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Sl gL EEx OEZXED 2L YEr  HEZ2D U= EEx
5mg 500 mg 2.5 mg 1000 mg 25 mg
12 13| 14 23] + 19 23] +
HEZZ=T HEZZ=7
500 mg 1000mg
1€ 23 19 23
HbA1c(%) N=65 N=135 N=141 N=137 N=138 N=140
Hlojaztel # 8.7 8.7 8.7 87 8.5 8.7
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2tol CHu| s}
(28 ")
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HEZ=20| &t -0.58** -0.51**
=50 ofjd] & (-0.79, -0.36) (-0.73, -0.30)
=t
(95% Cl)

* 2L EE[ 1Y & Y2 5 mglz YOI

** p-2£<0.0001

HEZ=0In dxdor HERH it 2ILIZ-ES F71HE

HEZZ0W duxd o HEQ/HeR FE2ot dYXRHO| E|X| Qfe oHAto| Chet 2L=EE =
71H 80| fFaMa AHEE 24 F X|£7|7te RIY-Thx AlFOM HIHE|QUCEH 24 FXt 2[L=EE
2 %/ CiH] {2|ot HbA1c 2| 7HE EIJACHRIS CiH|-0.62% H=h. EDH 2|LI=E ElQ| HbAlC
7.0% 0|2t =hMst SHXto| H|E0| I it O =Uom, Y iH| FPG ZAE -12.7 mg/dL O
ALt

HEZ=00 ADZ2Z2T QY| st 2L EI FI HE

HEZ=20IW AL=2|F2X(10 mg £= 25 mg)2| HEQRCORE F&Eo I XHO| K| Ys &
AHE Mo R 2ILIZEEZ FIMHESH 24 F 0|F =7+, 1 CHH| A|-0A 22k CiH| Hjo|Az}
oloz HHME WA HbAlc Zas 22 032%MEZZ20I0 ALZ2Z|Z2F 10mg HIEQE) X -
047%MEZE0I0 Au=2|E2T 25 mg HiZdag)e=z= Jost X0[E ERCLH H|O|AELQ
HbA1c 7t 7% O|At0l 2XtE CHACZ ZEQ HbAlc 7% O|2HY| ==st 2tX; HE2 220 H|dY

oo 2AE Hgez of ME0 FolE otelE sMMEZ=R D Hof
=2 Z2% 10 mg = HEZE= Aut=2|E2T 25 mg HiFLYO| Cist Z2to| hxp =+

L
n=66 3 n=42)0fM Z|LIZEEIS| F7HEE0| Chet 24 Xt #Hjo|x2telez EFE Ed HbAlc S
m]

Zas 9 ofH| 2+ —0.33%(p=0.0875) X —0.62%(p=0.0046)0| K C}.

HEzZ=TD} Qe S0 st 2[LI2EE o =7t HE

HE=ZZDI1} olsel HERYoRE FEo dYXHO0| LX| fie SAE Yoz ZIUa'Ee =
7t B89 fad A HHEE 24 F XH7|H9| O|5=7tE -Tix Al™HoM Bt QUC 24 F
7+ CHst o142l QB (Ql&l CtE Q&Rnt HEZ=Z0, Q&2ln mQ32|EHE, Q&2 HER
20 % OeI2EE) Cfst 2SRRIl FI7IHE2 S CHH| HbA1c 9| R2o[o 7HM S LIEHH




CHRIF CHH] HbA1c -0.65% Eizh. A8 YEUotH HiZLHo| M2 S5t 2M0A &l
HEZZ20 HIZQQEHEM 76%)0] CHS HbATc ZA Bt MM At [AMSHRILCE

2L EE et 2 ME otMd ATH(CARMELINA)

CARMELINA & ZOl= Cigatdst £

DBAF 6,979 HE CHACZ HbATc 9F AEIHA t

HEl 5mg(3,494 F) = (3,485 F)S F7t Fofot FEe| i AHFOICL O] HFE= 75 M| Of%

o At 1,211 H(17.4%)0t AMEHZES X} 4 Sta QUCH AFFA| O b2 (eGFR)O|

45 0|4 60 ml/min/1.73m? O]2FQ1 ZFXH= 2F 19%, 30 Ol 45ml/min/1.73m? O]2tQ1 ZHXtE Of

28%, 2|1 30 mi/min/1.73m? O|2tQ1 StXt= 2F 15%RACH 7| X AEfOAM S| HF HbAlc 2 8.0%0|

ALE.

