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o AAFEL VIEXER fugeEros d9 2o EFLY
7] E5qste F 2P EE 15 mgd FrEA 2 S AST 43N AHE 2AR B
AN AL dutS S 20 H S YEE 10/15 mg 241 L EF EFA G

+ TS BRURATAN T, (ABAEU M) PR 1L ASAZ)HE
_]

Aol #3 A5 PA3E 14, 144 19)
o YA AFPlA WEZER(=21000mg) & 22X 10mg = dFxdo] BEFEY A% T &

ZHHbAlc 7 ~ 105%)°] tha] 3 FTEtE 15mge 2457 19 13 F71 HEFdshs Y43 AdalA 1
A frEA H7hase wolxgkel tiv 245 A<l HbAle Mt tis] tixT($1e) vl €40 AdF
2hi i)

- da FEA HrpESA wlojagkel tivl 243 Ao HbAl(%)H3 S AAT A, FEHFQ FASA
woj2z~gkel tirl 2454 HbAlc(%) WSS BAE HH(LS MeantSE)S AT -0.52+0.06, &I
-0.09+0.063 0.1, RAHE HF2o|(AFE-tE2TF) e 042 (95% CL 058, -0.27)%th. RHEEA T PPS 4
At FEA dnel Aol dlen 245 Ao AFE g FEAL 48F 7R AR AT FA2

X

of AT AMutAl A ZEad AN R oty ZEadI} FAE e, AEA
&

Aol A Bo® U A% 9 Gu2YEE 10mg GYA 3 oI EE 15mg @

1858< vla H7he AEokAs A3ex2 22k AR)dlM AFRAAES) 18 =&
2787 9dAl) 24 184S AR AgddAlA FEA 93] FFEAqs 79 F daIyS
2R FgeEs 43 A9 HuRItEEX(AUC, Cu)E 2IWEEY 5A Asta e o, 713514
U] 90% A1 T7ke] 80.00~125.00% olUZA HWESH o2 FHaHTh

11 AFERE
o AEW : vodA10/158 Y 1A (G2 YEEA, I
o ofg]Zgo] mE &7 (Pharmacological class) : 478§ Fd=oE
o g 7]

-O92EZ27  SGLT2 A Al AL FE. SGLT2E AAstY A goA AeHoz et AFFE oA

12. 719 2 AEA S



o 2% B FAe] WEAY A EAZA ﬂﬁﬁﬂﬂ%—/qﬂ%ﬂ%i Aol EekA g
o E9tA e Se W& AW (add-on 2H) DI 1 B B D1EBE) 13 3

13. A% A%
He% o] oL ORISR B e HEE} AFA A28 Tuy AR gz

2
N
oft
oft
kr
o

ad AT A ded v 2Fgom WY g
X

8AZE ol FE F IAEEY 126mg/dL o] =
75g ATEETHS 247 F @4 22T 200mg/dL o] EE

Fuye AYAA FY(ohe, B, APHA @t AFGA0l JoWA FAY FPEEY

*BEddaE 2E23E PHoR SAd kR 8, AEVE T 1)~3) T stuell dEete B¢ A=
B € AAE BEE ok AR FAlC A#E AASA F 7HA oS HEINE w2 3T

%
- A2E W AR - AAFAAFAF 23kg/m? o))/ AANEERE, FAA) Fre] e 7
T/ FEITENY Wedolo AAY/ AT ol kg o4 Aol 48/ 18 %(140/90mmHg ©]
T A B8)/HDL ZH2HE 35mg/dL T Ee SAAW 250mg/dL o]/ A€ A (Thdda

FEE, SAMAZE H/ALVARHEZ, BYENAS 5)/FRE TR0\, WYY FHY

AL ofe] 714 GE TH
Biguanide Ho A 225 A A metformin
Meglitinide AZolA ded E1 3 repaglinide, mitiglinide, nateglinide
. QadY g A%e Fo gy w | Sslpin o vildagliptin - saxagliptin,
DPP-4 inhibitor ) meolw m linagliptin, gemigliptin, teneligliptin,
=7, FF7 21 9A L. s ..
alogliptin, evogliptin, anagliptin
SGLT? inhibitor N ZEY AT oA .dapag.hﬂogn, empéghﬂ.ozm, ertugliflozin,
ipragliflozin, enavogliflozin
Sulfonylurea ARAA Q&Y Br) 2371 glimepiride, gliclazide, glipizide,
glibenclamide
a-Glucosidase inhibitor ARG T 4 AA acabose, voglibose
9l

