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O ZFutxetelZbg (U3} [DMF 5=H3: 20190220-209-]-215(3)]
- A|Z24 : MSN Laboratories Private Limited

- &AA . Sy. Nos. 317, 320, 321, 322, 323, 604 & 605 Rudraram(Village),
Patancheru(Mandal), Sangareddy(District), Telangana, Pin code : 502 329, India.

O SAEME [DMF 5% 3: 4342-2-ND(7)]
- A|Z2 : MSN Laboratories PVT.LTD

- &A A ¢ Sy. No. 317&323, Rudraram(Village), Patancheru(Mandal), Sangareddy
(District), Telangana, 502 329, India
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- AAAF A1 A 717F 2027.09.24. ~ 2027.12.23.
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[MALX B gte|A]
o A4 ERS 2 /)37t ¥ 2vtaetel SUA (e 2EA 5 10, 0mg) B 2ukagtEl/ oA B

stAl(ZE A 10/5, 10/10, 10/20mg) S TAZ 25uk2~Ee 25mg & AgF AAS Atz &
= 7187} B ZFutAER /oA B B3RS 2AR FUHEQ SN 2 gl #3 A 8
TEHA %& AR ARE

° OIAOL}\]zﬂ/HX%oﬂ 3l z].JEJ_

oAEH B/ 2ut2BE 10/25mg H3A Al &E AR 24ut2BY 25mgd oAE P B 10mg &
Fo o} oA e B/ 25t E Y 10/25mg 534 @3] AFREA & YA o] &E HuA FATHOE FF
A BAWAE

A YAANE Aq: 438 IFHAHETT AAE o2 & A YFAFAA IR B V)
A2 dib] Fo & 83 AH9 LDL-C ¥W3&(%)(LS Mean)ol tid]l DWJ1507(l A El v B/ 2 Fup2~ElEl

10/2.5mg)% 2T (CIAE P B 10mg) == DWJ1506(ZTHF2EHEl 25mg) tiHl 44 AF3HAe(FAS

AT (23 Aole 2 -325%[95% CI -36.8, -28.1], p<0.0001 / -17.8%[95% CI -22.7, -13.0], p<0.0001). PPS

AT E Y FAE HAS

- DWJ1506(2 5 HF2BHe 25me) = d2b B7hd o] tisl 2 (AIE P B 10mg) tiHl $+24e A58+
(FAS B4 7) (3t 2Fol= -145%[95% CI -19.1, -9.9], p<0.0001). PPS B4 FANAE U3t HF4S HHS

- DWJ1507(ll Al el v B/ 2 8k 2~} 10/2.5mg) & (A EJH] 2 10mg) ¥l Lipoprotein(a)s Al&g =
E A FAUEF, 8F) 2 ABERE TEEBRF)UNA SAHCE F2319 3L, DWJI506(Z5H2EHE 2
¥l LDL-C(45), TC(4F, 85), Non-HDL-C(45, 85F), ApoB(45, 8F), TGBF) A&EFE =ZE@TF)A
FAHCE fofdtie

- DWJ1506(2 5 HF2~EFE 25mg)& T &F(CIAIEI P2 10mg) ¥l LDL-C(4F), TC(45, 8F), HDL-C(4F),
Non-HDL-C(45, 85), Apo Al(4F, 85F), Apo B4, 85), Lipoprotein(a)(8), A EHXE =2E(BF)lA
FAXCE FofSF

- TEAE Z&&2 11.15%(35/3149, 477)0|loH, BF AF TE Fooo19oH, T30y Sulgh oAt
He BuEA dokS. o] FelAE B/ 2yukAEr 10/25mg)d BEE oFE =A%

FHOE o e Aol BEAHA FUS

N

=
S

- EEEI, $UET: FUHE A E2e 244102508 183 S ARG one A s
- A R 1Bt FR AR ARHAD, oY A AP UF FRE W

]_
9% W A4 AR F ZAAY LFF) UF Y2 P 2vaEE 9dAY 9% 4B rd, 4
T ZruseE GAAY A HAAG NG P ARAE AT ARG 9 A% F AN} ¢



1. 719 =& 2A & HLdE o

11 AFHH
o AFH: A AH10/2.59 ] 19
o oz 71x:
- 2F2BE 0 HMG-CoA #9184 ASjAIZA, el Sd2EE e dAstaL, DAL 289 Ad=E
A (LDL, low density lipoprotein) receptor 5 S7}A7]% LDLY| % (uptake)$t #31E FH o =M
g4 U zHER A9 FAE vEL

