2] XS AAlstE FE&r|doz F AAFA 9
MAESES B LDL 9 TG FA7F s B4 =5 A4 olste] HDL-C #X& Hol= &4}

3, 24%, ¥, 54, T, 2F3AHAS T FAES YA A&l Ade] 3ot Fibrates
lipoprotein lipase (LPL)2] &4 357} 9 PPAR-e¢ #F9 FAE7|do=Z TGE #AA7]2 HDLE
SA7lE &% UEHAT Fibratews 8% TGE HA&AZ FHOE F2 AWEY Z5HS 24
o fge] WAlH dom FgadAsete] Fagom ARGl FoE agn. W, Ezetimibe
Adz FH2HE F AfA=Z 4o 2 FEA IFEUZHES &2FFF Adfdd Fojste] 1FE
ZHEES AN d5Fq A FFE° LDL-C A3t Heo] HHHM statind Fof Al

statin®] 3¢ FaAA BA AL g2 & Qe gHol ok
1 =

A% mE TG/ B A%
o

FH B3 oA AYE = AL AdxAO=E statine] TS @ty 9o, LDL-C X171 A43}
"H 3 TG X7} & Z9$, ¥ HDL-CFXE& A= AL 23 5-x=Z 3}o] fibrate, nicotinic
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4 A A ZA FiEE statine B4 bAS FEdolx Bty &% & &
29 =AY A& vl o] I E &3 S(rhabdomyolysis) LA 5o o+@A EAZ LDL-C7}
X FAE 2dE WA &FS SIS vl el EAEH, & FeldAEES FEHY
HE&aW Adx 7258, Fazg, Y, &85 FHAA FAHAJ] dFe & F Ao T A&
o] o mebA AFAE B FSATIHA AR HolME APEE EE 7 9
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e Statin % pitavastatin® AFEFo] oF 1A H1EFFE=(Cmax)odl =% }U%, 19 13 F4o A
1~24mge] f&FoA f&Fo|EX 02 Cmaxel AUCY) 71kt Ao A A o] && & 51%°lH, 1A’
2lolo 2Jsle] Cmax7} 43%7HA] 734" 4 oy, AUCE #93HA] Z4ashA] &=t} Pitavastatin
S dF o Aol 99% o)iolw, VdE 148LE =7 Fo] dg EXsH, thAlE uridine
5’ -diphosphate(UDP) glucuronosyltransferase(UGT1A3, UGT2B7oll olsle] ZFZFE4F 23t
Foto] o] Folxth. B & 79%E WS F3td, 15%c AWES St widEw, AA ¥z
¢k 12A1Ztolt). Pitavastatin®] & tiAME Z+= 1He] UGTel oldk Ao =, CYP450 E/\ﬁloﬂ 9]
Abe e HE BEES A, CYP450 EAaA S HHE 45282 v J& o= 9
3:‘___]- 2= o]

e Ezetimibe2 A&z ZH2HE F5 AsiA=z FF, A4, SAAT 2 A4 HEgdle F=
o FE FA F1 &% §EY FHZHE FF F5AU NPCILL o] zhgste] 2ol 2 HH
A449 FHzHES AnedEHe F3F5Y U 2HE S5 Ao Ezetimbe QWO R
LDL-C& <F 17~20% Z+&A1A statin tiv] &5 <kl statingt H& A, A2 2 F&7]d S,
statine] WA el 2H &9 E}”?%H F-&3 ezetimibeo] €A FEIZBEIE2] JF Ao FH=2
ol &7} vepdth wekr Z=sk LDL-C A7t ek A9 m: statine] o3 Bzgo=m
&Fs FoAste Ao %ﬂ%??_ 7o statinz}e] HgaoaHoz Add 4 9l

e Statin?} ezetimibed] W& Fo= LDL-C Adto] & ola QA Frlsd Aoz dAvs

o]
2] Simvastatin, Atorvastatin 2! Rosuvastatin®] 729 2t

olo

ot
ox & ol o

i)

R

a:

242} Ezetimibedto] H3A7F s)lEof Al
Folth ol A &% AP E mFo] RS uf,  statin ti¥] HbAlc (3 4) 4
soll & FdFE MAA Ee AR deAIden 43 LDL-C A &35 712 Pitavastatin
Ezetimibe®] HA= Hoh Qkdsta a3 02 LDL-C A& AsA 2 Aoz AFHn. old ¢
skl dA| Z47te] FES EIAR FAFOZN A BoESEE MAAE AR dFHT

13. 44 A5 M8 2 A&H
e AR AYE AV 202 o AAAYE ARAH, A5
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e YA AYF A= 7F
B34 A0 HEEN 2 LD SHAHS T ronHDL BHANE T R8I

il '3 LOL BHACE cwis | non-HOL BefACEE o |

Sy HEHEE = U =
HEWEE: BERWEE - RYUY

SRS RIS SUEIN WA o)

