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@ ZEHoMA A AL W& ofEEntAEY AUCE ©] of ©55Fog Hlwste] HEC
ZzEokA A Dz H 2ot Al 99 HIV ZZEopA] AA|A| ¢} o] <k BH&
Fog A F7HEAY. 22 EE HIV Z2HokA AA gHzgr| 29 fEUYRZ
HEAW E= UEC ZRHoMA AAA detZYHEE Fosts @AbdA o] oo BES
afjoF gt

HIV Z2gopA] AAA Zoyn2¢ EUHIZ W& Qo8 Fosts xjofA o
FS AW w Fostojof sta P W& &FES AMEEjoF Frh HIV ZEE ok A|A
AFFIUEI 29 g EVH 2 B8 e, ORuR| 29 gEUNZE WEay, IATYUHE, B
ZAZYUHI 29 HEURIEZEE WEaWHor Rols SAdE, o] o &%) 20 mge
olA = Qb Hm Foste] ALg-sfof Frt.

HUMH EE Fojils HIV $hatollA, o] ¢ AT+ 40 mgs AIFE L, o] of8 g
i §Fe] 82 F A AET JE8HIPE A",

BAZHHZ 800mg 1% 339 o < 40mg 1¥ 13
AUC, Cmax= 2tz 2,300, 2,668 Z718tdth. BAZHH ES
19 40mgE ZF A= < doh

Q@ °|EZtIYZE : ofEEHI2EE AUCE ©|EZtIYUE 200 mg¥ ©] ¢F 40 mg W8 Fo
2 dAA F7HEAT. IR oEfIaUEs FATE oA o] F 20 mg oS
Foste A5 FYsfof g
) ° k& P-ZEIZEHAL 7Fo|ng P-FYIZZE YUY AfA(d. ANFZAZY)
WEFAA o] o9 AA o] &&e SIINA A T o] AN 27} Edi=3
(3) °] & CYP3A4 JAANEE2EY, nfa oo YA 2L of2A FAFA)Y F
A A o] 9 EHeLTt 7S F JOBE AIFEHA Folstolof gt
@) &AL B 2 CYP3A4 FEA @ o] o5 CYP3A4 fr=A|9k B FofA(d. o gH]
A=, Gl ofEEZRAEES HF FEE ZaAF F Atk YRl olF JuAE
CYP3A4 & ¥ hepatocyte uptake transporter OATP1B1 9 A)), o}EZH}A

F B Tt Zlo] ARHH, Al Fo & o}

.J}*EPEH dF =71 FosiAl A4t
AF7A3A T J2EZA qASHES B8 YAATFoA
T Tk Fsage BEEA Gyt obF BE Sold AAY FuAd
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6) FEFEA AsA . olEEntxBE® I tAAE OATPIBL 5419 7ot
OATP1B1 AefjA|(cl, AEE2T )= olEEnl~ElEl Y] YA o|RES F/IAZ F Ut} olE
ZHt2~EFE 10 mgd A2 2XF 52 mg/kg/day9te] HE&Fo & ofE2HIAERY AUCE
8.7H) Z7IA AT olEZHIAEIES AFEATUY HEEAQA olEEHAE RS Foj gl
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10 mgS ZHsfA= ¢ Aok
2 olEZH2EE 10 mgd YUFAS I8 WEA SN
FEE TS BA Feoh 21U 80 mg olEEHIZEE S H
T e 24 g3 w5 o 20 $HE SHEAT O
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e
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Aot wehA, ofEERIAEIRS Foites Ao AFI YA HEA o] AELE dE st of g
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=
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o

9) SE2=HE : Al olEZHIAEIRIY FAFETL OF 25 AR Yo}
Aot 22y o] ¢ —‘é— T ASHET ofEZn ERY FHREIE HE
Eoshs 49 LDL-ZE 2HE Astads F7isdh

(10) AAHA : o] % FAdsiuiadls dE|1 FASIYEUES FRche ATE AlLHA
(antacid) @A} WEEAA ofE2n2EEl A5t & 35 % AR Aastdch 28y
LDL-Z¥ 2~E 29 Z+aolE gko] ik