2
o
2
fu

- OAEHE - A% §E9 NPCIL1 ©@9& Adste], SAE0y FF U EAsts SHxHEc] &%$
53l FrHE A JA S
e 44 BFET D SWER:
FEE oAE{uE 10mg/ E4HHIAETHZE 2.6mg(ELHIAEHO 2 A 2.5mg)
Uy 1EYAHEES
L= gy LZYAHEZSOIZAY 71EE € u7IEY) v 2TE oREES A AeH 5 ZYA
SR | g2 (i0tal-0), LDL-ZeAE|Z(LDL-C), o} B ch(Apo B). E2 22| S(TG) 2 non-HDL-Ze)AE]
£5 #4AaA]7]4, HDL-SAHEMHDL-C)S F7MA17]7] Y5t Aojawo] BEXA=A o] &g Tt}
o] oFe Aot BAglol 19 18] Soidict.
o 98 £ 4 & 50l 3U A YA 1T FAAAT AAS K4T02 o B
o] ofo] Rojgf €At LDL-ZAHEY 7|AA], AL XafEA] U A9 o] mat RAL o
of gtk
gy L ZYAHERS
498F | o oY &FUNE 19 10/2.5mg~10/20mgolth. £81&FC2 19 10/2.5mg E+ 10/5mgo] HFH.
LDL-2e|A81E 247t of @o] 278l BAte] 49 832 A¥stel Rojd 2 9tk
of ofo] RoiZ ARG § Lt 8L MY Tt 4% oY UAS £i EF AW 2AT HAF 3
20 gt g Adstel, 19 A 10/20mg7tA] $YT 2 9t
oNEjo| B} RAHIARIH S HEOR B8511 Qe A e, B89 HaldZ Yoto o] AN
HE aao] EUT BUA)OZ AU 2 ot

12. 714 3 AEA 4

o JJHANELET AF oF=ols A8 71dl wEt HMG-CoA #fi
A, proprotein convertase subilisin/kexin type 9 (PCSK9) A4, &
ol Atk
DWJ1506-> Rosuvastatin 52 MZE A& AAojn, DWJ15072 Rosuvastatin A&} Ezetimibe2| &
& AAolt o]d AAE AT ZAoA Rosuvastatin 25mg FAT A & 28R AlF okE9 A#E7}
H ’b]'%%k(Lovastatin 20mg -32~-34%, Pravastatin 40mg -28~-33%, Atorvastatin 10 mg -39~-44%, Pitavastatin
2 mg -38~-44%)3} Hlaste] frAsAY T oo WEES HoH, <A 7t A S Rosuvastatin T
Eo dH] Rosuvastatin/Ezetimibe W& FoJol4, ¢/ o] Rosuvastatin & HFTA FAXHSZE {23
Aol 7b LA
&9 Rosuvastatine 7] ©E QoY Ezetimibe#o] HELHE AZste 3Ato|A x7] 5oz A
Attty 3, 71 FAF 288" ALY FEFH A LDL-C 48t &3 3 453 yogdow, 73
&5 Eola EA| Bof HoS g AAHOE AGHAGY o] =g E AR It

bt

A A (2EFEl), Ezetimibe, ¥ B 4kf
FAHAGEA, 2w7E3 Al YsE

r



13. A4 A&F M8 2 XN8H
o FAAEZE AW 2 (1AL EE A2A 018, A4F)

H -1, B12019| 0|MNEEE WL 2E
LDL Z#| 282 (mg/dL)

e 5 =190

Eracs 160-189

k| 130-159

o 100-129

] <100
FEU2HE (me/dL)

o =240

A7 200-239

234 <200
HDL E428HE (mg/dL)

B <40

=% =60
F4AY (mg/dL)

s =5 =500

e 00499

34 150-189

=3 <150
lolirAldE Uete] LOL BYAHE S5 vlEe A% Am e A4EAGa Auwd gag 17 ofsh Sy ohEale
M P EeE AT 4 US 35S YL AS LOL FY2HE A v1EL SR A YA EeE A 5 g
oS gate] WY LOL TH2HE A /|ES EAR AT davldes g3 ¢ 9L =RgELe FS LOL S LHE
Frofl THIGle) oREAE 43S YR
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ol FAHEF M) Yab Bt LDL |2 S0t

LDL 2d|48l8& 23 442 273 § 0|3 B%2 non-HDL 348|188 28 4

ok
29e, 2agldol i AR)%e] uet LDL S8 Be] BE 7o) £2E 4
olie% 2efel §arg Hasi 2dste] Eoptirt

A9 Bl FEE SHTOIAL 4 El SN0 Ay A SolE B
ofs} LDL S ~8| 20| 7ha54] 40w Aekeks: ARgaof gt

Ab tobgo] i A4 olEIn|E, w4t AR A8 4 9l

2t} 718 Bo] AEELS Sol8|E LDL 4TS B 47 vjgho 2asid
ool ofeu g et

Enodzol A 2t 718 §oe] AeE BE EL of4Eju] 3 H8stels LDL

o) 482 2ito] wuelA] gowl PCSKY oAIAS Hgsiol Aea 4 ot
2EpEE RofdlE LIL Se2HE B8 44 vo R 445 om i
AUFAE BET 5 9t

