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1.3 A5 %F5E(DMF) Ardt

O =g FE2ZERAYET3E
- DMF 5% 3% : 21-9-ND
- AlZ4Y : Honour Lab Limited

- 2AA] : Unit-1II, Plot No.4, Hetero Infrastructure SEZ Ltd, N. Narasapuram
Village, Nakkapally Mandal, Anakapalli District, Andhra Pradesh, India

- DMF 5S5WH3 : 20050831-37-C-34-05(9)

- Az

B
of.

: Granules India Limited

- &A1 A : Plot No.: 15A/1, IDA, Phase-Ill, Jeedimetla, Quthbullapur Mandal,

Medchal-Malkajgiri District - 500 055 Telangana State, India

_3"_



14 37143

1. 0] YUES STHOAUE ‘KH=HIOIE 100U I (AEISEEIQIAIXFI2) 0| 248 E5 Al
060687152 =£D|2t0| CI2E S0 EHOHSIAUCHE ‘SSIZH SRIA'JF MEE 9IHE0|H,
Z=D|210] B2 ED| Ml 0] QUAEZES THIHEH B LAY M76X0 M2t Z2=2F It
FHAE 2 U=

2. 0l CIHE2 EZFIIE AT S5-It SHOALE ‘ZADIE10Y | D (CHIHE2IZEZ 8
T2O[2452)' 0 25t E3 H23597995 2 2 S 10| OtLI2ts ‘SH2H EIA It
HEE oAz

15 MEFA ek A A7

O AT =
1.6 TYFAAAY3] AE A7
O AT =
1.7 AHHAE
O NI
1.8 AEH
) 7= kAN F-EA A ZHYAEY | AZLEAFAT
7+ B | E5Ir}
T A= 7+ A= 4 A= 71 #48 A5

AAHLA}F | 2022.09.21.

B394 | 2022.12.15.

2022.12.12. 2022.12.12.
U=} 2023.05.08.

BOAS | 2023.03.24.

2023.04.03. 2023.04.03.
=} 2023.05.18.

HZA T

° 2023.05.22. |  2023.04.24. 2023.05.04.
SIpd
[EY 1] ¢HHAZ-FEAQ 2 7E 2L AFYH AA A3

_32_




AGHE A AT

o]
=

71&

[X-" EXE %E)

Z.E
T =0 | o
i Ik
X ) o |o]o
= = HEE
‘w X
\O x | x
— = =
22 oo
W = I
[D ITe)
5 + | % [
wﬁ.&a ~ 9 )
ﬂu.__. . ]
X = R
M -
£3 EI T
o T
< X T -
HW\ ~ AAX
RN iof )
% Ne Urm/u_/xxo
o E o
zf‘m‘l;ﬂ:ﬁ_nol oo
T2 |« s i
‘Nﬂ‘lr_u ‘\llxxx
o ® o - %
T M SEEEEN
~ h°) g —
< H 2 7l& o
o) O 0|® —~
W_Hlumo Urmvooomx N
Muz,_ mm/oooﬂ o
,A.o_.L \?u_/AAom il
= L4 =
EWLH ZW/ o2 = )
.AL.A ooAAOﬂm_M EWH
- 9 %xﬁ@CWﬂ M:M(
1__/|uf /\Wooomu% XH__M
B ﬂ.na/ooowaﬂn qow_lzr
o e = 7 » Wox o B
5 O Ao b T * <N 63 .
~ - o e _
e ST AR » M R
o o = —totofs 7 = LT X & W oM o N K
o o e a8 "o K m ~ w 7o el T rJ -
- ~ ® m_xqm_.%LJWxﬂﬂmmM_.Jmmﬂ T ﬂ_w.‘_E
O _5.& anﬂwb g_./Gﬂ}l]‘.l_WLﬂa‘._loU Wﬂ HHXM\._WLX,HO _.E_/ﬂu ]ﬂA_l
i ® M %%aqﬁ@%%%@Lﬁﬁ@%ﬂﬂﬂﬁwy "
s | o %E%%ﬂ@ﬂﬁ@%PW%J@mumuxM@ X
i m o o EzﬁwmuﬁmﬂAﬂwu%ﬂ]amomo@wagﬂ
I P e B oM N o OB L « H o T e P x w ™
o sl i i b3 L o 1__A%ﬁwAll,A%
ﬂ..ﬂx %ﬂ otzvuw__]zfz_ﬂ_J%u o Em Aﬁ1_1r,_ﬂ
<| B L et ﬂﬂﬂEZTLﬂM%mom.xm.x@%i.ﬂw%
01271\74\3)) AE%xEE; o g P ar
S 5 & %%]_ﬂ_zf%m )
© N © ﬂﬂ]ﬁ%ﬂwﬂ
o 4 = & 7AE%%E
N o) "o o
5\/0))1ro
= o -
—_
37

