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TEAA 4 AYx[28F THET (T59 IR
7 YRGS
A g3
1 : JUPITER 9AAIGoA FEA] o] 56 ~ 69 mmol/L Sxto|A 714 @o] BHuH o
kS 24ulAElE Tl 28%, okt 2.3% Hal)

TFE HMG-CoA 8984 AdAS nfz7IA 2 &3 S7lo] wet o]ukgo] Srlsle 730
el

@ AFo] X 9% : Dipstick HAEY 93] AZHE gRrEo] Aud 7|9 sy}
BEHAY. =] 54 Te SAZA ++ oo E ASHE Aol 10, 202 2 27 oA
= 1%7%, 4022 2 M e F 3%M ekt medo] A e SAgdA +2 3
S7heke A= 208833 S BZENY Pl=e hREY FF AR =F #2sA
U ApE o g Algglon g4 B AP ARAY oF dAe otk 2FutiEES F

. | 25
284 (55 209823 ool RuHd 2FuiEEe Fo
_?_

om AAF 0|t} creatinine kinase(CK) 4|7} #AF] Z7HFAFE 9
= 4% dAHLE ARE FHstolof dT.

7ol vXE 9 U2 HMG-CoA 984 AsjA 9} r7AZ, 25utiEE S Fout
2ol SN Edzop|UAA7E 87 EH R FUleth tREe BF Arlsta

Zapol9lon] dAH ol
29 A% F 4

© 2 o &

99 ol dutgol Hdte] gl o] guhgo] Al ¥ 2AEY HuHT
- AZBA W EEA GRAAART, 719, S2AHS (EER)
- EF R FHF N, 2RI (NE £9)

- A - AR B)

- AEA o FaRFLFHE BY)

- AREA e SEA Y, 314, SEA EdzoiruAl St
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Aol vl st SARE YRR MEgAs BEo Nudn g
AEE dekdgens dE 2 1L A}&s}x] ged. 33

l'"O =
o
e

-1m n

N [-'i'o_l’
5y
2,
S
rir
>\¥~
l"O

6) WAZHE Fof wE 484 EE 44—373*—11 24 59 BAE 32 290] LAY A
Aol AYG 24 MR ARE FUY Bar 4ok AVA B wE P20 B4

i)

ZHEA As) 2s}, 1Ad @A A7s Wt dqdEn. A7]sol
| Ede F5Y AFH FAAA ACEAA A A
A

i)

>
=
e
ofo
EY
ox
N

428% 2 (28A)

>
X

&
AV 250 BAzgdAE Rad § gtk A

2

¢

74 4

T A2 B 3 S tg % 5 .

Ao A ACEQAA|, HERAIGA 183l TAL 28] 3389 E AFHA L=t WE
ACEAAAE A Fo3lH AFHoz Qs o3& 4%%01 S7Fst7] W&ol

A @A A BUN, Zgoteld &

}1 A Folm, 7]Ed 4

AEe
E oluAd $3 32 0 £
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E
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=
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(6) 1ZFLT I e LRFESTS F3AZ FH7E JenE x] 7} Brlg)sitn wa
He 3FE Adsta FAE A =3 A7, T Tl o5 9 #AFAL %
A7) AL BN e nZFESE AL F 0B IH BFAA FAU

(7) # AolAE HAIF &Alol tejX= Al flt

4) 25uhaEe

(1) 24 HZ2g : dF 2uEAE Fe3 ddste] 58] A7) FoiA 124 A285 22
olgl Al A7} Bag wh Slok BEE ForRE sF, VL fle V1R 2 dwrE
A A7 A(dE, AFHL 2 TEE 2FE F A ¥R A Adfo =z IA
o] g4d Brde 28" & A8E FH8of 3t

(2) 25t S 38t 2EY AE FES 5&3 AN WA 2 uxEE A
T AlBF A Ee] E2A BuHT o] o Fo T 9BY S0l A= A4 EY
B/ Ee A FHES Be 2] AT A FA AEE LY GE o ¥y
A FE BT o] g2 AFASA F=rh