TS MR QA T st <160

* L0 AN 7 1] e 50w O d5 A0 A8 W M
TR R LA Dat} S5, ] WIETEESA 0 JHEE DL B B HOL L B | |0 mgad)
VR TARE T PEL 0 R N AEHIE R
TR TR A . SRR AT N 80 mUimind1 TR SRR LS, SIS, S| E T N AR WEatE
BT N ER A T L AR WA 55l SN D T

o I|FALE T FELH



g ADSF | 2HPE
OlHAIEEE A2l YA B2 LDL B2 ALIEE ADECE ! A
LDL Z2AHIES S8 +F|2 22 £ 0|} S22 non-HDL Z2|AHIE ZHE D2{3ict lla A
AEIEIS DI AHEUES A|2.0| 2URHIE Ofxo|n| HUTHHE =0l Wt DL BYAHE SH 230 =5 | A
24 QIEE 2218 T 212 M0l
SHATHMZ0| 20| 7 (X DL BAGE 5= HTUR0| BIZ AEIEIZ S0i8 S YDBICL I A
LHt 7hs ot 2Ic BRI0| ARIEIS MEAICElE 53 LDL B ALS0 SH6IK Rols ZP ¥EREoR | B
GIHE0IES ASE 2IS BRItk
EAASNY HEUEA0| 9= BT 0 78 S2to| ARIED} OIXIEIN| 2E HESI0{E LDL Z3AHIE I A
SRIFHERO) =HEEX] 0T POSKI MM HEE TSI .
AEIEIZ S0451 LDL S2|AHS SH $7] 0|HOR UASIK| 00 §EH HEST| YBE Y+ UCh Il C
LDL ZAAEIE S8 +X|0] ZE517| Y510] AT LTINS SBS0i= MDSHA| =D 1l A
MU FE SUHYT0IME 5 FE 4718 S| 2|25 HSEIHH - 2{0) = LDL 2 AHE $717} i 5
&g 7|EX| 0ldeR w2 FXIE U EX2 AXRE AR ?
SHXIL0| 500 mg/dL 0l 42| B SHHAEL| GILE H S2H2 AR 29 ESTORES ANE JE | A
i) =8
SHXI0| TR0 2 500 mo/dL 0|42 A2, SHRIE ZHE et o2 LBl FEAE TSI lla A
SHRILO| FHH2E 500 mo/dL 02 BT, SEXE TUS AT Rz 2007H3 XU HE neiEth lla A
E4A1210]| 200-499 mg/dL Q| Z, A AL |2 SH= ALE A A=l L2} DL SHAHES | A
SHA| QIO P 0|0}, 015 HEHM PUXO2 X2 MEET N Y ABEIZX|2S YT
FYxI0] 200-499 mg/dL 21 A2, LDL T2l AE|E R S # FHAH0| 200 mg/dL 00| HLE non-HDL s B
B AEIE0| SHA| 0|40|H 212 x|=8 B}
FHTEY HIUTSOILEF BT MG B 3 ABHE £27 S0 200 mg/dL 0|42 i 8
TEMEILSE0| RIS 1, MBS0 oS Y5101 IPE (317 4012 571 Fo3Hs HE T2iE 49k
FHEE JEUUA0IL S E 2RO BHST 5 AEIE S0 0= 200 mg/dL 02| b 8
DEUXLTS0| K48 f, HSZAO| U S IS 1B 2N FEME S R 2@ N+ Atk
ST LB U0} H BiTio M MBS )M Sl AELE BOF 20j|= 200mg/dL 0]42]
DHEXLEF0| XE wf, HHRTRIO| iE1S 2I510] EPARI DHAE 2 &5 20713 XS F7L Rotal o E
g me{g 49l
S ot Roioll= SHRIE0| SR =6HK| = BLols $SauE T lla C
FHOL ERIAHIES BAIME YA X2 SH2 LOL B ARSE SH 7| 0612 2= 28 ATFICH l A
HDL E2AHIEE HEAI717] 9B BRI 2= PG| Y=Ck i A
Gemfibrozilop AEIEIO| B2 x| 2= 2SHS0| LY HHE 77|22 Hasix| ph=ch U B
i =z
14. AR F5 449 8% dX A
o 7 @Al syt F=
Z] I = . [] 3 S
15 AR FEF 7R A fdo| g &t A%

o 5] o] 515
o YFANFAASAHE

Yds

A =
e sd SHANE W=
2eds

20240210210 |[JW24302]

s

2025.01.06. |OI&XZEEE SNE HHY2ZE JW0108+C2407 EE TS
202500006 [EJtotd| 28t 12, 2AAHE, 0IS=ItHE,

a4l M EE Hluw
G4, M3s SHAE

2. TEEA - =TI Ad ® AESH Ado &

2.1. 982 9FE(Drug substance)
2.1.1. durge

e AR(FA BT AR)