- 33 -



A

7

)
el

-

g4z

SRR

jzel

s
o

5) A=

Ay
g
g

ny

—_—

N

25

1

._OL

)

2l

5. o2l gl

EARAE

7},

AR AEAR

_

[e}

)

iz

@74

were] 4

. ¢

, WA B A AR

I ol A

2]

oA T T
pal ST S 5 R

25

._OL

)

2 Sl

iof
Ay

}b]'

St A HILA

3]

1) A=Al

HIA

3]
=

HPK) A
5}

3
3

Y HILA

(PD)

1) o

R

7) Zd71249% A

. 7tuzls

ACEDIRESE I I

A

!

)
el

x
wjr

59

8. T FAAIESY HInAE 9 F3f ofF

_34_



[ AL} B &held]

o NAFEL 787} 2 E 23 GA(ZEAZIA)Y s7HAE e W H] Qe HEZER + AES +
oz 27 34 BEaMS 2AR BAESEE M) AT 5H o2 At 34 EFAY
[5/50/1000 mg]

o GHA-FAEAN A ARE I AR FA eV GLA[EATPEI0E 2 19, Fmot2ESAUTHF) 3
A-rHl o100 el 17, = ol 2H(F) F A 210008 2 2R ARA, WA(F)] e ERA
AAAA) 7+ G8 Fo] A A EES AW 2 AE 2AgA wT g QATFRIA, A% 27) A

7

al

i)

N
o
>,

- (574) W&ol TdAl s7FAel HtgdEol Jlom, AEd dFEPAM FAA] SHEFol AAHE HE
o]

H7b AT Y, [BE1] F2 2 CIFESY SHAYIE, AURAIALE 3

rojobZo] B A|23 0
uel A5AE WA 7He

- (o) 71E7F FAECE TAE EAARA, Y FEEe] A2 YR EAE FUtEH flon, TdA
&7k O] & aWe] SYHo e B4R V87 ¢dA HEH A=}Y T84S 4S5 Y 1S
Azstdong TookEo] FE&7F AuAA #4, Rl 72 @ A82A4E ZAZ F2&(8Y) o

A3 A8 AZ AA s
() VHARER AAARE A7 R FARY O
5/50/1000mg(24 o) 7+ &
* AT FFAA A 1€ Ao RS F(MEZZUINY AYF oA 2000mg)el tha 4 173
- tzo ALGE ZAYS FHMAR BEaol s1AH ol _
A8)E T HEAY FAAH FHEF] TP o] Il UG 14 AFAIH A B ARE
A% 94
2374 BEAE okEATALS HUlEAE ggtol, AAA) AEE 72 AR 3 A5E E¢H o AED
A3 PdHoz foleld fEYE AL AYHA UE
o ABAZ W} A5 BYYFoE AT Y4 1A J15) BUAA BT AFERA oA Y4
Baa) 7t BEAS AZIYL(HD).
[5/50/750mg]
o ToorEe] FESILATAATY, [BE1] 34, OGEEENAPIE, A72A2E 2 [EE2e2]d] wat
WEENFAEE AESH o, B x%(5/50/1000mg)F 553k =
[5/50/500mg]
o TolofEe] ERSMALAATE, [BEL T4, SFEFEHA
B8N BARE AZE 08, t2HE/50/1000 mg)Th EEAAS