Thiazolidinediones 2} pioglitazone, lobeglitazone
GLP-1 receptor agonist | SF7k2 &H A, A4 d&d E¥ % | liraglutide, dulaglutide, semaglutide
A, Aed g S7F AE A
| EERE EE YA, AR ded Ev F .
GIP/GLP-1 dual agonist A olzel pa 27} iz A tirzepatide
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05548 O/54%8 W AZE O 22E/4% A9
A §Eo] H5E Zv B Ao

22, $A) 9 % F(Drug product)

221 A7HAY F7 (FAA, AEA, FAA|, HolAd dHFe= B¢
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Aol e HFA F =T T3S A5 Y41 [YYPCT_YYC405 10119
6.3. HEFATGAF
AE i oA E4q .
A | (AR | ARS8 | O A ol % Wy A2 B s
=) <
A74% 4 AAAE d4o T YYCA05 B Foo 7+ gdAle B8 FolA @A oFEstd 548 wa B AR
Al LA
17 |YYPCTYY [AJAlo] & |F2H9iulg |A7s A [AdeF - YYCL05 @F-FAF | &3, |53« dF5 JoFdeEy] o
C405_101 |&H7F |3 52 409 |zl YYC405-R1, vtz | wat |92 E3279 Cmax, AUCtE H]
W& | AT &8 374 (YZ=2 10 mg AA wg Az 7stEAHl o] 90% 4lF]
554 o (23R o) ZoF2 : YYC405-R2, ]2 TZrel T54 ¥21(80.00~125.00%)
%) 29-3k 22 = 156mg A A o 3 Fat A=
FEAgE oA A@et 14 kA ¢ oS 19| mgA
w= gzok 7 13(% oA 28] o Fut-go] WA RS
24)e Eof H, FEQIAAAE AR ZFE,
X, TFEET EF AFTolAa,
B/ AE A T FE)
A HAEA Agke
6.4. 94N E
o T =
65 FEA % AAA
65.1. FrEA - FAHAE AL
o Y 14 A=
A4AE
oA | A/ | AL | gaEA EAq8E | F9U|H| 7]ELH Bt E A3}
Ad)
Metformin#} Dapagliflozin #¥-&2H o2 ¥ o] BFE3 A2Y T A5 thdo= YYCA05-T 571 HE&FEA Al F84 2 e ki) 9
@ ol olFwlY, A%tz FANNE, B Hw, A YA
3¢ |YYPCTYY|tW]&, ol |Metformin 2 ATl RS AEFaduA | Fad 0 248|184
C405_301 |&7+8, $19F|Dapaglilozin|YYC405-T (AT 243 |(TLO) 4% (12h Mozl oim] 2453 A<
oz, T2k (899 o 2 |Pioglitazone 15 + ARAF (1zh  71AA | HbAlc®%) st sl AldTe
g, By |dd  2do||mp), A+ 245) v H ks (VisitD  oi|l J | Z42F 9iok ol 9948 9%
v, AP EFES A2(1Y 13 Ty Metformin ANBE SofE T T Aol
dHAE Y e B (21000mg/ Q)| 5 T U3 A| . -042%9%% CL -058, -0.27,
2 2T YYC405-T Dapagliflozin|®<] HbAlc ¥s}|  p<0.0001)
o) 9o 10mg %
2t 9] o) 4|19 18] %o A
2499 QKA ¢ ol duH FAT AlRTA Y ROl NS ¢
A4BFAP (1913 14 & S, APA AL T EERE BREEE A
2384 A%, AR | XA R, A7 Aell, A8 A
A ARE AAL | SIS ROl NS wEA
ohdigoR QI Fob FuE W
AT 270021, diZ7 1211%)
6.5.2. YA YU4A F (Pivotal studies)
6.5.2.1. [YYPCT_YYC405_301] Metformin? Dapagliflozin & QW02 I3 ZHo] BFE A28 duW IAE
g oZ YYC405-T 571 B85S A 834 2 AP S F7ish] A oo, olse7He, 99 Uz,