(3) EFuAEES ¥83 HMG-CoA 8984 A oA HbAle ¥ T8 89 £X =




(4) =8 FF Fuo] T AP £ RE IASAAN HEF I I8EE 2
e AEEFS 7L + dve 2 A FA7E AAEAT 2y 28E A4 a4
AL #aade oY A e A3stez LEd A5 T At 2 ¢ o A3
Aol e FHFEIY 56~69 mmol/L, BMI>30kg/m2, FAAWSFA 4%, 18PHEL 2

4 2 ARAE 3 EUHPS AAsoF g

JUPITER AT A FEZFo] 56~69 mmol/L FAENAAN BHug Gud L4 FNEE
ZFHAEE R 7oA 2.8%, Yol 2.3%0] At

(5) fA23 t&A : SLCOIBI ¢521TT ¥ ABCG2 c421CC9 Hlidte] SLCO1B1(OATPIBI) ¢
521CC T ABCG2(BCRP) c421AAY] §A8o] Z4ulAelEle] =& (AUC) 2718 #EyE
Ao 2 HuHth FAZGEAH e ZeukteR Y hAAd 2 fFado]l SHEHZ IR
U, 32k Agnks 9 obdd et &% 2EE 2971 Stk
6) AAul/AA A 28HZ . 2eE ALSd BEE AspEy il
A ZHHFo] RuHth Aguie A 2SS 292 o8 ¢ f‘g%— CPK9 %—7}7}
Uetur 2ER B FA o3 E 1 S0 A&H
FHHekA| o= IAMY Z5HT e Holn WA Fo A

¢

6. 3o Z&
FZYA 10 mg, TAIZE 160 mg, ZFHAEE 20 mgS A73E A PAlo| Folste] A3
GFEFTAEA G AN FEE FEFE AEo] BEHA Foih

02 GE5Y d2Ud/EAEe/ 250 B3R o] kg g dAFte 59
HA Fko, N FEd g AFe ot 2ol FAHUT

1) 4204

O Artzge: dZ20YA 10mg? Avk2EE 80mgd T3 8% BEFos
oA 9} HlwEle] ARlAEEIY =28 77%AE /AT dEHES Fois
HEAERR S 1Y Hd) Fof &3S 20mgo|Th

@ CYP3A4 AA: B A NN F2HA 5mg DE M 1Y 180mge HFFAT 4% &
29 Ax=Zo] 57%7HA F7FetATh AEs CYP3A4 A Al(d, AEIUE, o|Egtzy
Z, JEUYHIY)Y A dzgue] 8% v "oy By ¢ Bo| Z/Z F o
A2 YL CYP3A4A A& BEFAA FYste] Fogit)

@ CYP3A4 fr=A: CYP3A4 fr=A(, SEHAl, AJNEE2 HE)9te HE
o @AFEE WA F itk 28 EE E3] 73 CYP3A4 FEA9 B
2 3 o]%ol ¥ehE EUHHsY &% 2SS 1esfof gt

@ 71e} : $2YA dEFAA|, EHOAEA oA, G- TA], wWER-AEA, A
A4 A3 A (Angiotensin converting enzyme inhibitor), ZH-&A]7to] 71 AAA A, Y

—
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m et
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SAE S, O54, G5, SENAgY, A0UE, GEuE/ oIl E(AA), A
9, HAHZo = AGA, FAA), AT FDRIA, NG (P22), AolZEAEAT FEA
ECE S

® ABF2 ARF29 WER A CYPIA4 A )
o Zed, 2099 ABF ALAe] 240 mLe] AFF29) F2TW W0mg) B ATE
FzoRe FEsto] 9959 Jae] Yok