ol
oX,
o
fins
o\
ol
ol
rir
ke
o
LY
ox
o
24
i
oft
ol
e
bl

f

oot

71, A7zA2% B [EE2002]0 whet

f

(et 2 H 9]

o« AT e
1. 7|19 == g 2 JjeEd Qo e A=
11. AFAHE

o AFW . AvagARAE5/50/500¢ 2 1

_35_



AT MA5/50/ 7508 2] L3
A thab ol A uA5/50/1000%2 2 L
o g Ago] w2 EF(Pharmacological class) : 778 FFutE
o fAE V1A
- =g E23 : SGLT2 A Al
- NEFEHE : DPP-4 JAA
=

Y94 : Biguanide

o 2AHFE Akstd WA 5/50/500mg, 5/50/750mg, 5/50/1000mg-> AEb=
ZEAYETE U HEXERGNES Thete A2d Bl Ao d9

=
2 L5 REAR, sl fBgos BeuYe FUAA EIH

13. A% A¢Z /8 9 X8
o NA HEZF . o e YIFYZEL, NEEFY
2 3 3

PIAZ7) 93 AR 2

oot

M
L

2. TxAM-Bal5teA M W MBSN MFo| BE X

21. 959 % (Drug substance)

211 AR

Aty 744 722

ABZHEGNE | CuhsFNOsPHO | [ |

38 MW 5233 T T N

-HO

gz E23 CuH35ClOg
TEAS5HE MW 502.99

Ao
HO OH

1,0

NH NH

CHyiN5O5-HCI HC\_ w
MW 165.62 7|\ ! NH;
C

_36_




212 4EYGFFE NEFE

w o ny ny

N W ~ ~

ﬁum ] ]

KR KR KR

o I

[ o O g o

_H_ .

W wy of (W

R e " < CUN -y
Dﬂ%ﬂ D7%% Diwfj
weg 02" | 023 &

Mg M G [M  dox T o
o K HTE wA/ ﬂMO .A.__v HTE ﬂMO Atl E.E E_.U AT
T (TR T in W ) T
g ~ N = No _&n ,m_ﬁo/_ni o o RE <
Dg¥# opoZ* goX*o i SR

@@Hu MM% @. " = or

T zo T TP | = mZ
ag & a Pﬁﬂ,_ww = B
Dw 2z 072 _ 0P o o W
RN | g N [ Zdo N xR T~y
Sl RIS R L . mie)

X = ] ey ] = _~ — [
n_mo_qu .fw.ﬂuumo% mdﬁumox = ._M N
< B N~ SX<X N N T UJ
SR Pyl By b By 3 =
GRS R e o Og®
= m g = ok |2 b A = ok |2 by Ao = ok _ — 2%

) B o W %o ) H o O o
R R B i A P TS X X
@.WZ“_D @._ulu. @._HZUD s X 2Ry
m 2 imT im e T

—HOBE | THOR | e R z.

Bty Bwcol Brecal 9 =< o m ok wy

20T N AR k[ T M AR g% TN AR | S \5} Pl
% B | U e % ROl e o = 2o
A X ? < A < ~ oE T~ R

I IuN g I g el S o - lo@vDMﬁ
" T (- 3" He o op  of m_X
) Moy eu o " 5 o — B
aaduuﬂoﬁ Eeﬂuui n| Br .m]ﬂ ~ o " | w2
iy < ] (ks B = G 3 | A

A i o " 7o X e

) = M u = o (2w T
< w Ml = o N ° o BEOT

N (9] N

O 71848

_37_

O]

2/ AA

O SHEFZAE /e

3]
o YA=A

i

Ay2

g,

!