Ao A, B v, A ddAP



o Mg =3
- €54 . Metformin? Dapagliflozin &2 o2 I xdo] A3 HA ¢ A2¥ T8 A4S o
FORE YYC405-T v %S 4T F7F HE&EFAT & YYC405-TS HbAle(%) 74 AF7F HoF thu] £
43E A%

o|zt54 : Metformin Dapagliflozin H& W02 g ZHo] HA3 =4 ¢e A2 d=¥ AE
OS2 YYC405-T Ee Hoke 4T F7F WE 5o F FEA 3 I #H7F 2 o)F AdZAT A
YYC405-TE 485 AHAA BE&Fo P= W fa4 3 g2 37t

AFEH A8 % 714 54

2 ALFAS, QIR A2
Ao AA 2EE o)A

TR uj A E 2497 o] AW

7
g 9 §3712, A9 98 o

fu)
rot
o
-
offt
b,
Lok
e
i
ox
2
0>~
rlo
N
frtt
M ol
)

7

o /4 W7 A%
- (HbAlc) Hlolzgkel 9 245 A9 HbAlc(%)(MeantSD)E Al &rolA 2+ 7.80+0.72%, 7.27+0.82%, thzTol

A Zb 7.790.76%, 7.69+0.86% % 2H, Wolxel(HE 2) tiul 2434 HbAl(%) WaFe RAH HH(LS
MeantSE)& A @I -0.52£0.06%, =T -0.09:0.06% A oH, BAH Hgato|(AFL-thx2d)= 042 (95% CL:
058, 027)2 tizzol Hal FAACE Fog Aol7h BEH A= (p<0.0001). AFATAA 245 thH] 36577
HbAlc(%) W3 EFB6T-24F)2 AFT 0.07+040%, TET 0.29+0.55% 0.1, 245 tiH] 4854 HbAlc(%) W
3} 2 (48F-247F) S AN ET0.0910.48%, HET - 04140.65% A<

ooty H7h A

[Z

il

ATH0-24F)))

TEAE, ADR, SAE 2 A& FAE op7|d o]duts Hd g NPTy izt 5AZLE #9
ol HEHA Aoks

Ay T Aol 13] o] YA FEYGES FATL 2498 ] AP AN A 738 A 111700] LAY
tdom 7t SAHCE Fo3 AolE UYehlA dkom tiFE AF v F5FoIUS. AdTlA

FQ FEo|utSS ‘RE QMHRE 7 161%((2/1241, 27), ‘BIE BHzY, ‘AA oA, AL

of, ‘AMAA 7 081%(1/124%, 1)+, TR o] dwke& AT oAA 5.65% (7%‘/124 3, 77), iz
A 1.60% (2% /1257, 3z1)o] AsA 0w 7t BAHSRE {3t Ao 3, FEAFHL
Ae. YIANFEYGE 5o T HgPg HA AQ FAE op/]g o] HAES NPT 1.61%(2/1247,
), &2 0.80%(1/125%, 11)&E +3F Aole glle. AEBE AldwollAnt 25 270 #FHloH,
194 Aol YT AA A JFANTE JdF Fol & GRHCE FoF HA(CS) o= |
35 B AR AE dezadAT gdHgien, 1 9 AR, AX= A A3 dHoZ {Fo37 H
ACS) 22 WEtE B AFUdAe s
AT (Part, 24-485)]

=
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il
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- ARAT) FoARTL ol 13 ol YYNYE JFES Tl F 219 AYURAT RO A%
9 A3

(@)
al
W
=7
e
o>

o,
o
>
oo

A=
AT 71 F AAAEE WM A AEA FdE frend A BAE

& (Non-pivotal studies) (21<F5F 3%



6.54. 71E+94A & (Supportive studies) (215t 313)
o AT Rl

6.55. 171 o]4e] AEAA EL& A5EH EHIA (Alekat 3

PG HS

o T ATNAY FEA 4 ARE THHCE Fos HgLE W Metformind Dapagliflozin H-&8HOE
g Mol EFET A28 T FAA HbAlc(%) Ta EHRE HHOE 4T3 YYCL05-TE FoI3t3