3% B

Monocalcium bis (3R,55 6E)-

D)3 S e e E
e o BT 7-12-cyclopropyl-4-(4-fluoro | CsoHiCaFsNyOs =
A AE A phenyl) quinolin-3-y1]-3,5-di 5H,0
(Pitavastatin Calcium
hydroxyhept-6-enoate pent| 971.06 g/mol
Hydrate)
ahydrate
1-(4-Fluorophenyl)-3-[3-(4-fl -
o A E] m] B. uorophenyl)-3-hydroxypropy |  CosHa1FoNO3 o ,'H |
(Ezetimibe) 1]-4-4(4-hydroxyphenyl-azeti| 409.42 g/mol o
din-2-one
2.12 A8 FF NAFE
o M EpHlAE R 2453 2 0P)
o oAl B
el B SNE AEA (OpH WEAZ=E O =2dF 0O &3 M 7IE)
cEAYE (B F9=2 B AREMAE O F55 O 7H)
B A/ A0/ T8 B ZEzE/3] /AR S R
O 5528 B 7EAE0EE PAEds) B ASFH O 385/ A
g erEo] Hgd F7 BE Ao

2.2. A& FF(Drug product)

==
IR

2.2.1. A7 A9

o SIS

(FAHA, kA, FAA,

2.22. AL FF NAZE

HolAld sZstes 73)

T W EIAE
N4A (OpH O W% O 7eh)
SEAY (B A9ED W E)
W AxdwsE 05548 O848 B339 O 22F/A R
g gro HYH Fv ME AP,
AAA Y
WY W AHEHBAHAATLAND O YEADLATAY
0 24401808 0 925380 B33 d
O 5248 O vA2dedd O 284vdA408 0 2840844
O gze4Ad O ASSA/MMAdedNd O 229408 O 34408 O 71849
g gro HYH Fv ME A7,
SESFAR  HAAAE, FUEA T, SI2BUAT, 2584 F




3.1 dmoFFe 4B A

3.2. Ao efFe] A

NEZH ANEgzxd |71 e/ A3
AN REANT | 25C/60% RH — e
=Rk 40°C [75% RH 8 £ (HDPE/LDPE) 1% W A

3.3. ARA R =9 rHEF
o 2337187, A2(1~30C) ¢, AxLd=2FE 2471

34. AARAA 3 AAA oA
HARAE e foldel s glol VE W ARA L B
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o AZE 2AAR me Ag AR D A

o ATeE
e 0% EZRT O 1% AAZ 3 /15748 AT B g 2YAE 18 W, 24
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6. AFAFHH) BF As
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A2 Ao 2 LDL-C A3t &3 H7}

3. BEFASAY (CID 53.1)

i =

6.4. dAekAd (CTD 533 & 5.3.4)

SR _
| @z | gad | gaes Roig3 s Bk A5
713k
Ad)
TLC: F&9wAd Hx 434 FEAD
- AAY FRAH 1 B7hus
giz}gqu]g, oA |12 18] 24 %ol H%]Oléﬂ}‘ﬂﬂﬂl 74
o|Z=E4d, |, AL 3 8F Ao - .
3 |1w2a302 |99 g% e 8= ;;g(%; AC aze au Aezay
Sora BR[| IW0l08:C2007 2 1% 4 LDL-C A3 &7 9
= huz] .
Ay |88 |- d=w 23 H7hd %
0 JW0108 17 + C24079 4, 8% NA AA AE
91oF 14 Wake 9 wae

IW0108 : S]Ebul~EFE) Img (2u2A 1mg)

C2407 : SIAEIP]E 10mg (o] N EZ4 10mg)

6.5.2. A4 UAA E(Pivotal studies)
[JW24302] (Verl.0, 2025.11.24.)
O FAAES FAE S E JW0108+C2407 W EFH Y FaAT AL S vuFrtst7] 94 grld, T2
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olFE7IE, BHAEA, A 34 AFAE

YEAE AT Ao d AW o] Hg w
UBZA DA 7| Aot d 9 1374 71#

AN LA o)A AEZE BAZ o2 TW0108+C2407 & 2% o] JW0108 B=aw tj¥] LDL-C A
s ant $UFe U3

A FAAMA, olT w7, B, tr1d, A S E

H 28 ofs A4MTYE HSH)
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1 Hemoglobin Alc (HbA1c) > 9%

@ Thyroid stimulating hormone (TSH) > 1.5xUpper limit of normal (ULN)