A
s

1

°
il

&

hul
S

=¥

A#

B 2FED)
[ A=SA/EEd=dA

O =

3
=

|

0 24401843
EEEAN

=A

/&
A ES

[
N2 HFE 4 WE A

AA A
0 ¢2&5A9

I

* 71EpA




3. et Mo

il
rok

b Xb 2

31. 959 %E AAA

. Y ge

32. A FE A

NEEF ANgz4 4719 H /A4 A3
B RENT 25C/60% RH L
= H =% 71 & 2 3t}

33. AAAE W =9 Fr1EF
o 71987, AL(1~30T) BT, AXYZRE UNY

34. A @ AAA 9A
o MM A A3 7|E U AT

o AEdE AARA web AH A 5 AR B

-

S
—

A=
o [OorE T FANY E, (AFANFLAA M) Adz(ETA N i AAE SHANE 71E) AAE

2 A2z met A8AZE WA 7Hs

N
In
0z
=2
i

= A

of
o FAET Y AE U] ALE DYA AT 2Ask] BHAY A= A
) waE Wgayel wysel gom,

data gdAl e §7kAk

lo
N
Ko
AR
1
olo
o\
::l‘
offt

- TookE el FESVFALAA 74 (A FYFEMAA TA) [EE] F2 9 A28FA4G0] me AEAE

6.1. YHANBARY AFHH(GCP &)
o Il AN U4, GCP F4

62. YINAAEH L

o YRANFARAAE Y 1F 18 AE

o

_38_



6.3. FEFATGA

=A

ok
(H3/AgE
%)

NR8H | TR

o4
iy

Rl g g Wy

N

S

B =

1. A7 Aol A HCP2001
29w 4,

a7, D3 T,

BgA wEEe 9 24 9UAle §eRe] A oFE
23 AAAH

=i

fa |
== =

Jlm
o

QF

A

<l

218
=

B 7}t

4

D

o

1

HM-DATAM
-101

B

<!

A E 3 A3,
554 |9 )
2X2 A
A wEE
o A%

,|PartA

il

A

pd

3

5= 369
g5
B

PartB
5%
g5
LXK

A& ek : HCP2001, 24

*

=<kl : RLD2007, 174

*

ojzeF2 : RLD2008, 17

*

of =23 : RLD2102

*

Part A :
13] Fo
Park B. :
4 R F 18] Tl

Iy

5/50/1000mg =) Al

FA7Hg108 ] 23 (Tt
ZYERAZZ AT LS
3H2)

Ao} 4100 2] 1.8
(NEF2 BRI 55HE)

FEAIGA A 2~Y 1000
PaBAYHHEZZR
g4 24

a3

2 71 8

ol

2o

b

7 A% 8 2AY

f

[PartB]:
Cmax
T3to]
1.25 Atolo =3

|53t
[PartA] :
122kl

=y
54

qF taIgE24,
HEX=79e AUC,
Coax B 7188819 90% A1E
T3]
1.25 Afele] =3+

ol
=

B771

g3 weEx=ve AUC,
=% 715 e] 90%

=y
54

3717)

A

=4

0.8

A=
0.8}

=4

67. 44 Ag AAASA

* [5/50/1000mg] 73+ A

* [5/50/750mg] fglgk%%%*é
v+ A Al(5/50/1000mg, T
* [5/50/500mg] "o FEF 71 xﬂl%xﬂzﬁc}

13 A#(5/50/1000mg, FUA WL F5

[e]

14, A7 0b 410098 19
AHRE 4 9T daEnE
1 vk x-]] ;(-]] 2 2

]E_LEU

o
.