® #7149 otgdEAs Jut dzd vdA H7E

tilo
e
PN
_O'L
o

BL/\]_E_I_ E}
PALEA F&A A, ACE AsfA 1
E2HEA(RAAS)Y o)A o]#E
g A7 H3l(F4 AFd £3
RAASY Z&3tE T2 FES WEFAs= 849 ZA¢, Y, AVs 2 Haids
EUEFser  dth.  gmuod  F55-FFY A FARTFAARE <60
mL/min/1.73m2) ol Al EAL2 g} g a7)" FRAAE BEFA A d=th
@ Z&: ZF BXA, ZERE o|=A, ZES P AdUE £ &
4 3 OE E(d. dud)H BE Alddle Fostoiof sin], W3
g ok gk
@ HIZHZo|=A AAA(NSAIDs): tA QL&A 1T -84 Z3A|7F NSAIDs(o, FAFLHO
Z ofAYY, COX2 AsiAhgt sAd FAHJE W Fdst a3t #2T F Yok 59,
1y g, xﬂ°“°1 FE5E FAHe) A FA8A 23, Be AZ7]T0] AstHo 9l
35 AR7)e F3te] AP F7HIE 4 At IHEE NSAIDsE F3ta )
A EAEg FAE A AY Fo HHE WAT wle AR G
@ g% ﬂvxﬂxﬂ@r ACE AA Ee AN T #8484 23A 9 BEFoz 84 g%
FTE R 549 7H9E S HuHdlg. gE HEF9E gF g5 X
Uego] dFd. g ElopA=A olwA7t 271 AHEE Afde HF 549 A3l St
& *)F NIE}.

it

]

mﬂLrL@L\’/

=%
(¢}

Lo

b

i
o

= vito A7 A BA=Eo| 7+ §
ﬁ%iﬂ OATPIBIZ 7+ §% A4 MRP29] 7149L nal 79 §4
3

& A A A
Fo A, Ato|F2AXH) e §F ALA JAA(HEUNI oY HEFSe dal2ee A
Al xwES S7AZ F Uh

©® TAZ" 9EFA A, g GEF AR o FE FaFgo] FHAHA 4k
o A EY, o5k, F2ARE, O34, olEHEE, AEHER, I E2FZREAE, 2T
o, 2=y 4528 g FAHe] AT
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3) 24 HF2EE

O & ofEo] Zout2eldd vX & 9

AT U 2 AR U AFEAT e w2 ZLulAEES A EIE P450T JAdHoE §o
& AE S BolA (717, AsAl = Exﬂi/\i 24-37)) gtk

“ESC}:

2LulAEEL 7 34 GE54A OATPIBIH §54544 BCRP 5 9% 444 vz
71do] HH, o] F&A T A A3 A<} ETH}éE‘r s BEste 45 E2utsgdY &
sE7h F7held 2HEe A8 ¥Y 5 kel ® #2)
<thE Eo] EFHAEEY =3 (AUQY WA= 9% (ERE A4 AFe] 2H)>
A
Wes ofE g ZHHAEE &
3 b 9 THRAEE QW AUCS| H3
Alo]EE2A¥Y 75~200 mg 1% 23], 67§97 | 10 mg 19 13}, 10¢7H 7.18) F7F
ofgfahtHl o] 300 mg/ EUHIS] 100 mg 1
g3 E H =
o 13), 8217 10 mg, @3] 49 318 &7t
E3H]o] 400 mg/ 2|EUHIO] 100 mg 1%
Q] 13 Q) 7} H =
28], 17917 20 mg 1¥ 13], 797k 2149 F7t
FRyzad B8 300 mg Fo F 244]
20 o3 E 2H) =7
2 9 75 mg 5ol mg, @3 F I &7t
A BEA 600 mg 19 23], 797 80 mg, @3 49 194 =7}
JEERT 75 mg ©3] Fof, 5971 10 mg, @3] F9 164 Z7t
U 600 mg/ FEUHI] 100 mg 1Y .
] 747k Sul &7
28], 79171 10 mg 1¥ 13, 7 158 57k
ElZeh}ulo] 500 mg/ EUHIS] 200 mg 1
10 o3 £ 144) =7
9 28, 1193 mg, &3 Fo I 57t
ZZUYTE 400 mg 1Y 23] 10 mg 144 37t
10 mg, &3] F4 144} =7}
o|ERTUE 200 mg 19 13, 597 BT °
80 mg, &3 F49 134 =7}
AAE W H 10 mg 1 13], 1447t 10 mg, 19 13], 1447} 128} 37t
FAZG U] 700 mg/ 2 EUH] 100 mg _ oo - .
19 231, galzt 10 mg, &3] F g 2bo] fle
d# 22 AL 03 mg, 797t 40 mg, 747t T3 ko] g5
Al 140 mg 1Y 33, 547t 10 mg, @3] 49 o3 o] e
=B olE 67 mg 1¥ 3 §1, 7947 10 mg, 7Y%k T3 2po] e
243 450 mg 1¥ 13, 747t 20 mg, @3] F49 938 zto] Q&
ﬂ]E‘—’”%—‘— 200 mg 19 23], 747t 80 mg, ©3 49 98 =Jo] Qe
F3YZE 200 mg 19 13], 1197 80 mg, &3 T4 o3 o] e
Oﬂr?]/\iﬂ}olf\] 500 mg 19 43], 797} 80 mg, @3] FH9 20% Fa
uho] 2+ 50 mg 19 33, 1447} 20 mg, @3] £49 47%