LDL3H 26| 8 Biol] metspy| Slste] 2ebeiat Uzglite] Mg soll: 2454

oF 1
W

ZnSHTAA 2ebel 9F B1 WEaH|E 75k SR medld Rk
4%, 714 LDL 2282 $200] ulstel 50% 0|4 4171 Hlo] wukolet
FAADANZFY A0l 714 LDL BAANE ok Aaglo] vhe 2etele
Eorgic}

F471o] 500 mg/dL o14Q) A9 FANAR Al 1S4 opaA R}
A2 7l 4o Faslet

F47040] 200-499 mg/dLel A, WA A2 ALBEL Ase HEA
Sl3lEol 7]uisto] LDL B 2682 BaA7h Wt Holch

F4740] 200-499 mg/dL2] A%, LDL 24|48 B3 &4 Fol, FAAWo] 200
me/dL o)4o|3 JUW $1HUA7} Sl7IL}, non-HDL BB 0] Bt o4eld,
FAAPE Ashz|7] Slet B2 S TelE 4 ot

Aol =iz AL AT 2HL S1% oAl v =R S 24 S ANSi
Agol Hi= A% S4AT 225 A% FAle 2973 AP ANE 4 glrt

g1l op Fojolw F4Ao] B
2k

AHDL 2285859 93 ABSEE LDL BH48S8 BE 47 o5l
23s= 7ol

sA0] EReH gh A9l Weaue meg 4
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1| 3% |DWJ1506 % DWJ15079] Ra/d R /e B7ish] gt 29Iy, F5+718. 2021.02.03.
ol A3 gAlE
2 | 14 |[A7%s 49g tiitoz DWJI507 £o] & orzst

S
eh 7, AU, &5, B9l G50, 2x2 wA 1Y YA T

i)
dlm
ox.
»e
rO
r>~l
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ol
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N,
49
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2. TZZH -=tlatsty dd & YEsH dFo et AR(FH| e AR)
21. 959 %F(Drug substance)

211 9¥tg R

O oA g H

e ™ 3. Ezetimibe

4

o UWk: 2-Azetidinone, -1-( 4-Fluorophenyl )-3-[3 -( 4-fluorophenyl)-3-hydroxypropyl]-4-(4
-hydroxyphenyl)-,[3R-[3a(5%),43]]-
2p24]: CoHalFaNO;3

A

A

=

-

O Zutzetdzd s

e 3. Rosuvastatin calcium

e
n:

b Bis[(E)-7[4-(4-fluorophenyl)-6-isopropyl-2-(methyl(methylsulfonyl) amino] pyrimidin
-5-y1]-(3R,55)-3,5-dihydroxyhept-6-enoic acid] calcium salt
T+ Calcium (3R,5S,E)-7-(4-(4-fluorophenyl)-6-isopropyl-2-(N-methylmethylsulf
on amido)pyrimidin-5-y1)-3,5-dihydroxyhept-6-enoate salt (2:1)

o A2l (CaHzrFN306S):Ca
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212 989%FE NFFTE
O oA e R B w]=obR(USP) ‘o Al ] B/ 3ol uh&
O EFui2etelZh:

ks B SRIAE AA (OpH OHAdE=E O 2dE 08" 07"
=AY (W FAEE B AFENE O F55 0O 7H)
B 20/ 290%/78% B AERE/3E/HE8A3E
05+~ B7IENE B ATY O 23F/M% - A
A gz 4FH F2 ME A
2.2. A ¢ % (Drug product)
221 A7HAY FF (FAA, JAEA, GQA, HolAld AFst= FF)
o I QlF
222, A GE NFRF
iy W 3INY  A8A (OpH OHF O 7E)
SEAY (W H92d W E) O ARpY/5R
EFAE O 71848 B 3EA T O F2F/ANF- A
A gEo) 4FH FP WE Ao
AA A
W 58/ 4308 B AFHEHUA/AAFLIEANE O A=A/ A=A
O 3&A41E8AE O 9HEFFANG/ DT TFA T
0 44 E B VAESEANY O E84EAAE O E8401E84 Y
O 327N O A=ER/TE4EAANTE O AREANE O 9348 O 7IeANE
A

9320 38 5 BE AP

AN, FEARAY, SIREAE, &3 AY

7

=
o MAEREATY, AR AAEAY T

w
o
02
0x
2
o
ok
>
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32. A FE9 A




NEZF Agzz |71g=H/AE 23
A7 HEANE|25C/60% RH
7F5A1E 40T /75% RH

HDPE®, LDPE# HER L

33. AGAE} @ oj=o] &7}
o 7|WE7], H(1~30C) B, AFYRRE 24774
o 59 7tE% : AIES

w
=
rO

Ao tgk A oA

o AR AR AT FelAd W glo] AE 0 A

6. ol A}

a0 o

>

ELE L]