11) 234 : oE2utxEtRl Y 29 Fsdgd #g A7 AP 2
AR FoFQl Faa&2 Uit

(12) SFEISI : o o3} AEITAY 53 §F WEFAE e U Fago] A FFS
WA OB Ze CYP4S) FEELE ARl UAHE ST ARG U
A gt

(13) AHEIE - AJUE]R 2 o] ofo] FTARATA FEAES SQAHA FdT

(14) SFAEZnjo] Al : olEZntAE (1Y 13 10 mg)jl]— olA Egnlo] A (1Y 13] 500 mg)gl
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(15) Y20 : AFF AUA BT FE-HE HEAGANYAN FEEH2EHD 80 mg
=gl 18 % F7hsHgo, YHHOE uig)

C e ot
( =
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obEzEE FREge] 44T 5 b SR ANPPS dok FFRE A BAE W
=N ZAHoR ATslol v BLA BFAUS ABstelol Ak )% AN L Y
CKAE mUBPstofo} dth FIIA Ao ATS 7] o] FYEHL ofEzi}
setEle] Hagg S F71A g

11 2% 9 AF T

1) oldole] o] A g Fol BRI

2) SJFES A S04 ZAthol BE §710) RasHE AL YFFE g T AT B
o} oJobE EA Aste] Aglo] B 4 glonz Ao £7]d ¥ % Bl n@dn
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(1) A4 G4 36S HFoE A FAelA o] oF 20/500mg GG TR gl ofE=nt
ZEBte 20mg¥ MEZE2R XR 500mg H& TIATFA & dF Y olE=H2EER Y fF
8t EAS vud 437, ofEZHIAE 20mg¥ WEZEY XR 500mg BEFA Aol 3|

] F 20/500mg T3 F Al Cmax 9+ AUCO-t7} ZHz 0.90648] (90% CI: 0.8178 - 1.0047),
091108 (90% CIL: 08562 - 0.9693)% UEsth WEZERS] 44 ofE=H2EE 20mg
HEZE2R XR 500mg B-E&F Aol Hls] o °F 20/500mg ©3]F Al Cmax 2+ AUCO-t
7F 247k 112984 (90% CI: 1.0758 - 1.1865), 1.00978 (90% CI: 0.9620 - 1.0597)Z LtERTE
2 A4 FA 39"S o E AZFe A o] o 20/750mg T3 H TR B ofE=En}
2EFE 20mg¥ WEZEY SR 750mg W4 @3 AEFEA F I35 U] olEZnAEIRIY %
A EAS v A3, ofE2nt2EY 20mgd WEZ2T SR 750mg W& Al Hlg
o] ¢F 20/750mg T3 %] Al Cmax ¢ AUCO-t7} Z+zb 097379 (90% CT. 0.8734 - 1.0855),
097164 (90% CIL: 09150 - 1.0316)= YE}yith WEZ=RIS 7% ofE=nt2EHEl 20mg
HEXEZY SR 750mg WE&F] Ao Hlg] ©] ¢F 20/750mg %ﬂﬁ—ﬂ Al Cmax 9 AUCO-t
7t 22 10679HH (90% CI: 1.0193 - 1.1189), 0.93054] (90% CI: 0.8989 - 0.9631)Z L}E}RtTE.

XH 2% %hﬂéﬂr VIANAE T TR B 17490 HARd tH, FA9 WA, olF

3 FollA of ofef kA FEAC HIHHUT =
S A7 MEZER 1500mg otEEHAEHY 40mg &, WE
kil 1500mg U5 Ev o}EZHIZEE 40mg DEOE 19 13] Fojuks o 7249 )

b

o o’ A

o}L
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Atk o] YA HoA7 =

F< 500mg, 1000mg, 1500mg o2 FHste] Fojwgity HEXEV 3 OPEEB}_&E}%Q
B85 (58%), WIEXEY Rl (58W), otEZu2ERl T (58%) oA 7] A A tiH]

A HbAlce] #Wste 2 LDL-C W3}&< HIL(FAT)SAT Al Foll Ao HbAlcY 71x1x1
v HF HelgFe 2+ 056%, -0.81%, 0.36% ¥, LDL-C ¥Ws&S 27k -5520%, -7.43%,
45.76% At oo AAE EUE dA FEA BrHESA Z1AA tH 16574 HbAlc/] H
s Ae ofEZHIAERR tiH] 93-S BAAHCE S (p<0.0001)3tH L, 71AHA] thH]
T4 LDL-CH3}&ol M= HEZER tn] $243s FAFCE YF5(p<0.0001)3t5i . +

ojzk frad BIMHT F skl ZIAA tiHl 1654 LDL-C HMst&olA = BEFo73% O}E
Zrt~EHE Bojgo] frARES FekAl Xetth WEFoT iy WEXZRFY Ho|xgt
Q tiHl Fo] 165 3 HbAlcS Wt JA F3t oAl Zatglon, WEFoT
o] HbAlcz4#o] WIEZER 1500mg &% Folo] Hle] FAHSCE {FosiA gttt
(p=0.0035).