- ARHA s s g, A OGS ek AdAY 2enuliEdE S B8 Fod
A =57} ok 50% ZAEd 28y o] a7 AMAS 25ulrE
mol &stE Atk o] Asage] A #dEL ATHA %

\_y__l,
frt
up
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[
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1o
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- FAEAR 2utiERS FATLY] A
3 RIZMAE, AR & AMER Y
x3ete 28 #E o)k Eo] R uh gt weld Z4uizelEl
AZHA deth 7} sttt ZoukiERI O RolE

7o 7} £7}osthd fi E\% ElgS dfof g

morlo o

95 : 2vanEs Hg A SptRe kREUAoR 498 G WA gEn
eu e HMG-CoA #9184 AsAIS sz, 25usges doae W
o2l @5 Fei Aol uld INRS] F71 & Sich, MEhK Aok
£ B4 2utaBde A%, 39 EE §% 24 A INR
IFEAER ; 2usaRs Aol Az BE R
of §F WA g
- SwrdelE/Tn AN §
& a9 Qo) FBFYS %il}%—% THE & Aok S|z, A
1E1

26% 34% Z7H9Th A7E QA §F AuA odF 84 x| 3718 weiselo}
#oh 24utaEds) HRTZ B83he 849 458 427t o8z 443 Eng A5
N L, YAAGA oHAN W Folsh wgkod Yepge $4adc

SR RS 4% : UFA EE AAETEGE JPHOE FUF FEAES ehiA
ksl

d

7. 9% B FH3) e 5

QA P SRRl U o] o] rage FYHA o JA EE FHF A
e,

1) Y4

O FEUH/WAIZE YA

AAORA T 2GAY A§714 o] solo] B ABL WA T & Yok AALWA A
BEL ANAEANI-HALDN-LELAE AARAAS)S) 463 553 F2HE 94 27]
2 370 283 QRolAN BLFA Bl oS £43 Agel Rud v Jok 291 Y
A 17191 ACE AsAS AHE-E Ho} 139 GAE P47 Bdol Yok 2@ U7
o2 B J¥lN AARY, F5HAZ, A Avlsoldel nag u Stk RAASS] 4
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4 A8oE g gy 2o, JROU/ TN STAE 94 7 E= A & A0
A ATl AFgHAAE o B Al QAT JbsAel A 4ol RAAS HEait
FES AWT Ao G F ol FBY FAH AGH thl AsAFolor Ik g2y
B/ @2d B4 AR QA0 FALY, A5 Bl of ke Fuao} B}

@ 25uEd

Qo] B 2utaEre) AR e FYHA ggone YA Fo AgdE qu

Qa0 FFsAol GE e ABF AYYL Aol Bk FA2HE ¥ FA2HE AT
o) eofe] gl 3lo] WHo|mE HMGCoA BAELE Asfete] washs A 9
A0l 94 3 sl A B FYHS ARNDL FEAG 43w AdY HAEHY
FA7 ok 2rutaEEe AT 5% QAL T 49 FA B85S FUd} Bk

2) %

FEAGIN B2 2 2uhageo] YE B4 oldgt o] ¥y, g2
& AY BFon oguna wud v Utk mebd 243 o) e FasA 9,
BEo] B83Q) £4RE 448 Fudlcl ¥