(3 Aspartate transaminase (AST) E+= alanine transaminase (ALT) > 2xULN

@ eGFR < 30 mL/min/1.73 m

® Creatine kinase (CK) > 2xULN

® SBP = 180 mmHg &= DBP = 110 mmHg
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- AAek BARl0) 19 18] ATE, 1sd 94 AHeH) 24
- E471(4F oAb TW01089] $1¢F 1¢ 13 1A
- A8718F): FASMAE FoAT ARAIDE tF 1Y 13 2%
oz YHMEE o|U4E
Mgz JWOT08+C2407 on
=T JWO108+C24072] §% L]
® JW0108
W C2407 Cad072| HY

- YA DL FE(SIF ADREA QFo ofsf LMFE H|SH)

= N2t | N2 I
2CYH JW0108 C2407
HEY BEEEIEENE OIXEEH
A JWESIRIHZF) s=0k=
FoE DIEHIAELE! 1mg OIHEIDIE 10mg
SHAK LHX] D|e#A4O] SHOH()|
=8 SOl WA LSIET | 41400 MY B 20
M
HH XIS ] I

o A2 FEA HrhEg wol 2zl thy] Fof ¥ 8% AR LDL-C WH3t&(%)

<SHEAYE>
SHZY J=SHZ(NEUHAX 4=, Bo, ESTEHA, g, 2=, 2H2)S HAGHRD, & W
HiolActel CHHl BEIE 201560 Aol =4 JHE U= 020 [t paired t-test £= Wilcoxon's

HIOlActl AIZ2l LDL-C =Xl & Zat0l0l e A2 2FE
_|

AN

A& 4 (analysis of covariance, ANCOVA)2S
A& (Visit 5)° LOL-C Hat=0l CHol

| 2102 By

> HU
HI >
>.

- HiolA2kel(Visit 2)
p-valueJt 0.05 0|

o oA} FEA HHS

- wo]~gkel thn] 85 AJH e LDL-C 4% W3}
- wloj 22kl tiH] 45 AlH el LDL-C 4] ¥3a&
- wlol =gl oinl 4, 85 AR A Ax
: TC, TG, HDL-C, non HDL-C, Apo B, Apo A-I

wlo] =2}l thu] 45, 85 A9 hs-CRP ®3l& 3l ®

- 8F NAH9 B LDL-C 4 =25

o
ol



AT =7 LDL-C % @=3=*
el < 160 mg/dL
Sk AT <130 mg/dL
T < 100 mg/dL
o < 70 mg/dL
EnE b < 55 mg/dL
*DL-C AZFEE O[LXTES x|=2X(F(2023)2 BT 270l w5

> 3XULNS] Algdda &, CK = 5XULN

4 B7haS oA, AYAH AN, BEAFESL,

cyeE

AN Ak HE

20% 1)

Wk, Al2), AAAZ, AHE AL AST =& ALT

PTV+EZE PTV Total

A3e2lY 183
A3eld €< 38
PEANE 72 73 145
B

s2 &3 1 3 4

SAH/EMAD|E I8t 0 1 1

HE3J| A= = AE E0 1 0 1

R&40| =25=¢ 3R 1 0 1

JIE 1 0 1
AMANE 2= 68(94.44) 69(94.52) 137(94.48)
¥ ZrEE HATHLA 28 ofs) AMEE H[SH)

[ ]
M
1%
Y

PTV+EZE PTV Total
FAANE 72 73 145
Safety Set, n(%) 72 (100) 73 (100) 145 (100)
Full Analysis Set (FAS) 72 (100) 72 (98.63) 144 (99.31)

S0 = dit Rad ot H= 08

1

1




Per Protocol Set (PPS) 60 (83.33) 64 (87.67) 124 (85.52)

SHAHE 27 6 4 10
e 4 3 7
Fad ot 2d A 1 0 1
PAANEE JAuT T 2F 0 1 1
JIE 1 0 1
¥ PPS 2 £t LIATHU A & ocf MMTE H|Z7H)
1) RAAHE 27 10 &:

e Visit window #i¥F ¢t 51 A SO AR A (LA 2ol ofsf dM HE H[SH)

- A7} dAEE 4, FAS §84 #H7bASE last observation carried forward (LOCF) ¥y o2 AZXE
Az o, wojxgkel ARE wojxgkel & Az fiAlshA] ek PPS B4 2 ki B4 AZX

AR 21 5789 ) Z(Observed Case, OC) &4 3t}

=
=
- =
o

UM Ao FaA H7Eo] Visit windows V2Day -7~-1), Va(Day 22~36), V5(Day 50~64)0]m, o] 2z L o
st AZAMd 7" U2 SAEN &85
2MA| Data M2l Z1 N8Z tzz
V2 V4 V5 (PTZ+EZE) (PT2)
FAS PPS (N=) (N=)
O O X V5 LOCF B8 H2l 1 ]