XEH L|ZEF(EP-MACEL A R UMo| =
= St E CIXIQIZQUCE ME 53

St 2 O|F0ZT ¢ = 4= ¢ £
Y7t v AEEe MY Ee= XSd YI|AMEOH(ESRD) = eGFR 2| 40%0|4 X|&HQl AR
‘JO| I},
SYUCEN 224 FH 2 BE XN=0 F7HE ZILIFEE2 Fash A oY BE £
M A Aol fIES =O0|X| (UL 2ILIZEES F0f X %2 EFE K& M 2d Yo 2K}
ot HlD SIS M FIHHQl HIHLQ MENMOoZ Qs L0 gt !I™”2 J7HE K| LUCE
H 2. CARMELINA 79| X|2Z0f M2 Sty Gl 2HHE
2| =]
ZlLr= 2l gl ol ot =
ILF2EE Smg i (Hazard Ratio)
Iy B S (95% Cl)
CHALRE 2=(9 Nt CHAFRE (0 B
N RE 5=(%) 1000 PY * N RE 4=(%) 1000 PY
IDVEES 3494 3485
Uxt HEEA
23 "HitH=
(A ALY, 1.02
AN AlDZ 434 (12.4) 57.7 420 (12.1) 56.3 (0.89.1.17)**
ACOHIXEE g
£3)
MEaA 0.96
Jtcrio 255 (7.3) 326 264 (7.6) 34 081, 1.14)
HREY M3E M
Ak 56 (4.5) 20.6 135 (3.9) 18.0 (0.91, 1.45)
=
HXIEXN =ES 0.88
erx 65 (1.9) 8.5 73 2.1) 96 063, 1.23)
O|Xp ME Hgt
ot (AME 104
JNI=3 ESRD, 327 (9.4) 489 306 (8.8) 46.6 © 89' 122)
eGFRO| 40%X|% RN
A
= ojo| iLOr 0.98
DE ol At 367 (10.5) 46.9 373 (10.7) 480 084 1.13)
AMENMOoZ QI 0.90
ol2) 209 (6.0) 27.7 226 (6.5) 304 .74 1.08)
* PY= ZtXtH 4= (patient years)
 HEs5d B[O CHSE 95% C19| AotA 7t 13ELCH FS2 USSH7| et HESH A,
o CHAPAE oF HOA BH7FX| O 49| AtE7t LIEtE = ooz, ZI At CHAXE2l S22 A E




A3st DE €

[ R == Ryt

==

NI =

2ILI=EEl Al oM A (CAROLINA)
CAROLINAE AEZA IOl 7Lt =Ql=l SHHSFO| e X7

= | 2 Y=2HA} 6,033 2 Y2z

HbA1c2t MEEAH LY QXto| Ozt #F X|Z(83%2 A0Sl HEZZTI T8 2#S Zaho

2ILI= 88l 5mg(3,023Y) E&= SZ2|HIZ[E 1-4mg(3,010¥)E F7t Foigt FAQ| HiY AFo|CH
2

A CHAXIO] W HH2 6440|104, 2,030 (34%)2| A7t 70M £Ch DHO|ACt O AHFLCHAXE
Ol= 2,089H(35%)2 wlEatA Hot 2tXtet 7| M HEHO|A eGFRO| 60 ml/min/1.73m*0[2H2I 1,130
(19%)2| AZoH 2HR}7} B0 UCEH 7| KM AEfO|AM BT HbATcE 7.15%0| ULt