—lN

{

_ HEEAT HEZEY FofT OfEZHIAEE R
a4 Hrhis
N=58 N=58 N=58

HbAlc(%) 71A41A] 7.55 7.29 7.28

165 693 6.48 7.68

w3 g -0.56 -0.81 0.36

ofEZHL BRI oiH] Xfo]  1-0.94

[95% CI] [-1.25, -0.63]

(p3k) (<0.0001)

HEXZEY thH] Zfo] 033

[95% CI] [0.11, 0.55]

(p#) (0.0035)

LDL-C(mg/dL)

714 A 138.81 152.83 142,50

165 62.78 138.47 76.40

W 3}H-5(%) -55.20 743 -45.76

ofEZut~ERl Tyl o] 1943

[95% CI] [-15.02, -3.84]

(p#) (0.0011)

HEZZY giy] 2ol -47.51

[95% CI] [-53.66, -41.36]

(p#) (<0.0001)
3) 54AE AR

(1) HEANA 1357 5 otEZn BRI MEZENS AT HE B W Fo =
ANE A3}, olEgn EE) WEZEYY YEEE B4 Aol 454ES &
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TotA] okt dF AE 23oAM olEEnAEE/MEXET A F54dEFHNOAEL)>
A 15/30 mg/kg/day, &# 40/30 mg/kg/dayE FTE AT}

AAs YergA|

2 A7 & /\]f‘“’] HERT 1047 AHS ok¢201F ALl ds 47

900mg/ kg/day <} 1500mg/kg/ day <] %ako; AN EFA ole & AEHZ

AAY 1€ H 3&7FY o 4uljoltt. o - 5 vhg-2 EFoA o] o3 AdAH WA F

A AT A 3 AEAA o ‘%k"ﬂ ot ¢ ¢ bsAe ®©

900mg/kg/dayE F3t 4A REONA dA HAA A5 &Fo
EAZAHO| A (S.typhimurim), 22 EAH A (v}

o[\
N
ol
ol
rlr
N
o
_‘i_ll
e
)
32
lu)

[
o
[
ofN
>
H

AP H27) 2 A Wl &3 AFEHe2 EFAE)A o oFef wWoldA 7Hsdd o

__T__Z_
g 7= sl

O ofEEnt2gleldg<its

(1) EA, WMo, FHl% : FEENAEHS kg mgOoE S AF VIEOE AA 9
18 (80 mg/day)e] 63H] &%, 5 AUC 4 0-245 7|F£o% 8~16¥ L&Fe AT
HE AN ol gldth kgd mgo® S AF7EOE AAALE HuE&FHET

2508 =& &S FAS 2d7Y vex A Y Ades HAEH AETAA SR A EA
L, GAL AEGe A Eo] FUIEET AR EES AUC0-24 o 71 6~118] =%

of AQe, stz fA BE TE = The2 B dE kgd mgl® ket A
AL AZEFE] 12~125 v WEFA M FFe FEIAT 459 Al
159 AAW Aol of oFe tatEe] of Fo A Rle] &AWl 7HeA

Atk ofEEZHFAEME S Salmonella typhimurium % Escherichia colis ©]-&%F
Ames test 3 Chinese J2~H HAMEZE o] &3 APAH HGPRT forward mutation assay©l
A ot otEENAERS AP Y Chinese f2E FHAZAGAA AXA o=
ooz FTINNAA UL, AW ke LA YGA Ao otEERIAEE S AL
175 mg/kg/day7tA g £7 HAE Z2 H I 225 mg/kg/day7tA] FoId 47 A E A
THE &2 A4l FAHH< At o] &FL kg mgo = ek A A H

v O(:)] ]:'% %-]/\)\}\Tq-
uAGEFY] 100~1408 &FelAdTt. A RE iy AAFAHALYAAM 115 S 100
TF A B GAEol F7HE AT 10, 40, 120

tlo oot O{N aw

(

[.