O: Visit window /B5HXI &3, X: Visit window <8t

ol

o BoF & =(FAS): Treatment period HA YA TE JFF HAESER(EH Q& 2sf &M HE HISH)



[ ]
=
o

12=2k]l EA(FAS, 144%)

- AW PTVHEZE T 34 38.89%(28/729), 914 61.11%44/729), PTV T 24 63.89%(46/727), 14 36.11%(26/72%))
o] A =(p=0.0027)

- B w AY(£SD)S PTVHEZE  64.87+9.284], EZE ¥ 63.04=10.464 019 0.M(p=0.3474), A8 WFe =
Ad - oa 60*“ ol 04 wig o bg WOHS(EL144%). SFelR(p=0.5030), BMI(p=0.2199), 4 o
(p=0.3993)= T 1t FOIF Aol S

- AAe PTV+EZE # 15948+7.06, PTV & 16391+9.629ow, A& PIV+EZE # 6439+9.82, PTV ¥
7049+14112 T 7t BAHLZ fo 7 Zol7k A7 p=0.0020, p=0.0115).

H$% W H7IHED)S PIVHEZE T 764558, PTV 7 7.05+5.970] 91 -&(p=0.3426)

- A %@ﬂ Qe A ffmw A= PTV+EZE 2 16.67%(12/72%, 1370), PTV & 6.94%(/72%, 57) 0.2 & 1+ BAH L

T
=]
=

- %lé}zﬁ_im J= lf*rﬂ*u}— PTV+EZE T+ 100%(72/72%8, 35871), PTV o+ 97.22%(70/729, 33102 77 593+ =}
|7} O}\E( 4965).
- A3PofE 04%& A @A PTVHEZE & 90/28%(65/72%, 11370), PTV & 87.50%(63/729, 1137)& &+ 7+ 9

gk z}o] } AAS(p=0.5959). 7P Bo] Eojud APFEe A EF Level 1 7|20 2 39l A, Cardiovascular
system 79.86%(115/1449, 13471), Alimentary Tract and Metabolisim 18.75%(27/144%, 487) 59 <], Level 4
71%#9.2 Combinations of various lipid modifying agents 50.69%(73/144%, 7371), HMG CoA reductatse inhibitors
22.229%(32/144%, 3270) 5 o2 FAHUS

- HEES o AFuA= PTVHEZE o 87.50%(63/727, 28771), PTV o 86.11%(62/72%, 2987)o.2 + 2t
9@ 2Hol7h gl =(p=0.8055).

Frad B7tash
o A FEA HIHHS: wol2eU(V2) tiH] 85(Vh) A3 LDL-C 3] ¥sh&
- o] zgkel Al LDL-C 4 9 F3ediE@d 23 YT &7e THTELE Idde FEAAEA
(ANCOVA)= AA%

1) PTV+EZE (¥elutAEtgl 1mg + o AIE)v| B 10mg) vs. PTV (¥ E}ul2Etdl 1mg)

- FAS A3} wo]2g}sl tin] Fo & 85 AH <9 LDL-C H3&(LS mean+SE) PTV+EZET 6. 87+169%, PTV
T -30.98£1.68%2.2, T & 7t LDL-C ¥g& Aol -15.89£222%2 FAHLZ #2959+ [LS mean Diff,
(95% CD -15.89%(-20.29, -11.49), p<0.0001]. PTV+EZE #+& PTV & 2t} 9493814 LDL-CE ué\_/\]ﬁ%.

- PPS A#}: FAS A9} A8 5(p<0.0001).

Table 11.2.1 Percent Change from Baseline in LDL-C (mg/dL) at Week 8 [FAS]



PTV+EZE PTV
(N=72) (N=72)
LOL-C H&lg (%)
Baseline (V2)
n 72 72
Mean+SD 163.74+31.88 16410+34.61
Median 162.00 163.00
Min, Max 111.00, 245.00 60.00, 243.00
p-value 0.9482
Week 8 (V5)
n 72 72
Mean+SD 84.83+23.21 111.90430.28
Median 84.00 109.50
Min, Max 42.00, 156.00 47.00, 195.00
Visit 2 CHl Visit 5 #3l2
n 72 72
Mean+SD -47.48+13.61 -31.39+13.43
Median -49.42 -31.92
Min, Max -70.07, -7.93 -56.52, 8.33
ANCOVA
LSmean+SE -46.87+1.69 -30.98+1.68

LSmean Diff. (95% Cl)

-15.89 (-20.29, -11.49)

p-value (ANCOVA) <0.0001

PTV = Pitavastatin, EZE = Ezetimibe, SD = standard deviation, Min = minimum, Max = maximum, LS Mean = least-square mean, SE =

standard error, ANCOVA = analysis of covariance, LDL-C = LowDensity Lipoprotein Cholesterol.