6.1. YA FARSY A (GCP &)
o 2022.0217. FEATHIAE 3 A5 LH[EU-EAL e AF10/25H 2 1]
(=273 A ok & 71430 3)
e 2022.05.30. F537F AA FFe AHAE HUF A dF[EWSAE, e AA10/2.5E TH]
(Y344 3+-6376%)

SR LEV R

62. YINAAEH Ne
o NP EH A8 F 27: 1% 1Z(BE 17), 34 14

W] | AgUs NES NI N 8 AR
14 | DW_DW]J1 | 7473t AdolofA] DWC20201 11t SErEld, | - DWJ1507 10/2.5mg 74745t A9l
(BE) | 507101 DWJ1506 H-&Ec] X} DW]1507 2, 19 13] 1% 39
BEEo} A9 OFEEA 54 o B o],
OHAd wlw 23 271, - DWJ1506 2.5mg +
WRA S DWC202011 10mg

19 18] & 2%




o7 | AE¥s AE5H = | Al gt 85 A g | o713t
3% | DW_DWJL | o]4AAES SRS TR DAY, | - TLC(EH A 4%) |y 5
507301 DWJ1506, DWJ1507, DWC202011 FEEIH, R 27]17H8Z) T2 AH
T DWIL1772 857t 50] & o, - AFZUDWIIE06): | 2EE R
DWJ15062+ DWJ15079] S84 @ A 34+ ZHEAEME]2 bmg 3129
AN S Bt 17 + 9o 3%,
5 43, 19 18]
- Ald2(DW]1507)
A% 10/2.5mg
18+ 9o 3%,
5 43, 19 18]
- IRA7(DWC202011):
ojAEjo] 8 10mg 17
+ oF 3%,
5 43, 19 18]
- OR{DW]1177):
&2 pHEAE Smg
17 + 9o 3%,
5 43, 19 18]
DWJ1507 10/2.5mg : of|A|gjojB /2 48tAEE 10/2.5mg(ZHA1A 10/2.5mg)
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Figure 11.2.1 Percent Change from Baseline in LDL-C at Week 8 (DWJ1506 vs DW(C202011) - Full

Analysis Set
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Figure 11.2.2 Percent Change from Baseline in LDL-C at Week 8 (DWJ1507 vs DWC202011) - Full

Analysis Set
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Figure 11.2.3 Percent Change from Baseline in LDL-C at Week 8 (DWJ1507 vs DWJ1506) - Full Analysis

Set
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- oFFs 24U - 2aub2ErE, oA E V] B total)
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General linear mixed model with Sequence. Treatment. Period effect as fixed effect and sequence nested
subject effect as random effect
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Table 9.3.1 Summary of Analysis Populations -Screened Set
DW1506 DW1507 DWC202011 DWJ1177 Total
R2.5 E10/R2.5 E10 R5
(N=78) (N=79) (N=78) (N=79) (N=314)
All enrolled 78(100.00%) 79(100.00%) 78(100.00%) 79(100.00%) 314(100.00%)
Safety Analysis Set 78(100.00%) 79(100.00%) 78(100.00%) 79(100.00%) 314(100.00%)
Full Analysis Set 78(100.00%) 78( 98.73%) 77( 98.72%) 79(100.00%) 312( 99.36%)
Per Protocol Set 72( 92.31%) 72( 91.14%) 75( 96.15%) T 97.47%) 296( 94.27%)
Reason for exclusion from PP Set
‘Violation in inclusion/exclusion 2 1 0 1 4
criteria
‘Prohibited concomitant 1 2 0 0 3
medications/therapy
‘Violation in compliance 1 2 0 0 3
‘Incorrect randomization 0 0 0 1 1
‘Discontinued before week 8 1 1 1 0 3
‘Violation in visit window of 1 0 1 0 2
primary endpoint
Treatment : R=Rosuvastatin, E=Ezetimibe
o 2o £3E
DWJ1506 DWJ1507 DWC202011 DWJ1177 Total
(N=78) (N=79) (N=78) (N=79) (N=314)
n 78 79 78 79 314
< B0% 2(2.56) 2(2.53) 0 0 4(1.27)
80% - 120% 76(97.44)  77(97.47)  78(100.00)  79(100.00) 310(98.73)
>120% 0 0 0 0 0
p-valuel®! 0.3145(f)
o AR FEAH HPAS J1AA oul Fo} & 857 Al LDLC ¥
- Step 1) R2.59] E10 thH] LDL-C ¥3h&(%) €4 A4
- FAS A} 7|14 A ¥ Fo & 8F AHe LDL-C H+ W3H&(MeantSE)2 R257} -32.0+16.6%, E10°]
-17.3+12.9% 1A+, w3 HIAE 93 &4 &4 23dE 349 74 FoAT Y LDL-C ¥W3H&(LS MeantSE)&
R2.57} -30.943. 2%, E100] -164+34%°]R o, &3k Afol= -14.5%(95% CI -19.1, -9.9) =, EAACE Fo3HA