8. &ofe] A Fel
B84 o3t 2olBANAY AN B REAS Y] UA gol, of oo Tl Y
A gt

o] o5 AHA —rOEW &7 £do] FastA oy, dF AN Ho 93§l
Uehd & &S A 5 gleng Foste] Rt 754 o) ayAte Ag, dEY
B Hhgo| ATl Jonz vre gFog XNFE AFsH, £FS A3 SHI
LFAR] AFole ditdoz A= dPdste HAH Sol dojd ¢t 9o} ntEAs)
A doa B g, ALFL2FE FAE AAdshe §, @A JHE BFedA AF
Al Fosfor Aty nFA el tF =T AN TA=GY dFErt Bl A H
=S A0 YENH

10. 93 AAIA A9 FE

1) A28/ dEHAS Fof e 18 84 T AARFAZE 1A R oA HElEiA e 3

= ¢ Fg. dEod/ dAEe BET(55%) 2 TAEY GEEYTGE5%)AE AT

o] (4. 5%) o} & %2422 BUN)S YeER

2) MALZE BoA] g2 71T HARA Y dso] HAFHPoY o] ¢S Fosie ZEA 1
et ﬂx}oﬂ sl S8 JFAAAY RUEF ] B8% AEE oyt

I

_24_




11 & Fo A9 HA

o] %S HEF B8 AP Ut 4 ©ddAY FF Foo tis B2 tgeH 2o

1) ¢=d4

A BFFA Al BEg XA H A s e Yehd & Sloe Ao

A9 AZAM AFHAG TS, AN ALY SA7E Asta LAEe A&E 0] SAdE

ol2A HAY o] dojus AWAHQ A7t 2PHJTL HuHJTh A7 AR A

AdZH 10 mgs FA3 FA] &L 247 371K BAE (activated charcoal)S F3}H S

”ﬂ %}i‘*ﬂ«] F57F FYetA AU IR 73“?— = ﬁ‘ﬂ;ﬂ‘”] &g Al‘;} o °k«]
. .

Wizgd FFTeld gF AFe ot AT AQY, 44, £892 © 23, W,
Rag A7 AFe 9F Adel 28 BEA5AY TES GEIAY BV Fold)
13 Sl AE49 FAAS 30 o] FUBch 1Y Aol TAHA 2 3 A4
g A3 sn BN AL Aok Bk ATHE =20 84 R

3) 24uae

A Tol SHF AX PEe gk AF Fol Adle BF8W L B2 A5} PehAol
@k 270% 3 CKAE BURY slof @tk 89 £4e £g0] 54 @t oz nan:

2, T‘Z‘ =45 T
WS o|ANA AMFA ATES %‘7}/\]599—%“1 014‘13}%% st g9 A8t 298 UE

Al 84 24l (ARB, angiotensin II receptor blocker) AlE A+
9l angiotensin I F&AE A&F, Aoz Aoz &

op7], BHG o|¢AA o staHE YehdTh

(3) ZuAEFE: 3-hydroxy-3 methylglutaryl-coenzyme A (HMG-A) 3484 AHHAZ o]=

ZY2HE AFAY 27 £ Z2EGA A HMG-A7} HHIZY|O]E (mevalonate)Z 35

E A& Fsle 98¢ she HMG-CoA B9F4E Adjste FEojch
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2) 53 AR