O] gi7te META ALY, HIXFAE HNI2QM £z HXYE L[EF3BP-MACDHS| A HKf Lol =

$o2 O|RO{T UK HEI B WA 2 HTSHS YSHES CIxFRIE AL
(o] 43 a2 =

HA == =
(E3)2 AYS S7HAIZIX| RUACEH A= 2HXte] HEZED X|20{ 2t FaSHA Lotz A LtERRE
C}.
H#3. CAROLINA 7o X270 e F MIELA AHAMACE) X YEE
k=Ll
g2|LH= - E 5mg 22|HI2|E (1-4mg)  (Hazard
ratio)

=] =
2dE

CHAFRE HEAH 2 CHAFRE
H°( gT =c= HCE gT /1000PY*  (95% Cl)

% /1000PY* %

CINES 3023 3010
UK A A
CHE-PCES

S P 098 (0.84,
(AlEEA At H| 356 (11.8) 207 362 (120) 212 .
XYy Mg, b 114)
AEH LHEF)

* PY= 2tXtE = (patient years)
** QUYH[O| CHSE 95% CIo MotA7t 1320 Y32 YSoH7| 2ot HESH AlA

bt

5 Xz 77 SHXIR7|ZHe] &4 5.
E R0F9| 309% CHH| O] &F FO{+2| 6.5

T2 2.2% CHH| O] of F0{T9| 0.3%0A LlstRACEH
4) EHANE HE

HEZ=2T

1) HEZ2DI2 1XH £ 2XHOE AR GSB0ILt BHoR OP7ATlE GBSEE 4T

EtLHX| B=Cf

mjo

Lt

2) 717t ZYSAIHO| HEET 104F X2t OFRA91F RO tHol 22 900 mg/kg/day 2F 1500
ma/kg/day | EHC= HAIZIACE O[2{ch FF2 METHMO| 7|==0t QMo 12 X0 5183F2| F 3 HiO|C},




O E2F0fA U1I_J+_E'|"f o E 12P0| SH= BIUEL FARHA 2 SHEO|A HIEZ=DI0f o5

(e]
|:|
Z=
=)
()

& FUISE2 BIUCE J2ILE 900 mg/kg/day 2 FOITH /A HEOM Y 72 Kts 850 St
ot= 0| BEEACE
STHSHHOIAH (S typhimurim), FHAF SHHOASH(OMRL HETMZE), SMA olgAl~ @ =)
L dH L ft*“)\l64 OreA SFME)M HEZZRIO| HO[YY 7sdof it SH= AT
24 SHES| EiS2 600 mg/kg/day 2| D&, = HEUYS 7|[E22 AU HEY| of 2HIE
FoiE o EHIEitE”'Oﬂ olsf Feh= A AL

O A B ARSI

[(1h87], $715 A3t A2(0~300)E%, AZI=Z2E 18712

O Azxd
T Az A = AA A
APALA| Z o}k E(F) el = A= HEA Ak E121WH4 23

O Az=4 WA : RUYUAN HEC PHARMA Co.,LTD

O 4aA A : Xiaba Development Zone, Ruyuan County, Shaoguan City, 512721,

Guangdong Province, China

2. FAEY  WEXEALY
O S2W3 : 20050831-37-C-34-05(10)
O AZ4 WA . Granules India Limited

O 4aAA : Plot No.: 15A/1, IDA, Phase-Ill, Jeedimetla, Quthbullapur Mandal,
Medchal-Malkajgiri District - 500 055 Telangana State, India

14 37tz @dste 29
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2 = e [t L d- 784 3| 3A|
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E%P_SJ'@ ?—__JX]- 2023.12.05. 2023.12.05. 2023.12.05.

E%%;]—’F?—:J_X]- 2024.02.05. 2024.02.05. 2024.02.05.
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[& AFRE S he| A]

o ARFEL 7S Bu=

11&5

& SAA(ESAEA) ] S7 Al HtgEo] Sl MEZER/EUSHE 24 WEay
A

2 2AZ B3RS M) A% BAHOR AR WEZZW AYE 24 BYAL, BUA WE B &
WA B BE O BEAS TE BN ZAE T BT o) A4Y
o ZRAEFOAPHS0DI THE FAHFEY AANER 7157HE B2 2R GAADe] §E Fols)
ANHZE 1L B 51000mgHTFAA) B 7F FEHE Y2 AU, BEAT 24)2
AZsgon, AAAAAATE A
A