7+22(p<0.0001)3+5]
- PPS A3 7t
ol & -14.7%(95% CI -19.2, -10.2)E,

- Step 2) E10/R2.59] E10 % R2.5 thH] LDL-C ®H3}&(%)

(1) E10/R25 vs E10

- FAS A3 7144ty §o T 8F
-17.3+129% 10+ 3t HIRE 9
& E10/R2.50°] -485%3.1%, E100] -16.0

Fo ibl LDL-C ¥3}&(LS Mean+SE)

R2.57} -30.7+1.8%, E10°] -16.0t1.8%°] o™, +7+ =}

EAH O frelatA 742(p<0.0001)3H &

+94 24

B W3&(Mean+SE)& E10/R2.59] -50.2+14.9%, E100]
F49 2t £979 LDL-C W3 (LS Mean+SE)
ol -325%(95% Cl -36.8, -28.1)&, SAHOZ



FoEHAl 74 (p<0.0001)3H
PPs Ay 7p £oj79] LDL-C W3H&(LS MeantSE)& E10/R25°] -504+1.7%, E100] -17.2+41.7%°]| 4™, T
7+ ol -33.2%(95% CI 375, -288)%, BAHCE H9J3HA 74 (p<0.0001)3H51 <

(2) E10/R25 vs R25

- FAS A#: 7|MA diH] o & 85 AH ] LDL-C ¥+ #3}&(MeantSE)& E10/R2.5°] -50.2+14.9%, R2.59]
-32.0£16.6%°1 5. X HIRE 9% FE4 E4 2AE FAY 4 FoT e LDL-C W31 (LS MeantSE)
E10/R25°] -49.0+2.7%, R2.5°] -31.2£2.7%°|1 o™, ¥3t Aol= -178%(95% CI -227, -13.0)2, TAZ SR
o3l 7 4x(p<0.0001)3} 92

- PPS A3 7t B9 LDL-C H3H&(LS Mean+SE)& E10/R2.50] -50.1+1.9%, R2.50] -31.8+1.9%°|A o™, &
Zb AFol= -183%(95% CI -23.0, -135) %, BAZA 22 {3tA 74 (p<0.0001)3} <&

Table 11.2.1 Percent Change from Baseline in LDL-C (mg/dL) at Week 8 (DWJ1506 vs DWC202011,

DWJ1507 vs DWC202011, DWJ1507 vs DWJ1506) - Full Analysis Set

DWJI1506 DWI11507 DWcC202011
(N=78) (N=78) (N=T7T)
Baseline (Pre-Visit 2}
n 78 78 T7
Mean(sD} 153.1(32.6) 155.8(36.0) 150.6{36.6)
Median 151.5 153.5 148.0
Min, Max 90.0, 2300 75.0, 249.0 82.0, 2480
Week 8
n 78 78 77
Mean(5D) 102.5(28.3) T6.1(25.0) 123.4(30.4}
Median 98.5 740 120.0
Min, Max 46.0, 187.0 33.0, 177.0 420, 2090
Percent Change from Baseline at Week 8
n 78 78 T
Mean(SD) -32.0(16.6) -50,2(14.9) -17.3(12.9)
Median -33.7 -52.6 -16.8
Min, Max -69.5, 17.8 -75.2,00 -60.7, 208
p-valuelll <D.00071*(t) <0.0001*(s) <0.0001%(s)
ANCOVA Result at Week 8
LS Mean(SE) -309(3.2) -16.4(3.4)
LS Mean Difference (DWJ1506 - DWC202011) -145
95% Confidence Interval of LS Mean Difference [-191, -2.9]
p-valuefl <0.0001*
Superiority Yes
LS Mean(SE) ~48.5(3.1) -16.0(3.2)
LS Mean Difference (DWJ1507 - DWC202011) -325
95% Confidence Interval of LS Mean Difference [-368 -281]
p-valuel <0.0001*
Superiority Yes
LS Mean(SE) -31.2127 -49.0(27)
LS Mean Difference (DWJ1507 - DWI1508) -178
95% Confidence Interval of LS Mean Difference [-227, -13.01
p-valuel! <0.0001*
Superiority Yes

n=Number of subjects, LOL-C=

w-Density Lipoprotein Cholesterol, 30=S5tandard Deviztion. Min=Minimum Max=Maxmum, ANCOVA=Analysis of

Covariance, LS=Least Square. SE=5tandard Error
Contents by trestment group and componert DWJ1508{Rosuvasistn 2 S0mg), DWIS0T(Ezebmibe 10.00mg. Rosuvasiabin 2.50mg),

DWC202011{Ezetimibe 10.00mg).