[¢)

mg/kg/day Fo Al BAT 4, A

_>|i
[‘-[o
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ol
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N

rL

o
=
2
i
s
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oX
)
Jok

flo
ox

S shejule, A 7159

O Fof &2 oF 30ul)el s

PR geu)E e

AN FEFA 0l BEH U

@ 22 AEe A JH@2vkg: 10 mg/kg/day, 120 mg/kg/day)ollA T3] 72 A7 Hol

Q) FFAAA BREHABTY 2T, $F 2 BT TN FHAZ A o] o
AGY B2 FEEo] Fold AoAE HEAT

O Ay 3 A7

oFEM EANA10/5008 2 19 : 7]EE7], A2(1~30T)8#, Axd=RH 1670€
oFEMEAYA10/7508 2] 19 : 7|EE7], A2(1~30T)8#, AxdERH 44
oEW EAA20/5008 2] 17 7|E 8], A(1~30T) B, Axd=HE 3670
=W EAAG20/7508 2] 19 7|E 8], HL(1~300) B, Axd=RE 3670

1. TeRAMH ) A2z 9

o) AAA T FE A
- A AV AZ1ZE ¢ 2018.05.10. ~ 2024.05.09.(6')
- A A AR A 717 2024.05.10. ~ 2024.08.10

FojekE5o] Qhdo &3 3, ARZA1FA1EYH

2. TASF 5o A 71 (AFAAFAAALANE E5T A

(o0

3. flal g HeAg s (S FFA A=A 72831, 2018.05.10.) 2> tHE AAsta 1



T—

W 67 dnitt Bk, o] wid Hud A,

HE s7F & 2@7MA] =
4. Y ADSE A Qlo] A7) A S o)3EA] olyE Afoles B EX
2% F AS
5. o] YkFL FAYGF ‘S FIARA ALY AHMEZERALE) A B3 55
06209355 2] E3|de] Fao|AY dd E3AES MR =t ‘E3HA &
AA 7} A& oeFE<]
15 MFAYF A A7 3lEsts F9)
O AT =
1.6 TYLAA AL AR A (Dt B9
O NI =
1.7 AHAHE (Eldet= d9)
o OlEWEAA20/500 2] 1 7]+ W A|EHA #ASE AE AP E
- HEHE 1 20160219902 (FH4=Y:2016.09.02.)
- AY o ARBAY (8-, YFEAAEAE 2975, (2017.01.16.)]
1.8 HAEo| g
- 7|EEA S SHAA-FEA | AXEEAAYY) | YRoRESE
T OB | B2
A A= I A= = Id A5 I A=
AAHL=+ | 2017.08.01
2aax 2017.09.19 2017.09.19
A =} 2018.04.26 2018.04.26
HAH 4 2018.03.12. 2018.03.12.
A =} 2018.05.08. 2018.05.08.
FFA g
o, 2018.05.10
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7. =9 ALE

8. =l frAbAlEe] viwdE 5l F3f ojefFe 54 @
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- A E M EZ 2R /oL E 2R 2B 107500, 10/750, 20/500, 20/750) 0.2 4E2 &7k A4
o (MY 135F WERAAT BgA FolFdA ddAl Tl tinl frofd 54 YA ok
o (¥ 58 YINBAFE AEeH e, 3 DT B A SdA BEFY FdA Fof BEPK)AY,
& g FEAE BWIKDDI) B AClYFFEANTE AR FqA Y B8 AET
<1%>
7k BRA 24 BYA BEte 554
WA F[C]_ATM_103] 47 20/500mg
AN F[CJ_ATM_105] &% 20/750mg
10/500 % 10/750mg&Fll taf Hw &2 PAE AE
. BN
AAAIH[C]_ATM_101]
ok Aol g g
A7FA E[CJ_ATM_104]
<3A>
o A F[DW-MA001] 4134 A4A T
-HEZEY #d bdA FEA 9t
12 &4 B/ BESte] ofE2utAEY tib] WERA 9] BdMA FaFH SETE UEEHA
o, 22k A HEZEY TUA FolT b WERATY FYPLaWT FATS dFHA X
A&
o OFEHMEXYA20/5008 ] 1 A JFEe] 7E 9 ALY ARHE &5 stgoy, oW &7t A Al 7
2 AN F olEEnzgdZgsEE 24P 22 =AY W4 AN 22Y FET