- AZE AN EARNAN 85 U HE(F )Y HEXEU(FE, A5)E A4S 23 vn Fr1EES
(AUC,, Cp & 211 W3sle A Aty S o, 71skEFu&2 90% A& F3ke] 80.00~125.00% oW ZA
AESH o7 F58S YF3He

o ZEAEHT2AW2.5/10000 2] 1 % FAA-FEA AANARE I E

U v A3 w8ke A A (F A EHF QA A
5110008 2] 13)ete] HREESAAAEE AEsFoH, T84S 453t
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1.7]9 Ee wAd U N B KB
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o AFY: SCAEHT 0*1 W25/10008 g TRV HYe, MIEXERe]) 9 S A ey A A2.510002 2 13
FU=9d, HEXZENHL)

- AT gUsEE l ExEqgiby

o oAt g WE %%(Pharmacological class) : A7& FETuGFE

o FF7]H

- JU=e: DPP-4 AAZ Jadel T2 BE AdAstY A€W BuE /AT S591ES FAaAA
Yo %’:

- WEXZY: Biguanidedl =W AEAZ 2toAe] 2T WAHE ZAATL SFI2Y FFTFE LAY
i3 ‘E‘-"ﬂ/‘i«l T3 AH 2 8-S MRS EN dEd RTEE AT
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221 A7HAY F7 (FAA, LA, GAA|, HolAd dHFe= 44

o 3T =

222 $ALFE AFYE

iy B &INE AEA (OpH O®F O 7EH)
cEAE (W F9E2 B 71g) O Az45/58

05448 07848 Be3Nd O B2EA%A
APREe| H4H 49 WE A,
AR

B S/ 8EAd B 2HEDAAAATLENE O AEANZIAAEAE

R =
0 24401248 O BoRmaig/meR
=

o 2 O g4AE O 71eA

*ANPFEo] MAE A ¢ W2 JAIT
F ERAE  AANE, FUHAE, S 2ERIAE, 2884 F
* 71BN E - MAESEAY, 959 YATAE T
3. et Mof st X Z
31. 989 FE AA
.« AT s
32, &A| 9 ekE9 QA A

NEEHF Az 71 e/AZ 43}

A7 RENF 25+ 2 [60+5%RH PTP INY 7 1= O At
7HsA 40+2C [75+5%RH HDPEH/LDPE =} 670€ 3t 71 W AF

33. AAAE} 9 92 57183

o AFGANT e 71E Wl AeH Aed SRR wet A AEH 5 A1t Bee
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42, SRNFAE AY Qo (N 8

o T &

43. SA g AAA A

e (5/1000mg) [ejoFsE FES|7FALAAL 7] (A A A282A4F 5 A6l w2t YINFATHY S5
ZANHARR)E EQA T B x}g AZ W\A b

* (2.5/1000mg) [efoFF FES|7FALAA 81 [EE 1] F4o ZASS A& WA 7Hs

5. 2| &&of

k
o

A=

51. LA M8

o 3T S

52. YA Y

o WA FALY 7s7AES TUT S MY WelM EFAE MEshs AEAM AR

= = AZ @A
7Ve

53. dutFPNH(EE At F)