L

okal

G818 [ ol 2Tl

]71—

90% Al & T3t
Algekel

7(
&y

A5 B B ol T
2x2 WAANGoZ AZFS

]2

A0

g 3l el

N
9 3

3

=

S XA

9

Atk a4 5750710002 2] 13
41022 1P 2 S 2R ZEAY L 535)
ER=aed
TE A T3
g 23, WP 7tEEA(AUC, Cra)E
o] log 0.89141 log 1.25 oJW &) AE3}A 0
At A 5/50/10008 2 2 (22 E237, AlEt2YHE, b
A102 8 1R (G2 EEN ZE AT L5 E)[F ot~

AN o7 ﬁ%@ Al Al

14 g

o)
=

1%
A

Al
~

Al

=
=%

o)

= 5.0
2 55%¢s ¢

_L]_x] ol ~ o000 ;ﬂ j_all }ﬂ H]—Z—l( ]

%)t vl

g

<)

ol
=

Al 0]

4 H]

Bl

_39_

3 A @3 AT Edsie] o7He dF WE

;5242]011 et AEe H
1ngs b F53AS

EGAUZIE], A obg100E
o~ glooouhﬂzwiﬂm(wllaé 14

AT Fodte] 339 dF tvuIgEE, ¥ Ag
21 Agste] A Astie W, F7A 2

ﬂﬂﬂﬂéLlﬂ¥mﬂ@w0

i
B
r:‘—l

A

AN EE
SN

LEEAN P

>

N
-

ol i
re

Y
)

b oo

o®
[RUTC

=

ZoA SA



A A AR A AR A
o] & Tz EE, Ne2ded WER | o % e E27, Ne=dud HERE | 3%
% | 299 WEEAVF AP A2¥ duW A | 29 HEFAI} @%‘J A2y Fuy A
a3 | o 9 2HS PN A AALH 2| o ¥9 24 FHAA] A A 3
LEaNY HEAE B LEane BxAE B980T
FFumamol gloja o oo A &Fe o | FFuayel lojA o] ok AR &S o | ARHF
HFY 202 10mg, AESHEOZA | JFYZ2HOZA  10mg, A]E}:L%F/L_ii 94 97])
100mgel®,  AwA  dEz=ugade | 100mgeld, AW vWEZ=ugagde
2000mge HA ¥= HYA 2 e FA | 2000mgS FA Fe WA 4 B A
Azay, 84, WFES uestd AR | A5LH, FE84, YIRS st AAS
= =3
of ke MEZEOR AF WA o4t | o] o WEFEWENAOR AF WA
%—% Zo17] S3lA Atk @A 19 18] = | ol dutE Fol7] HslA AAket A 19 1
AY Aztel Hgain, WEZERY §3F | 3 HES AY Azt E&3H, WEZET
1@_01 2o A dAHoE §FS 2HF | Gude SFxHol JQF A dAFeR
=3 43S 243,
o] oF 5/50/500mg, 5/50/750mg = 5/50/1000mg | ©] <F 5/50/500mg, 5/50/750mg = 5/50/1000mg
ABAE BEate Ae 19 13 13 248 | AAS 583k 4 1Y 13 13 23S
49t Bgg
HEXEUY Negdrle] WEagon FE | fEXZVGMAT ANeEHEe HEayo
3 P2ES T & Qe A o] I AR | 2 FEI PRUL T S Qe AS o &
4Fo2 guZgEE7 10mg AeEHE | 9 AREFoR gaZYE27 10mg AEe
100mg ¥ H& F WEX=29E4Y &%F | 9" 100mg ¥ & U WEX=ESE
TE oo A5gHoT ZHI} §FS FAY | §F EE oo ABFgHoz ZHI} §FE
=3 T,
gz 23, ANeEdEy MEXZEY ¥ | o2 S22, Ageddd WEZE A4
LamolA of oz A= FAolM of | A WEARA o] ko2 HFsHE Al A
oko] §F & 7 AR 7|E FoFent o] oko] gaFe 7} JE9 7|E FoFo|th
02 dQAsAE B4sitt o] oz MG | g2 IGASAE BEsit o] oz [
£ | BAbell A o] ko) bHA P FEA L 53] | BAlollA o] ko) dHA W FEAS 5H3I
£ | WHEA gyt 89 2d9 ¥EE 438 | 3EA ggt €9 _ZJQ.A wsls fud