59(0.024mg/mL)3te] B dlold A7 2§ Vs

.
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1. 719l E= 2 2 JjuA o st AR
11 AFAHE
o AFH : olEWEMIA 10/500 2] 14, 10/750 2] 138, 207500 2] 2, 20/750% 2] L3

o A2 FWAEA Y} o] FALGTATA O] FHA
o ofE|ZHE 71A

- HEXER M E2T {2 Ad 2 g A A, AFAN =T FEAS, &5 ATAEAA
IEG F 3
- otEEH B

o SLEWEANYA 10/5000 ) 1, 10/7502 ) 13, 20/5002 &) 13, 20/750 8] 1-E biguanide AL T

A gAQ WEZEZWH HMG-CoA reductasedl| inhibitor]l oFEEZ vl ~E}ElIS] B34

12. 71¥ 2 MEE Y
o I NEAZ ALHE YEZENG IAYZE X EAZ AHLEHE olEZHLAEEY B4 s
* 10/500mg, 10/750mg, 20/500mg, 20/750mg % 471 FFA|A| <

4

o Fwy: Pde A% B AT Aede) RHUY Bulg B22AAA AEd AYYOR A
4g Ao dd BAHE 1WIE 4@

¢ 42 % @ AR ARSY FegoR Aw

H2HE AP 27 £5 24 A A HMG-CoA7} HWHFE Y| o] E(mevalonate) =
S = HMG-CoA reductase®| inhibitor2 ZH&3le] ZH2HE A4S

)

12

o

[e)
ATHRAAA F 2 A% 4 Y2200 mg/dL
5

2. 7= -3y HdA A MESH MAo et AER(EF e XER)
21. 959 %F(Drug substance)
211, YRR

T 2994HE (Metformin hydrochloride)

o YWY : 1,1-dimethylbiguanide hydrochloride
o A4 1 GHpCINs (MW 165.6)
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2) SFEENAE R T E

B olEENAEIHZ43E (Atorvastatin calcium hydrate)

o AW : 1/ Pyrrole-1-heptanoic acid, 2-(4-fluorophenyl)-B,6-dihydroxy-5-(1-methylethyl)-3-phenyl-4

-[(phenylamino)carbonyl]-, calcium salt (2:1), trihydrate [A-(X*K¥)]-
o ‘E‘X]’/}—]l : C66H68C8F24010 -3H,O (MW 120941)

OH OH O
Q /N o ca?t
— . 3H,0
© NH
O 2
212 95 GE AEFE
1) MEZERALSE  EP'l &
2) olEENAEIRI A E 45 E
H Y B IIAE AKX (O pH OWHAEAZ=E O HEE OFF 0O 7E)
TEAYE (A 952 W AFE9AE B 525 O 71H)
B Axge/ 390/ 48 [ Z4gz8/3 8 /884355
OEFAE W 71848 B ASE [0 F2F/A% - A
i) g G2 o] H5E F2 WE 7)Ao

2.2. €A & %FF (Drug product)
221. ANMAY FF (FAA, ZAEA, DA, FolAd HFEe BF)

o AYAT G

222 A YGFE NBRE

[ s W 3IANE AR (OpH O WZF O 7lE)

=AY (W F9EE W e ) O A0/ R

O E5FAd O 7gAg B 3348 O EFF/NF - A Y
A0 HFH 7o W2 AP

A A A&

B S/ 4E3AE B AFEHAA/AATLEAANE O =G/ A=A E
[ 540 EAE [ GYREEZIANE /G ETGTEAF

O #7418 O mAEF=AE [ ES-4uHAANY [0 ESAEAY
O g¢z3eFAd O

A=EN/ I EINY O FHENY O 3949
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ANFGE HYH & BE A