(1) o] HYEYH/LAIZR/ Zut2E|) T 71871 SF(GEH A/ EAZ S

THAEHR S A]) WEF o9 Aol §ES HlaLs}y] kAL A1

ot % 5399 A3 AAA 34 ﬁixﬂ EE 7|87tE ggEoEA 4=

5/160 mg¥} ZFHEAEFE 10 mgS TEA] @3 FASATRx2 LA ). F

At2g, 2eutaEE RS 75'5‘}04 S+ dHHHE Hugrtetds o,

Z|(AUClast, Cmax)E& Z IS FFx] 29 90% A= F3ke] BF

o AT

2) ¢EHA/HAIZ 8T 2eukERIY FEEHE FEATAE HUHE AT HlutEEAIY

o] 10 FYHJUh F 578 17g 4lo] FoHon, 24ut2Ed 20 mg, $EHHA /T

Az e fﬁxﬂ 10/160 mg Z} L% o5 T W3t 1797 E&3dth2x2 AN E). AE
18

o2 rH pE g
s s
oo s
ri.,ﬁog{éj'—'g
R (1R e}

=
otk

BT - R A/

ox El
o,
N
N

o
i

_C|>l_5

N
offt
ol
oE
o

e o

o

B ol how +9T ABE GIAY, THRLHUE ALY, 73, BIY, A=Y
@)oIA] TN} BIEA AUC % Cmax 9ol oF 20 Z7Hkeich A8 oF5g
$Ho) g3ha sohAclln 59 o] QAo Ange FEE Aol glgidh

~

N
N
oy

fr o
fr
r&%

A} 2037 (Safety set)s THFOE 8F B ¢=
3} d=O W/ M2 BRA £ dAl2E/ 25A
W 5o FaAY FAEE Blugrlety] A 729 W, olFwvie, HAT Al

1

Al 3AE 2 THHH% Aol 45 o] d9 54 AZad wA7] & TAED 160 mg=
19 13 Foatgon, 254 AS5H wAF7] o]F JAH5ZF7] ¢o] 140 mmHg o]do]il
LDL-C7} NCEP ATP III 9359 wE 71Zd A3t At o] k=g /ditze/ =2
Fal~EFE 10/160/20 mg) Folvt e ZUHA/HAEE 10/160 mg F97 EE ¥HAl28
2 282 160/20 meol F&A9HA = ok

TE YA FEA FUHHTEA A2 9 2eutiEE FoT tiH] o] k9 siSBP HshE
s °‘i\‘4WBWEE¥ EOEHL thH] o] ¢Fe] LDL-C H3&(%)2 B7tstAdth

?J_X} a4 Jﬂ7}ﬂﬂ Hlo]22kQl thH] siSBP Wdl® 3 LDL-C 4 ¥W3t&S 7|1AA9 %
T4 (ANCOVA)S AASAS o, AldToll A< siSBP W3}
Z4zke] gz diH 93-S Y53k th(p<0.0001).

{0

=
oy
ru[o
ot
r
1 o
r\o &
s
okl
r—{n:
>
O

<7|A A tHl 8F Fof ¥ siSBP W3l #H>
SISBP(mmHe) o] o Ve P BRI
FAS N=63 N=67

_26_




W3} ZHLS Meant B 2.3} -24.36+1.70 -8.0411.65
7 M3FY] Ao](LS MeantEF LA} -16.32+2.37

95% A=t [-21.01,-11.63]

p-value(between groups)* <0.0001
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<7|A X gy 8F Fo & IDL-C ¥Hag>

LDL-C(%) o] % FEUA/HAZE FoF
FAS N=63 N=62

H3}E(LS Meant EF 2 3} -53.65+1.95 1.00£1.96

T3 W89 #0](LS Meant X F 231 -54.65+2.77

95% 41373t [-60.12,-49.17]

p-value(between groups)* <0.0001
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10mg/kg/dayE FHAS E7|AXN EA 4% A Hx=40] BEHAY. o] §F2 A

FHH(mg/m2)oll 7128 AbE Hd AFEZFY Z+7 188 2 0.69f 0] TH(60kg ARl T3}
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<EY 1> 3@A-FEA 2 7 2 AFHH AL AT
(MEXe =2]

O P : kB TR} Alm

/\H 28 ZFA

AR (A A AREABE 3] T ABAEE, 3. Fadwe]

s | S5 2 3 4 5 6 »
A 1 7} v 7} |85 7 |8

T 23] 2] 5] 6] 71 8) 1] 2 3] 41 51 6] 7} D] 2| D] 3| =
AEAE o ¥ 3 A o of ofl A A A A o o of AA x| x| of x| a a xf x| | a|] o % % o x| of o
A& ol of of of of of of o of of of of of of cf of x| X| O] x| X{ O ¥ x| x| X| ¥| X| X| o] X|] o] ©
WA B 3 ABEA4Z met 5 AGAS WA F5(ELT BT