[1] Testing for difference between treatment groups (two sample t-test (t) or Wilcoxon rank sum test (w)).

[2] Testing for difference between treatment groups (ANCOVA model with treatment group as a factor, baseline value and stratification

factor(cardiovascular disease risk group) as covariates).

* ANCOVA was performed using the actual cardiovascular disease risk group as a covariate, rather than the stratification factor applied
at the time of randomization.

Data Source: Listing 16.2.13.

Report Generated by Program: F_14.2.1 Percent Change from Baseline in LDL-C (mg/dL) at Week 8 01.SAS

Table 11.2.2. Percent Change from Baseline in LDL-C (mg/dL) at Week 8 [PPS]

PTV+EZE PTV
(N=60) (N=64)
LDL-C H3I8 (%)
Baseline (V2)
n 60 64
Mean+SD 164.97+32.81 165.054+32.99
Median 162.00 163.00
Min, Max 111.00, 245.00 99.00, 243.00
p-value 0.9892
Week 8 (V5)
n 60 64
Mean+SD 82.20+21.78 113.17430.02
Median 81.00 110.00
Min, Max 42.00, 156.00 59.00, 195.00



PTV+EZE PTV
(N=60) (N=64)
Visit 2 CHHI Visit 5 B13tE
n 60 64
Mean+SD -49.52+12.31 -31.06£13.73
Median -50.31 -31.92
Min, Max -70.07, -8.77 -56.52, 8.33
ANCOVA
LSmean+SE -49.36+1.81 -30.99£1.73
LSmean Diff. (95% Cl) -18.37 (-22.92, -13.82)
p-value (ANCOVA) <0.0001

PTV = Pitavastatin, EZE = Ezetimibe, SD = standard deviation, Min = minimum, Max = maximum, LS Mean =
standard error, ANCOVA = analysis of covariance, LDL-C = LowDensity Lipoprotein Cholesterol.
[1] Testing for difference between treatment groups (two sample t-test (t) or Wilcoxon rank sum test (w)).
[2] Testing for difference between treatment groups (ANCOVA model with treatment group as a factor, baseline value and stratification
factor(cardiovascular disease risk group) as covariates).
* ANCOVA was performed using the actual cardiovascular disease risk group as a covariate, rather than the stratification factor applied
at the time of randomization.
Data Source: Listing 16.2.13.

Report Generated

o oA} w84

by Program: F_14.2.2 Percent Change from Baseline in LDL-C (mg/dL) at Week 8 01.SAS

F7AA (A & os M HE 8ISH)

Table. OIXtEIIB4 21 QAT (FAS) (A &l ofsf &AM HE d[SH)

least—-square mean, SE =




AN F7HAI(AH Q& 2sf MM HE 8|SH)




Table 12.2.1 Overall Summary of TEAEs and ADRs [Safety Set]

NE2 =z
(PTV+EZE) (PTV)
(N=72) (N=73)

12 (16.67) 7 (9.59)




NEZ =z Total
(PTV+EZE) (PTV) (N=145) p-value
(N=72) (N=73)
95% Cl, (Lower, Upper) (8.06, 25.27) (2.83, 16.34) (7.61, 18.60) Chi-square
Pt 18 10 28 test
22 0| AHHHS(ADR)
2HE, n(%) 3 (4.17) 0 3 (2.07) 0.1198
95% Cl, (Lower, Upper) (0.87, 11.70) (0.00, 4.93) (0.43, 5.93) Fisher's exact
Pt 3 0 3 test
SOt 0l&ALI(SAE)
2HE, n(%) 0 2 (2.74) 2 (1.38) 0.4966
95% Cl, (Lower, Upper) (0.00, 4.99) (0.33, 9.55) (0.17, 4.89) Fisher's exact
Pt 0 2 2 test
SOst 220/ AEHS(SADR)
UK, n(%) 0 0 0 -
95% Cl, (Lower, Upper) (0.00, 4.99) (0.00, 4.93) (0.00, 2.51)
A= 0 0 0
RSINT=cin
3| =8 /0l Z = (Recovered/Resolved) 12 10 12
gLACL ERB0| d3/HZZA2U
S250| €S(Recovered/Resolved with 0 0 0
sequelae)
3|=2F2/6HZ =2 (Recovering/Resolving) 6 0 6
S|1SCX LS/HZDX LS(Not recovered/
0 0 0
Not resolved)
2 2= 1&(Unknown) 0 0 0
AF2}(Death) 0 0 0
OlM AN S
Grade1-&Z(Mild) 17 7 24
Grade?2-E&Z(Moderate) 1 1 2
Grade3-E%(Severe) 0 2 2
UAMAIEER OJFZ O 1WA, n(%)
Related 3 0 3
Certain 0 0 0
Probable/Likely 0 0 0
Possible 3 0 3
Conditional/Unclassified 0 0 0
Unassessable/Unclassifiable 0 0 0
Not Related 15 10 25
Unlikely 11 9 20
Not related 4 1 5

PTV = Pitavastatin, EZE = Ezetimibe, TEAE = treatment—-emergent adverse event, ADR = adverse drug reaction, AESI = adverse events

of special interest, IP = investigational product.