* Siatistically significant at the 5% significance level on both sdes

[1]Within-group p-value: Paired t-test{t] or Wilcoxon signed-rank testis

[2]Analysis of covaniance: Percent change(%)=Treatment=LDL-C st Baselne {Pre-Vimt 2j+ sk Factor (Classhcstion of Risk Factor Group)



Figure 11.2.1 Percent Change from Baseline in LDL-C at Week 8 (DWJ1506 vs DW(C202011) - Full

Analysis Set
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Figure 11.2.2 Percent Change from Baseline in LDL-C at Week 8 (DWJ1507 vs DWC202011) - Full

Analysis Set
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Figure 11.2.3 Percent Change from Baseline in LDL-C at Week 8 (DW1507 vs DWJ15086) - Full Analysis

Set
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A% R25 1.28% (19, 17), E/R 5.06% (44, 471), E10 10.26% (8%, 871), R5 6.33% (54, 87)
-F%5%: R25 641% (5%, 871), E/R 8.86% (7', 97), E10 7.69% (6™, 87), R5 1.27% (19, 17)
= [e)
5 A=

Table 12.2.1 Overall Summary of TEAEs / ADRs - Safety Set (Treatment)

DWI1506 DWJ1507 DWC202011 DWH177 Total
(N=78) (N=T749) (N=T78) (N=T749) (N=314)
Subjects with TEAEs 6(7.69)[9] 11{13.92)[13] 12(15.38)[16] 6(7.59)[9] 35(11.15)[47]
959% Confidence interval [2.88, 15.99] [7.16,2355] [821,2533] [2.84, 1580] [7.89, 15.16]
p-valuell 0.2641(c)
Subjects with ADRs 1{1.28)[1] 1] 1(1.28)[1] 1(1.27)[1]1 3(0.96)[3]
95% Confidence interval [003, 694] [0.00, 456] [0.03, 694] [003, 685 [020, 277]
p-valuell 0.8095(f)

- o]’} AHH (MedDRA version 24.0)

Table 12.2.2 Incidence of TEAEs by 50C and PT - Safety Set (Treatment)

System Organ Class DWJI1506 DWI1507 DWC202011 DWI1177
Preferred Term (N=78) (N=79) (N=T78} (N=T79)
Subjects with TEAEs 6(7.69)[9] 11(13.92)[13] 12(15.38)[16] 6(7.59)[9]
Nervous system disorders 2{2.56)[2] 2{2.53)[3] 1(1.28)[1] 2{2.53)[3]
Headache 0 2{2.53)[2] 1(1.28)[1] 2{2.53)[2]
Dizziness 0 1(1.27)[1] o 11.27)[1]

Amnesia 1(1.28)[1] o] 0 0
Parassthesia 1(1.28){1] 0 ] 0
Gastrointestinal disorders 1(1.28)[2] 1(1.27)[1] 3(3.85)[3] 1(1.27)[1]
Dyspepsia 1(1.28)[1] 0 ] 11.27)[1]
Abdominal pain o] 0 1{1.28)[1] 0
Abdominal pain upper 0 o] 1(1.28)[1] 0
Constipation 0 o] 1(1.28)[1] 0
Dental discomfort 0 1(1.27)[1] 1] 0
Gingival hyperplasia 1(1.28){1] 0 O] 0
General disorders and administration site conditions 1(1.28)[1] 1(1.27)[1] 2(2.56)[2] 1(1.27)[1]
Chest pain 8] 1(1.2701] 1(1.28)[1] 0
Fatigue 1{1.28)[1] 0 ] 1{1.27)[1]
Cedema peripheral o] 0 1(1.28)[1] 0
Musculoskeletal and connective tissue disorders 1(1.28)[1] 1(1.27)[1] 1(1.28)[1] 2(2.53)12]1
Arthralgia 1{1.28){1] 11.27)[1] 1(1.28)[1] 0
Musculoskeletal chest pain 0 0 o 1(1.27)[1]
Myalgia 0 0 ] 1{1.27)[1]
Cardiac disorders 2(2.56)[2] 1(1.27)[1] i) 0
Angina pectoris 1(1.28){1] 0 O] 0
Microvascular coronary artery disease 0 1{1.27)[1] 0 0
Palpitations 1112811 0 ] 0



Injury, poisoning and procedural complications 0 11.27)[1] 2(2.56)[2] 0
Epicondylitis 0 0 1(1.28)[1] 0
Lower limb fracture 8] 1(1.2701) il 0
Skin abrasion 0 0 1(1.28)[1] 0