7. AR EA
1) AZ A ARETA
2) AANEE o8-8 5L B AP BN
3) FEEH(PK) APH 1A
4) FL3(PD) NP HIA
5) 54T A4 AP BaA
6) NBE LA U@ HA
7) ZA71249 1 87 B8
7. %) A48Y 5o B A=

8. S AAERS MELAE 2 Fal HEEY B4 B A=
9. 91314217  (RMP)
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[&lALXE B gteldA]
5 FEL BEgESEE Folux JiEE JgEud/dAlEey/2eulaed ag8% BEAI2 10/160/20,
5/160/10, 5/160/5, 5/80/10, 5/80/5 mg?] 57}4] &=AlAoll thale] 2018.05.11. BE 2018.0831. 317} A g3tk

- 10/160/20, 5/160/10, 5/160/5 mg A= 20185.15. F57=]¢] 201887 AFEXH Q43 31, 5/80/5, 5/80/10 mg
AAE 2018.9.3. A4 o] 201811.26. A5H 4 QA TE ©] F, 10/160/20mg AA= BELFH TS
PZekA) Eatd ARH38} 3t L, 471K AAo] s 2019.328. B HEE Aok

- 299 HIQPIAFAR(FA) T 499 AT EH A} ARE ASSHATH

- EAN(CJ-30060 10/160/20mg) 24 X574 g5 QFAIES AAsl 18Y 2 AT As8RE I3
Ak 34 BEA| FojFo] LDLC Hatgo] d2ujd/dAl=g Fojtd] Hdle] 9931931, siSBP Hal&o]
WAL= Rl 24ukElE]l Fojt] Hlste] $-dgte] AAHTH

- 53 g5 YIAIRH(10/160/20mg) ¢E F TALEEY] FARAZY AR WG] 3o 71 B Al
o] &EHA HNEEAF S HAAE WA ] FH FEES PIXA] GaS AABIAT

- BEFAITAIE: J-30060 10/160/20mge THt HFA|(A2=EAH10/160mg) B LA LFX SA|(ZH=EH
20mg)9] H8Foieke] PK7F FARRE SR1EkaL, ol &7 (J-30060 5/160/10mga 18} HHA| (A
o

A7%5/160mg) L IAIFX AT H2=EAQG10mg)2] H-EFoIete] AESHH TS U5 & AHF A
M B EEAES 53ty HETHFFAHAANES 23Tk
AENHFTTHAE 5/160/10mg =
- = 5/160/5mg
H 1 8&=A1d
ls e 5/80/10mg 5/80/5mg
- SFEATAEAIFo A HALEEY] AUC ¥ CmaxZt oF 0.8H]2 7HA3IY oy §3xdo] dQsitta AHs]
A& et
SHEFE 34 AN EES ol A B3k Aoz FRIFEL ZF ddAr} 2o] ko] gle Aoz dHA
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1. 7|19l =& 224 2 Ao 2s X2
11. A=A
o AAAWY (Y=Y / HAl=el 244812 EHE)  5/160/10, 5/160/5, 5/80/10, 5/80/5 mg

12. 719 2 2B

- 1YY XEAR ARSEE dEHA/AEY EA|et 1A EF XEAR AR EFHkEEES 1A &
Foz EFE BRAS sl BekeswEE ¥oluA

- LI s @ AA RO/ e B3 2 25uaE) e 2449 2 gizeke) 7]

sI7F & AlAlL 3% A3AE A S aEste] AEdEe A8

l

¥1. /gstA} s CI-30060 T

AR
— : CJ-30060
Amlodipine Valsartan Rosuvastatin
5 mg 80 mg 5 mg CJ-30060 5/80/5 mg
5 mg 80 mg 10 mg CJI-30060 5/80/10 mg
5 mg 160 mg 5 mg CJ-30060 5/160/5 mg
5 mg 160 mg 10 mg CJ-30060 5/160/10 mg
10 mg 160 mg 20 mg CJ-30060 10/160/20 mg
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13. A4 F&F M. 2 A8

- 2299 : Calcium Channel Blocker (CCB)E d# HET o|¢t W AR A38 V15 £33y

- WAl=%eh: Angiotensin I receptor antagonist (ARB)Z angiotensin®] 288 <A|3le] 3
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14.