o, fef tiHl +E4de AFeA=

ek

tlo

o AFAF A= wlojxgkel diHl 36 F, 48 FA HbAlc(%) WEFo ois) AFF-AFTAN Zz -

O

52+0.79%, -052+0.69% = 24 #{FH A st a3 37|9} FARSE F£F9 Ayt BEEFYOH 4T

¥l 36 5, 48 T4 HbAlc(%) WshaFel sl 22t 0.07+0.40%, 0.09:0.48% % 245 W4 &HI7} FAG

658 A4 Ao P 2o & 2E
o F ATolAMY WY Y AAE THHOE BT HokS uf AT o] gwhs BIEL FoXT F

FAT AolB UehhA ska, FUF FEolMSe] WARA egrom YPAFA AA, AA
9 AR A A3 AFZNA YPHOE FoF MANCS)OE WAE B NPT 9L
o AFATNN BIY GAY TIRYL FAT A% FAL FEROINCH, FAHOE HUW WA
= O-LO_
T HAAM T

659. FJA-918l4 H7HCTD 25.6) (At )

S ge

6.6. 712 A R
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6.6.3. 7t A &3 7}



o T &

664, FFTH thE AR A

. AT A

6.7. 4
° Uﬂ

ol B AR A
EE,E_UJ(glOOO mg) o ﬂﬂ%ﬂ%iﬂ(lomg)
Ao E 3o

OEI FxA o]

W9 e 2AE AAFRY F5 o% 7t A °W1*M MH SdA & E3A
AETH F54e UFHAT
o AA &7k

AR A8 AARZA
o] ok thutaelEEzIH o] ok thulae|EERIH
v e gl BEFA7L 23t v e sejelEe] WHEFA7t 3

e Y G FAe] s A Fu o] dgxds A
FEA717] SJaf AAreH gl FEA717] s AR 9
TELHO HEAE FoAgh SEFaNe| HEAE Tt
o] k& thEEEEX 10 mgHt o] o2 tEe]E=2x 10 mgt A
72 ZHYERE 15mg & Folahe 2 ZYERE 15mg & Folshe
St A *‘49} Al 1Y 13] SAtolAl AAR} BAIlo]l 1Y 13
184S 5o = 9ok AAls 14 B9t AAe 23831
&34 Fett o=t
HEZ=ER thlgeERiles HEZER gulgeERioR
Fue dgRES T+ gle FHe Yg2ds T Gl
Lol Al o] ke iﬂ S 1Y 13] | EAA o] ke iﬂ S48 1Y 18]
a2 eE27] 10mg/ T 22 EElE thl=eEEs 1omg/ﬂg—§am%
15mg ©Jtk. 15mg ©]tk.
o] %O AFE AAskE A, o] ko= A8E AAIE 4,
L2 TERE FofdA BEH A ¥ e 2eElE Fofox BEE A
Afet BEE AF 3L £ 284 | AR B¥E AT L 75 £84

S8 AR S 9 AT disl o] AA | AR S B AT sl o 2A

Wstojof gtk

S Ad

o] of ol d gl B & F7]F o7
A% 7159 B7pL AT

AFA| o] F-Eestimated glomerular
filtration rate(eGFR)]©]
45mlL/min/1.73m20 3¢ ¢
A7l M 8% 242 FashA
%tk

AHHA o -E(eGFR)©]
45mL/min/1.73m*" gkl
FofstA] et

A% o] ok

W stojof Ak,

S Ad

o] oF Fof M gl o] & F7)|Fo%
A% 7] Wt AREn.

AFEA & 2-&estimated glomerular
filtration rate(eGFR)]©]

45mL/min/1. 73m20 **01 ﬁT

275l e &5 2L FasA
ot

ARHA] o 2H-8(eGFR)©]
45mL/min/1.73m?H| 2k A4 o] kg
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7. =29 AIE
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[E4 2] #3148 &8 AY 89

1 &5 Ma
SR ) Al F 37k 2023.09.27.
- 7 9 th410/15D 8 13 (thut  kikdaRAR] ¥iE
ARE8 B LT (Hi%i, gamy Ve 3.0(2023.11.16)

°F 17%(159.65mg) % Thot=

EXZE2RAY T3S 12.3mg(tha}

ZYEEHAE 16.53mg((F 2=

]
FRAEE AF  |ZYEEIINSEA 10mg), = =e ek
© 24 15mg)
o] of2 =Y EEXH Ve IYEEY HEFAVE AAT A2¥
a5 A3 (Fnd B4 €9zEe P77 96 A 2 eEan
HEAE T3t
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