Investigations 0 0 2(2.56)(2) 11.27)[1)
Blood creatine phasphokinase increased 0 0 2(2.56)[2] 0
Blood creatinine increased 0 0 0 111.27)[1)

Ear and labyrinth disorders 0 1(1.21[1) 1(1.28)[1)] 0
Menmere's disease 0 1] 1(1.28)(1) 1]
Vertigo positional 0 1(1.27)[1] 0 0

Metabolism and nutrition disorders 0 2(2.53)(2] 0 0
Diabetes mellitus 0 1(1.271] o] 0
Hypoglycaermia 0 1(1.27)(1] 0 0

Respiratory, thoracic and mediastinal disorders 0 0 101.28)[1] 101.2M[1]
Dyspnoea 0 ] 0 1(1.27[1
Qropharyngeal pain 0 0 1(1.28)(1] 0

Hepatobiliary disorders 0 1(1.27)(2] 0 0
Cholecystitis chranic ] 11.27)[1] 0 0
Cholelithiasis 0 11.27[1] 0 o

MNeoplasms benign, malignant and unspecified (incl cysts  1(1.28)[1] 0 0 0

and palyps)

Benign lymph node neoplasm 1(1.28)[1] 0 0 0

Renal and urinary disorders 0 ] 1(1.28)(1) 1]
Hasmaturia o] 0 1(1.28)[(1) 1]

Skin and subcutaneous tissue disorders 0 i} 101.28)[1] 0
Urticaria 0 0 1(1.28)[1] 0

Vascular disorders 0 0 101.28)[1] 0
Hypertension 0 0 1(1.28)(1] 0

SOC=Systerm Organ Class, PTsPreferred Term. TEAEsa Treatment-Emargent Adverse Events

FEOIS: BF A

ofN

Table 12.2.3 Incidence of ADRs by SOC and PT - Safety Set (Treatment)

System Organ Class DWJ1506 DWJ1507 DWC202011 DWJ1177
Preferred Term (N=78) (N=T79) (N=78) (N=79)
Subjects with ADRs 1(1.28)[1] 0 1(1.28)[1] 11.27)(1]
Musculoskeletal and connective tissue disorders 1(1.28)[1] 0 1] 101.27[1]
Arthralgia 1(1.28)[1] 0 a 0
Myalgia a 0 a 1(1.27)[1]
Gastrointestinal disorders i} 0 1(1.28)[1]
Constipation 4] 0 1(1.28)[1]

SOC= 83tk O Clis, PT=Prefcvéd Teiin, ADRs=Addverse Drug Reselion.
A

AST > 3xULN: th&7+(DWC202011) Fo & 8F % final visitell 2t 19
ALT > 3xULN: $1&

CK > 10xULN: th&(DWC202011) Fo & 85 9 final visite] 7+ 19



65.7. TEA AR tiF 2 4 HE
o ALY IFH2HEHFT FAE R T A3 YFAFAA DWJI506(ZFHF2-EFR 2.5mg) @ DW]1507
(lAEm B/ 2uk~BHe 10/2.5mg) S (AW B 10mg) thyl Fof & 85F A% e LDL-C W3b&(%)
Zrael da) $94& AFaA S PPS BATNME YT IS 2AS
- 2Fu2EE 25mg oS JAEPE 10mg Folw tiHl LDL- C(4%), TC(45, 8%), HDL-C(4F),
non-HDL-C(45, 85), Apo Al1(45, 85), Apo B(4F, 8F), Lipoprotein(a)8F), AE5FE EZ2E@BF) A4
O7 FosAw

- A AE P B/ 2ak 2B E 10/2.5mg Fol SlAEIM| B 10mg thH] Lipoprotein(a)s A3t ZE AE 4
47, 87l FAHCE Fotdls
658. AAA Ao i 2 4 AE
o TEAE T3E&2 11.15%(35/314%, 4770)0I1oH, BF AF Ee F55olen, SF5olv T o) dAte=

EEEREDS

0.96%(3/314"3, 3@)0191213%, #HE, L%%, HHZ 2% AFo07 HUHS
- o] 9 AFAAR AAL AAAAL EEAS, AAE AL &

2 foldue Ans BAHA U

6.6. 712 A5
o T §l

6.7. ¥ g AL A

o JAERE/ZFu2EY 10/25mg EEA AA ] &E A5 ¢ EFHIAEY 25mgd A EH B 10mg &
Fofo} oA B/ 2utaEE 10/25mg B8A @3] AT FA F YAl &E WA FATH R FF4
HAN RS

o A PHANF AF: Y 1EFH 2 Eﬂ%ﬁ A5 dFoR T A YAAFAA LA B 7
Az vl B9 & 83 A9 LDL-C WH3H&(%)(LS Mean)ol oid]l DWJ1507(o) Al Elv] B/ Z 40l 2~ EFEl
10/2.5mg)2 & (NAE M B 10mg) =& DW]1506(§TH}¢E}% 25mg) WHl €4S YF3A(FAS &
AT Zole 2 -325%[95% CI -36.8, -28.1], p<0.0001 / -17.8%[95% CI -22.7, -13.0], p<0.0001). PPS &
AP E Y8 4TS HAS

o[N

A
(FAS *44)( 7t 2ol -145%[95% CI -19.1, 9.9], p<0.0001). PPS 4Tl E FU3 AFH S BHYS
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¥l LDL-C(45), TC(4%, 8), Non-HDL-C(45, 85), ApoB(4F, 8F), TG(8F), AREE =2E@BF)IA
FAALE fFofdti=