[1] Testing for difference between treatment groups (chi-square test (c) or Fisher's exact test (f)).

Note: Denominator of percentage is the number of subjects in each group.

Severity, relationship and outcome are displayed as 'number of events' and others are displayed as 'number of subjects(percentage of

subjects) [number of events]'.
Data Source: Listing 16.2.14.

Report Generated by Program: F_14.3.2 Overall Summary of TEAEs and ADRs 01.SAS

Table 12.2.2 Incidence of TEAEs by SOC and PT [Safety Set]

NEE TEE
(PTV+EZE) (PTV) (,Jffj'f))
(N=72) (N=73)
2 () o nG) &
014 ARI(TEAE) 18 7959 10 19(13.10) 28



ANEZ Hx= Total
(PTV+EZE) (PTV) (N=145)
(N=72) (N=73)
n(%) pal n(%) al n(%) A
Ol At ALRI(TEAE) AFAI(SOC/PT)
Skin and subcutaneous tissue disorders
= 2 m5 X 0f) 2(2.78) 3 1(1.37) 1 3(2.07) 4
Pruritus (AZE) 1(1.39) 1 1(1.37) 1 2(1.38) 2
Rash (ZZ&!) 1(1.39) 2 0 1(0.69) 2
Gastrointestinal disorders
(2= o= FOf) 1(1.39) 1 2(2.74) 2 3(2.07) 3
Dyspepesia (43} =&) 1(1.39) 1 0 1(0.69) 1
Gastrooesophageal reflux disease (9 Al AFZ &) 0 1(1.37) 1 1(0.69) 1
Haematochezia (2&HIA) 0 1(1.37) 1 1(0.69) 1
Infections and infestations
(2 @ I ME 23) 2(2.78) 2 1(1.37) 1 3(2.07) 3
Conjunctivitis (22t&) 1(1.39) 1 0 1(0.69) 1
Nasopharyngitis (HIQIS&) 1(1.39) 1 0 1(0.69) 1
Pneumonia (HIE) 0 1(1.37) 1 1(0.69) 1
M loskeletal and tive ti disord
: Eluz:uj_'d o; e ; 33 32& cg(;;;ec ive tissue disorders 3(4.17) 3 0 3(2.07) 3
Myalgia (28S) 2(2.78) 2 0 2(1.38) 2
Arthralgia (Z&S) 1(1.39) 1 0 1(0.69) 1
Respiratory, thoracic and mediastinal disorders
(327, B2 ¢ =2 %) 0 3(4.11) 3 3(2.07) 3
Bronchiectasis (12X &&E) 0 1(1.37) 1 1(0.69) 1
Cough (71&) 0 1(1.37) 1 1(0.69) 1
Tonsillar hypertrophy (B1= HICH) 0 1(1.87) 1 1(0.69) 1
Injury, poisoning and procedural complications
(&4 Z= U AS BHE) 2(2.78) 2 0 2(1.38) 2
Arthropod sting (2XIS20 A) 1(1.39) 1 0 1(0.69) 1
Lip injury (2= &4) 1(1.39) 1 0 1(0.69) 1
Investigations (&4 ZiAL) 2(2.78) 2 0 2(1.38) 2
Aspartate aminotransferase increased (AST ZJ}) 1(1.39) 1 0 1(0.69) 1
Electrocardiogram T wave inversion (A&E TI} & H) 1(1.39) 1 0 1(0.69) 1
Renal and urinary disorders
(WF 2 92 0p) 2(2.78) 2 0 2(1.38) 2
Chronic kidney disease (BHA AlZEH) 1(1.39) 1 0 1(0.69) 1
Pollakiuria (8!) 1(1.39) 1 0 1(0.69) 1
Cardiac disorder
(2= N F0f) 0 1(1.37) 1 1(0.69) 1
Acute myocardial infarction (B4 A2ZEM) 0 1(1.37) 1 1(0.69) 1
Eye disord
(,i% '_SEOr,;J;) 1(1.39) 1 0 1(0.69) 1
Keratitis (2t2t&d) 1(1.39) 1 0 1(0.69) 1
General disorders and administration site conditions
(®ol MO§ L S0 29 HE)) 0 1(1.37) 1 1(0.69) 1
Chest discomfort (B8 2¥2) 0 1(1.37) 1 1(0.69) 1
Metabolism and nutrition disorders
(CHAF 2 92 =0p) 1(1.39) 1 0 1(0.69) 1
Hyperkalaemia 1(1.39) 1 0 1(0.69) 1
Nervouse system disorders
= NZA Z0H) 0 1(1.37) 1 1(0.69) 1
Headache (£5) 0 1(1.37) 1 1(0.69) 1
Vascular disorders 1(1.39) i 0 1(0.69) i