He AL &= 3-hydroxy-3methylglutaryl-coenzyme A (HMG-CoA) reductase®] inhibitor® 283}

FHzEE e A

- 2B RS I E RN F oxHAQl F4 ARES FHksle HEIE/E EEA Basol 9l

omz, 349 AT THPFS Uil Bt AR 19240t e B0l 3ol Abgah

- RAASS] A 2831 kgL wigA S4o] dA glomz QR W SRR AlgslA etk

1.5

CARFEY 7Y A ddolgd #F A

e (J-3006085/160/10mg : AFHHAE(TIE 2 AlFHH

) SE(HFHE 201700696623)
e (J-30060710/160/20mg : AFAAE(71EH LB (HIHE 20170205445%)

SRAE SHAG
iR 9419/ BAkE R/ 24t 5/160/10mgel TSl ARIAAEEHAGS AAeka, do
W40/ AL 2 R 25l EhE 10/160/20meel Histe] HILEEABE Fotol ARAAEEHNGS B

2% 5 geA oy

<HESA - TR AlsEa>
1 A F5o) Az W73 Bde dsse AR
- 20 9T MIAE A T B Az A R0l AEAT F5A ol
2 Y=uA gl 2eutieee) g S e FAR 3t dEdegd did 18 s, €

21

21

T2EAR-EYESH 42 R AETH Ao 3T AF(FZ B AR)

. 95 9% F (Drug substance)

1 gukg R

1) 9% : =g
2) B34 : 25uenEng

- 83 : Monocalcium bis (+)7-[4-(4-fluorophenyl)-6-isopropyl-2-(N-methyl-N-methanesulfonylaminopyrimidin)-5
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*IEAE  mAEEEAY, 98Y JAEAT T

3. ot Mof st K=
31. 9489 FFY AAA
eDMF 5% &1

32. ¢hA| ol FF9 AN
<5/60/10 mg, 51605 mg, 58010 mg, 5805 mg>

NAEF AFzxd 87198/ A4 23
[e]ie) le) = =z =)=
HDPEY JEoas 25ivd G f98
2] Y 0
=N 407 /75% RH Q6] 2R e

33. ARG H =9 FH7AF
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= Ea i
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© BN O E AJPTA TRFFo] 37 Biy

Table 14.3.2 Incidence of ADRs by SOC and PT (SAS)

CJ-30060 AML/VAL VAL/ROS

System QOrgan Class (n=67) (n=68) (n=68)
/Preferred Term

n (% [F] n (%) [F] n (%) [F]
General disorders and adminisiration site conditions 3(4.48) [3] 1(1.47) [1] 0(0.00) [0]
Oedema petipheral 3 (4.48) [3] 0 (0.00) [0O] 0 (0.00) [0]
Oedema 0 (0.00) [0] 1(147) 1] 0 (0.00) [0]
Investigations 1(1.49) [2] 1(1.47) [4] 2 (2.94) [5]
Alanine aminofransferase increased 1(1.49) [ 1(1.47) [1] 2 (2.94) [2]
Aspartate aminotransferase increased 1(1.42) [1] 1(1.47) [1] 2 (2.94) [2]
Blood creatine phosphokinase increased 0 (0.00) [O] 1(1.47) [1] 1(1.47) [1]
Blood lactate dehydrogenase increased 0 (0.00) [0] 1(1.47) [1] 0 (0.00) [0]
Nervous system disorders 1(1.49) [1] 0(0.00) [0] 1(1.47) [1]
Dizziness 1(1.49) [1] 0 (0.00) [0O] 0 (0.00) [0]
Headache 0 (0.00) [0O] 0 (0.00) [O] 1(1.47) [1]
Skin and subcutaneous tissue disorders 1(1.49) [1] 0(0.00) [0] 1(1.47) [1]
Rash 1(1.49) [1] 0 (0.00) [0O] 0 (0.00) [0]
Dermatitis 0 (0.00) [0O] 0 (0.00) [0] 1(1.47) [1]
Total 6 (8.96) [7] 2(2.94) [5] 4(5.88) [7]

Note.[F]: Frequency

6.5.3. H 3 A 9 4] & (Non-pivotal studies)
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