- DWJ1506(2 0t 2~EFEl 25mg)& & (A B P2 10mg) ti¥l LDL-C(4F), TC(4F, 85), HDL-C@4F),
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SIEOM, XNSXE MEs2 WHI| 0% O|AXNEES XSXE(2018) JI=0 et FIEE TE =0
MEE (HAXRIDE A 21 (2LHAEE 2.5 mg) = AEZ22(MRMEIDE/2LHAEE 10/2.5 mg) £
= WEZ(NREIDE 10 mg) = SME X2 (Z2LHAEE 5 mg)0ll SEH2IHHE € QA CH.
AR SEM TIIHSLO 22 X2 Gatekeeping LS 0I2F 2CHH EHRE AR 1SHHONAM Al
21 (2LHIAEE 2.5 mg)ol X2 (O1IX1IEIDI‘=' 10 mg) UHl 24 2HANE21 vs X2 & 2
DE)S AMAIGIH SEAH0 USCH, 2CHHE IHG0 AEZ2(0KNEIDE/2LHAEE! 10/2.5 mg)
of WxZ2 (01|JH|E|D|'=' 1o mg) & AIEZ1(2LHIAEE 2.5 mg) UH A AF(MEZ2 vs. X
2 ANER2 vs. NERT 2t & 2 28)2 AAIGI0 8EAES LDL-C B3 S(%)S BItotiCt
JIMX CHHl 8= & LDL C HIlS(BD + ETHI)2 AME21(24HIAEIE 2.5 mg) -30.9 + 3.2,
HEZ(MMEIDIE 10 mg) -16.4 + 3.42, AIE210l HEZ0) HIGH LOL-C 2ZA801 O A2H, O
= SN2 KOGHALL (p<0.0001)
[7]4 A thr] AAA SR oJofE Fo] 8F 5 Al 13 dZ++9] LDL-C W3}&
A%k A& 1 (N=78) ) 2o (N=77)
H 3-8 (Mean+SE) -30.943.2 -16.4%3.4
- 7F W32 (LS mean)e] =} -14.5
°1(95% A1 FF+3H) (-19.1, -9.9)
p_#k < 0.0001 -
| MXQ S3HQURAEE BR)E ZPACZ 5= ZEAEA(ANCOVA) 2t
JIJIMX CHHl 8% % LDL-C H3als(@z + EFHIHS A 2(01IX1IEIDIE/E¢HP£E}E| 10/2.5
mg) -48.5 + 3.1, HZZ(WHMEIDIE 10 mg) —-16.0 = 3.22, AIEZ22Jt HZZ0 HIdH LDL-C A
§O| O 220, 0l EHEOZ 0l EHESR S2I5HULE. (p<o. 0001)
[7]1 A A] tﬂﬂl AT S ook Fof 8F & Alg 23 djxv9] LDL-C W3l&(%)]
=k A& a2 (N=78) o = (N=77)
Hdi}%(MeaniSE) -48.5+3.1 -16.0+3.2
s 7F H3S (LS mean)e] A -32.5
°](95% A= +31) (-36.8, -28.1)
p @k < 0.0001 -
*J| M Xl 2 osarﬂOI( BT ER)E BYUOR = 2EAEA(ANCOVA) 21t
JIJIMX CHHl 8% % LDL-C H3als(@z + EFHIHS A 2(01IX1IEIDIE/E¢HP£E}E| 10/2.5
mg) -49.0 + 2.7, AIE21(24HIAEIEl 2.5 mg) -31.2 + 2.72, AMEZ2Jt AI&Z101 HIGH LDL-C
D*Ar:cm H 2420, 0l EHECZ 296tALE. (p<0.0001).
[714 A tHH] QgASE o kE Fo 8F F A w2y AF+"12 LDL-C W3s&(%)]
Sk A 82 (N=78) A&l (N=78)
H 3}-8-(MeantSE) -49.0+2.7 -31.242.7
s-7F H3-E(LS mean)? =} -17.8
°01(95% A= 73H) (-22.7, -13.0)
p gk < 0.0001 -
X2 SSR(AEE BER)E ZHAOR = 22424 (ANCOVA) 21t