TEFAT : AAAAE, TRANT, 2G04 T,
“ A IARREAY, 22 AREAY 5

3. etddof gtet K=

. 9B AAA
DMF 7| AE

32. &A| 9 o%F ABA

S ANREAY B AEAY kR

[

23 A

AERBYGFFY BAzHA F7RE, 7THEAE T3

NEFHF N3z £719 /A2 =5 A3}
10/500mg | 3wx 1891t 71+ W A3
1 (HDPE) 10/750mg | 39 187]€7t /1= O A
} Z3 % =
B7IREAIR | 25XZCB0ESURE | o [o0B00mg | 3R 3Rt 1E O A
20/750mg | 39A 247497 1E Y A7
10/500mg 670zt o3t ws gl
_ 1 (HDPE) 10/750mg 67H%7J o w3l gl
EAL! % ~
ZRSAE | A0LZTISESRRA | s [o0/00mg | 3, 6719 el et 9le
20/750mg 67H%7J 23 W3l gl
33. ARAE 2 979 A%
o NA AZTH g AL
- =M EAYA10/5008 ] 19 : 712 E7], A2(1~300)2d, Axd2HE 16714
- O} EW EANA10/7500 8 1F - 7B E7], A(1~30T)EH, AxUd=RE u4MY
- OFEV EAA20/5008 2 17 ¢ 7]E 7], A2(1~30C)E, AL ZHE 3671 €
- OFEV EARA20/7508 2 17 ¢ 71E 7], A2(1~30C)E, AL ZHE 3671 €

34. AN AT AAAYA

o S}EWENLAHI0/5008 ] 13 - AV RE 180, 7H4 6/1€ BE AFEE 71E Ul A, Uk
o]zl W3y} glov, A7REANY 717 Bk

gz e 1649 A%

o OlEW EANA0/750D Y 1Y AV
o Wl gloy, A7 EREA
AR A ZYZRE 2470 €° OJ

o O} EW EAWA20/500L ] 1 A~
ENFARE A= ‘Xﬂi?——li“ra
o OlEW EAWA20/7508 ] 19
o)Al Wl gloy, A7jREA

A7

°‘ E

Aol Aztel et F7hehe

67 L5 F

1t A AHEZIZE (A

1871, 714 671d RE APEE 71E W A, 7HE 6ld s
AzoM FAEdol ARl Wt F7bE. FALAAE AEst] AA



AHE7IZE AU ZEE 367M€ET A

4. SMof| #s A=
41. SAZAFAAR ML (CTD 24 2 2.6)
- N2 2FEFEAANY) R 1BFEF F8) HESANIAE AET

42. SAANEAE NE Q89
421. DI FASHANG (CTD 423.1): A gl
422, WHERAEANY (CTD 4232)

o W3 2F P BRUF 98) BREHAGAE ARY.

421. B3 FA=5HA Y (CTD 423.1): A gl
422 WHEFASHAY (CTD 4232)

o HMFANN 27 Fof SHAGAR AYFOR AT 54 BRAA S

o UFTY FHEIAVMI LAY A82A4Y, [EEL] F2. FFA ] vl i B ZAAE
ATl g BtdAdol AAEHE B HEAL ofelFEol B3 s WA

6. UMAIHAFo| B3t K2

6.1. YANEAEY AHHGCP &)

62. AFAFAERH N8

« QAR AAE  TY FY JGAE BHRIA 14 49, 34 19 A&
- 14 [CJ_ATM_101], [CJ_ATM_103], [C]_ATM_104], [CJ_ATM_105]
- 3% [DW_MAO001]

6.3. BEGAFAY

ol
Hz
of

OA A = } B g7}

o vt ) Eo]Qak [} -

§ pharmacology
[BE] Ane A<FAEF 2 Sz

LA CJ_ATM_103 ol Ui 36 = -

S - U =8 ubject number

AR I AR o Sequence ﬁ]i-]] am (o Period 1 Period 2
o A4 ‘CJ-30056| AS/E= (%)
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20/500mg (0} Z k2
E}El /v E Z 2 WIXR)
@3 ATFEAe g
NEA 20mg(etER

FRAA FE
G
B AB TR
S, 37, 212, 4
F 9y R, 5% 9

N

1

CJ-30056
1 21/18 A /M QD
20/500mg QD
CJ-30056
2 21/18 A /M QD
20/500mg QD

A: Atorvastatin 20mg

M: Metformin XR 500mg

A/M: Atrorvastatin 20mg/ Metformin XR 500mg LA ¥ &
CJ-30056: E-3HA] (Atorvastatin/Metformin 20/500mg)

<AMRE>

-oFE s 37t

+ o= EnkiEEl Bl MEZEN ] o st
~kH4g 37t

s oldg %

<A@EH>
~ob5 3
D olEZuliEbE: BE

@ HEX=Y: 55

w4

- A 2 gy dEEgion vt A4 fold Aol gl
58] <Folg% 3 Fol7tb>
CJ_ATM_105 Subject number ) )