7] Wl A28 T
omE WHE 7o e

o
ool
=y
lo
i
=
e
i,

-~ 2 Q&
ek o
rlr
N
2
o

S
T2
2 A d
i ol
=
> =
oo — Mz
)

2 e
(3
o
foi
ox
&
2
2
ox
rlo

©
b
:s
&

)

M7}6}L 2ol A

Aol gz}l 1’415;

2] ok},

ARTA| o #}-&(eGFR)©]
mL/mm/l 73m? w]gko] 1

SC

oi_4ﬂtﬁ;oﬁolr_lm3rz41m£3££

o, o}: ol X, of\ ﬂJlO

o © X O rr 4
ol
ox,
lud
ox,
o
o
N
o
N
Ho
2

-
= o
i
X
T
%
>
5

=3
ofr
ol
R
o
Ol I
i
2 m{u 2

N
E—r‘
o
o E
[e]

ox
rﬂ
:1

Foha fAE AYe

4o okge F4
EHEHH“ %271

ox x Mo
o
ofr
I =
o N
>
oot i,
M
o
facd
e
OB}
1 )
SR

Fol £ 2502 4% )

45mL/min/1.73m?
afol| A ek
S 2 w3

A7) W A2y daw FAe X FeA
ou st W3tz Fo ﬁ% ZYEH 3tllA
o] Foj Z o} gr},

Mg BERE FAS] 98, o] e 2IA
BEAY ZAY A 23 dAk S
oko] BHASEA GalEo] HoE wAdE
ATt o wiAdeE Edo Eo FA
o] 2= A AR M &R
Hh itk gheF xlyl o] <ko] Uiw FollA %
AFAte AdE HEdgeos By AH§
98Re ddo] HH3] 2AHYL YA H7t
stojof ST AREAY] FeAME b by
o 3 F=x)

B3

21 7o 2}

o] oko] fEA H HAL A5 Wt ¢
2y A7se mE % ZHo] Fosleg,
o] ¢fF B A g Fo T Fr|Fog A 7
5 HWrhske Aol AFHT

AZY A FAe U &7 24
] O]—E],.

A AFA o 38(eGFR)e]  45mL/min/1.73m2
o]4} 60mL/min/1.73m2 w]TkQl FAbeol A ek
dol £33 fAtS 8-S S/ Tt

HE%&L_u_rlr{y

48

rlo

—-

_40_




02 4% et ¥ A% o 48 FA | 08 TS Tt ¥ A o %o 74
AE F MEZEZVNGNEY &Fxdd 93 | AR F VIEZEREMA] &F2d o3
AHEE Aok A F Aot
Mg HMEZENEAEY AZEFL 19 1| ARYE HEZZUENEY ANFE3S 19 1
3] 500mg =+ 750 mg ©o|E g, o] %oz & | 3] 500mg £+ 750mg ©]BE, o] o7 FEd
AdE AFEAE SET MEZEREAAY | & AFAE o "tk WEZENEAE] ]
19 Hdf &2 1000 mg o|th. o Ao &2 1000mg o]t
4 AFAd}&GFR)Ol  45mL/min/1.73m* | 34 AFAIod 3H-&(eGFR)o]  45mL/min/1.73m2
mRto g Astd A o] O FAE FA T | WHoE AstE A o] F FAE FA TG
stefop gt} A7 3~67HEnitt WUlEo] | stofok @t A7 3~67H vttt HrlEo
of gt of gt

7. =2 AL Eol &S KR

- AT 9

8.

I FAMMEZe HRAE H
o 529 410/1002 2 LA 9 A SH(F)],

Gl =H(F)] s A=

2l
4

I 2letE S2f Sdol &st A= -

FON PR 2ESAUIF), A2 20

_4"_

\:lo]—

oxl

[

&

pud

=