(ZE g2 Zoh)



NEZ Q=xz Total
(PTV+EZE) (PTV) (N=145)
(N=72) (N=73)
n(%) pal n(%) Fal n(%) A
Essential hypertension (2EHA D& Q) 1(1.39) 1 0 1(0.69) 1

PTV = Pitavastatin, EZE = Ezetimibe, TEAEs = treatment-emergent adverse events, SOC = system organ class, PT = preferred term.

MedDRA version: 28.0.

Note: Denominator of percentage is the number of subjects in each group.
Adverse events are displayed as 'number of subjects(percentage of subjects) [number of events]'.

Data Source: Listing 16.2.14.

Report Generated by Program: F_14.3.3 Incidence of TEAEs by SOC and PT 01.SAS

Table 12.2.2.2 Incidence of ADRs by SOC and PT [Safety Set]

NE2 =2
(PTV+EZE) (PTV) (Jffjg)
(N=72) (N=73)
n(%) pal n(%) pal n(%) pal
220/ AEHZ(ADR) 3(4.17) 3 0 3(2.07) 3
S20[AHEHS(ADR) AAI(SOC/PT)
?/Ieu's%c;ilosg_ljelgg 11; cg(m);)ecnve tissue disorders 2(2.78) 5 0 2(1.38) 5
Myalgia (2&S) 2(2.78) 2 0 2(1.38) 2
Investigations (24 Z A 1(1.39) 1 0 1(0.69) 1
Aspartate aminotransferase increased (AST ZJ}) 1(1.39) 1 0 1(0.69) 1

PTV = Pitavastatin, EZE = Ezetimibe, ADRs = adverse drug reactions, SOC = system organ class, PT = preferred term.

MedDRA version: 28.0.

Note: Denominator of percentage is the number of subjects in each group.
Adverse events are displayed as 'number of subjects(percentage of subjects) [number of events]'.

Data Source: Listing 16.2.14.

Report Generated by Program: F_14.3.4 Incidence of ADRs by SOC and PT 01.SAS



6.5.7. Fr&EAQ Ao Ui 2% L HE
o O AAEZ IAE o E T A YAAFNA IW0108( ] ERFAENE 1mg) 2 C2407( A EJ P 2 10mg) ¥ &
QWS TWO0108(=]Euk BN 1mg) tiH] £ & 8% A& e] LDL-C Ma-&(%) 740 o3 $294S 42598
- JWO0108 2 C2407 W& Folitd wept~eld Img Fola tiH] 45 Fo & LDL-C W3h&(%) 3 WS, 47
2 83 Eo] & TC, Non-HDL-C, ApoB ¥} 2 wislgr TG W&o talA EAACZ o8 (AN
ARE YESS

6.5.8. ¢HA @4—01] o 29 % 2E
o TEAE 2@ &2 13.10%(19/1457)0l 1o, i FFolA(T5F, 5 4 2
o FEol kg2 2.07%3/145%, 3ol e, 5% 24, AST 7t 1oz B AFos HuHly, =5 AF

6.6. 7t A5

o SIS

6.7. Aol tF XA
o oA AEZ FAE O Z 3 A3 YA HAA TW0108( EMt2ERE Img) 2 C2407(ll Al EJ v H. 10mg) W&
SR IW0108( etk 2B 1mg) &= Fof thH] Fof 85 AJHC] LDL-C W3h&(%) Haol disf] €4S ¢
SR
- JW0108 % C2407 W& Folwrd JehtAetl Img Fo7 ] 45 Fof 3 LDL-C W3&(%) 9 W3, 4
F % 8F Fof & TC, Non-HDL-C, ApoB ®&l-& 3 W3tk TG Wst&d tajr TAHAHCE o3 Xl@_
N a3E YES

7. 9=9 AEdF B AR

o PGl

8. Tl A ET vuAdE B 33 FEee 54 A A=
o ZutEAG2/10, 4/108 2] L, Aot B Al K(F), 2021.07.28.

o ZHEAIL I, Aol &35 24l K5, 2005.01.06.

¢ JJAEEH, T 27H=(F), 2004.07.14,
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