. Sequence . Period 1 Period 2
A7 G4 oA A"/25 (B)
) CJ-30056 20,750

oA CJ-30056 1 21/19 A/M QD J QD/ e
20/750mg(CFE 2 12 CJ-30056 20/750mg
Ebel /v E X 2 XR) 2 21/20 D A/M QD

3] ARt ‘g
TNEH 20mg(tEER
eSS e

oA o 2k A

FRoA obET

G A

1

Z}-
A, 370, 2x2, 4
0]
=

F vaFel, wi

AHA S

o i=]

,d
ot
>

o o A
19
oX,
w

Eag), %

750mg’ & ©3] A
E

hal

b

A: Atorvastatin 20mg

M: Metformin XR 750mg

A/M: Atrorvastatin 20mg/ Metformin XR 750mg TYA| ¥ &
CJ-30056: E-3+A] (Atorvastatin/Metformin 20/750mg)

<H7+gE>
-oF53} g7}
o olEEHIAEE Y wWEZET 5
QbAA 7}

o =
o OGS 5
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<AN@g2a3>

o bt
@ ot==Ht2EE: %
@ "EZEY: 55

o kA
- AA B Ry Fsatglon 7t 98 fFo3 Aol e
64. AN E
AR A B Fof 7}
f=leEhl Rl } = ak o A
I\;__]—Zﬂ (‘ﬂﬁﬂ%‘%‘) qx}?_]_ EH}b \_Z]' 'T‘oi o 7121_ _3(]__1_—“,_ ajl]'
§ pharmacology
<Fol g g T3>
- 1 1710 ofEZH2Eld 40mg 18 79 W AFES - 2F FoF
— 271 tEZu2EY 40mg/WEZZWF 500mgx2d 7Y HHE ATE
o
- 2 7)o WEZET 500mg 24 7Y WHE ATEA - 15 FoF -
27]¢l| ol EZHIAEME 40mg/ W EXEZT 500mgx2q 7Y WHE A FE
Seqguence Subject number Period 1 Period 2
° CEIEERCD
60/50 A QD A/M QD
[DDI] 2 20/16 Mx2 QD A/M QD
CJ_ATM_101
A7 ¢4 ddA A: Atorvastatin 40mg
oA ofE=wniEE M: Metformin XR 500mg
13 % wEXERE SAddd 4RJA/M: Atrorvastatin 40mg/ Metformin XR 500mgx2 ©U A ¥4
T 9 ggor wE gy
FolA okFdy A <% 7}eHE>
338 Hrlsh] k=3 B}
A% I, 1HEA o olEEu2EE 4 WEX=2T Y ofEd}
q kA Bt
o o3 5
<N @A >
HRENZ o3 ofEEntAEE Y HEXEN O ofFst {3 W3l
=
o kA
- A g WoRg dEstiom w3k A FoF Aol fle
[FE] <Fol g g T3>
vt CJ_ATM_104 A7 A9l|- 13 1719 FDC {SEEv 2B 20mg/WEZEY 500mgx2d &84
AR 9 gR s g @3 AF7RA - 137 F% - 27101] FDC {o}EE12~EHE 20mg/
ol A ‘CJ-30056 EX 29 500mgjx24 AL o] F &3] AR
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- 2 17]9] FDC {otEErI2EHE 20mg/WIEE 27 500mg)x24 A%
Aol & 3 AFFA - 1F FF — 27| FDC {oFEEH2EE

20mg/WMEZE7 500mg)x2d FEA e T3 A FE
5 Subject number Petiod 1 Period 2
equence _ erio erio
a EETEENE)

A/M QD A/M QD

1 13/14 /MQ /MQ
() (LA B4 el

A/M QD A/M QD

2 14/14 /MQ /M Q

(AL o)) (Z%)

A/M: Atrorvastatin 20mg/ Metformin XR 500mg & & #|x2

<B7}EE>
k53 §7t
o ofEZHI2EIEl Y WEZ 2T 53}
kR4 B}

o oguE 5

o>~o

<N @4 >

- O} EEHAEE

FEEAA Hlg| A TFAA Cmax?t AUCO-t7} Z
w2 e

_ uﬂ EXZE UJ

FEEAA ] HF] A FEAA Cmax?t AUCO-t7} 7
w2 e

Z+2} 0.6790Hl, 0.9963

t7} 1.026.4, 1.5556

o HAH: foT Aol 9

dlo

—m
£
o,
N
)