54. ¥+ £X - UAL- vl 23 A9

o FHET FY ASE W ANEE GUA SAGA 2ASel BHAY AR A BA

- A H3Fol 7 FARY VIS ASF SAHT GUA H7HAG) WD g aol WY o,
FY 249 £ BgA F2H} A

- TolokE FRSAATAA FAL AT ARZAUG B A6l m YHAPEHL oFelgo] B
A5 AZ 9 s

61 YA HARS AHHGCP £%)
o ) GCP AA 7]#olA 3

6.2. YZFANEAER N8
o AUANFRAAE: AHABEANE 27 2 HZESAJYINEAE 22 10 AZ



6.3. A EFA A E
o SYAETFOAWAS10000 2 1] AN T A B A7

AT %
@A | (M5/A 24 gzag | AEEA FoALF 2 B N7 B =
aq) K
A% 420 thgAolA ASTRL 3} ASTR2 o] B E-Foish BaAl AU-AST o WEEe] A oFESh B4 % QNS Wt
t7] 1% 3N, FALNA, 5, G3Fo, 23, 27], A JEAE
o ZU=HEbmg WEX [eF&3H]
271944+411000mg CguEYd 2 WEza nn
- /\]ang}: 175] %7]'60]'%5(](AUC[, Cmax)% 27
2 + AJU-AST: o}oFF(F), waksle] A AMestds W,
S ZelAeF oA TS 13t a g 90% AEF7ro]
d | | AR 5/1000% 2] 1% 80.00~125.00% oI, 55
ga | Ml g0 s | gz 214 ek 4)
v | auas | 3% ;;] 5073 - ASTRL: @=w| =AU SRl Foolnkg2 509 T 79
- - 33 . e, SU(F), EAEA | 93 oA 107A(thz=ek 4m(77), Algek
BB | 7PLOL| ., | A7E o (el $9670) Basel o] = ohg
=0 0:] [¢] 238 ¢ o\l —]—-ﬂ)\}\—]—-, ]F—FE
M || R | AR @SA o OV PSE 6ol 97 () =k
B | Tan o] op ] 220l 20k 3967, AFk 3337 2
o 10002 8 1A(HEZS H9lom, A4, ALT %7}, AST
¢ HERE) ) 9% 84 b sl
o & AeollA ARk 14 7h AT ¢ A4 4 1A,
= iz 4 14(F 24) WY = 4 2705
T3 Fo UG o2 WAIEHA] 9oke
473 490 tAIA ASTRL 3} ASTR2 o) 3 &-Feish Batael AU-AST o ©ERe] A] oREsty B4 9 Qe Wb
st7] Ak 3N, FEASA, A%, B3R, 23, 27], wEA Q3N E
o PU2YEsmg WEX [eF5 ]
=199 1000mg - WET =R W 7HEAALC,
- A&k 1% Ce 221 W33t A A
. AJU-AST: O}Z2oF(2), stAS o, 71sPE &) 90%
%’_7Ha %E] A E]"ﬁ— fe) /K‘] HJ'@ }\\_]E]:I‘LZ}O] 8000"12500% O]LHi
o = b ==
g | T ) 5/10002 ] 1) ad
g, | Az : (b 4]
49| s S| - dEek 7y e
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= ]:t] L =
Ha o 3;; - ASTR2: @T)SAeF o opgiRgolgler, %, BUN
%7} 23_27] T o] o w] 20l 2ok A] 9 Z7h &2 W, AAL ofdglo}
A 100088 1AM ETE Al 37 2 1ol
@ wl g Ared) ZUIR olahhg-e WA Ugke

o A 2o] 3 AReF 14
e Yo 2 14 29)
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v

o STYAEHTLAYH2.5/10008 2] 149 Ww &S FAR (hxek SYAET2AEA5/10002 2] 1)
- YRR E ANT AL nFFE AAG1000mgete]  TofefFESAAATIE] (A AL WE HluEEAY

= T
oo, gz 23l s oo ut T AsRM A=t EsH e ASAAF



6.6. 7}AAE

o 3T gl

B ‘3%7}-“»10% EAE ex'"/] 7 ek 2AG AT BekA o] ZEEIE 93 kA - SEA AA AR

YVHEE, A4F 2DANEAR 9 NS IARE AEsiden, A9

Q8T A9E Bz @ ase LHAE, 4F 20

~

A, AA F53 7157bE ddA HERe 3t

S =A% Ay, vl P EXI(AUCt Cmax)E 21 134_;&—5—}0:] EA HI’JO}%} Uﬂ 7188 #1129 90%

o
AW%(S/looomg)ﬂr EHZQF"J 71017}%. FEEUSHE dgA ¢ mEX E{Oét%w%ﬁ%) SUANE
2x2 WANGO R 7+ 184 AT AAA AF A I ATF ?04—6‘}04 2o dF =
v H7HFEA(AUCE, Cmangs =23 HEste SA Agstds o, 7shEdvg&s 0% ATkl
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