N
L
o
e

[DW-MAO001]

T

EL l ofzzhel W&/ I -

2| o clE 221D 4

-E@]ﬁ]ﬁ? BYA 38
nrA

500mg(1:}0] O}‘Hﬂ 2 Q]_]l 20 /K‘] ‘ﬂ'@)

40mg(# 1 £%)
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<12k 84 B7PAF ¢ baseline thH] 165 ¥ HbAlc % LDL-C ¥3}
7} Metformin 1500mg3} Bl 3 Metformin 1500mg¥ Atorvastatin 40mg 88 %
A€l Baseline tH] 1657 & AUEZF# 2HE(LDL-C) ¥3t&
. Atorvastatin 40mg¥ Hl 3 Metformin 1500mg¥ Atorvastatin 40mgH-& &
A9l Baseline thH] 165 & HbAlce| M3} &
C T8 22 24 B
7}, Atorvastatin 40 mg¥ Hl a3 Metformin 1500 mg¥ Atorvastatin 40 mg &
S A9 Baseline ¥l 16+ & LDL-C9 H3}&
. Metformin 1500 mg@ Hla§ Metformin 1500 mg¥ Atorvastatin 40 mg &
FoJAl9] Baseline tHl 165 ¥ HbAlce| W3
o WAL SFE Fol 165 F NCEP ATP Il guidelines Al g LDL-C
53R (<100mg/dL)el =23 oidate] Hl&
A FA B G FE Fo 165 F HbAle o] =23 thdae vl

*
O

ok SR FEASE FoA 4F, 85, 125 F Baseline il LDL-Co] W3t 31 W
74, olsHek ¥ e
AL, 165, A 3w AR EbE Fol 167 F Baseline ti LDL-CO| W3l
Rl AL QAN DL FE Fof 4%, 8F, 12F, 165 F Baseline Tl A @@ F(HDL-C,

TG, TC, non-HDL cholesterol, Apolipoprotein A1, Apolipoprotein B)2] ®H3}5F

W3hs

o, YA E Lo ekE Fof 45 85, 125, 165+ & Baseline W8] ¥ FPG WH3}&F

A A G Lo FE Bl 4F, 8F, 12F, 165 & Baseline ] Insulin, HOMA-B,
HOMA-IR®] W3}

i)

o

[Efficacy 23}

<FaA>

- 4z HIPH

ole2nt2etel Tl oy tiH ¥&o dgdstan fdde UF
HEZ=R Gdey iy ¥ LDL-C Zstas $43<2 A5

1

ool

i
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2= .
T

7

8 ol#
Metformin <

=
- T

3
(p

Atorvastatin ©¥ &% tiv] E&A7te LDL-C

0.0011)

Metformin

=

25 71A

=

Al

P 2ol (p=0.0035). HEECFT HERT R 35

#rols

=

[Safety 2 7}]

6.6. 7I2AE

& AR

6.7. 4&l o

R
foH

1

BF F5A HAYd £
o] tu] WEZ=ZV/olEZu~EE W4 EdA WE

|X A &k, ofEEZHAEE ©E Eo fin] HEXEY /olEZuAEE W8 FoA o}

pul 2!
7

o W& tiHl B3AY oEs 54 B2 A, 7

299

3L
o

=}

T
o)
oF

E2ul g

SHEFS e dAzE A

i vl

3

o otEEnt2ER ] 9

o

[l

]

DW_MAO001

° [

A thu)

5%

=

Bl

N EN
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8. T FAMZntel Hlw

HAl vs otEEnt2Bte @A vs HEZEY GUA)
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94> A8 B AE s

sh (F) A Al o] & 27 o] 37t 2018.05.10.
A=) CFEHEATA  10/750mg| SlydweAR we |7 sl 4 2 e Al S
9] 3E= (A, @) |(ver. 1.0)
(CFEW EAAE 10/500% ] L)
14 (%F 900mg) =
ol EZHtAEFRIZFT3HE 10.85mg(oFEEHI~ELEl 10mg)
HEXZ=EYA4E 500mg
(CFEHEXNSA 10/750E 2] 13)
14 (¢F 1173mg) =
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HEZ=R94EY 750mg
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