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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

DISSOLUTION OF GLICLAZIDE IN METFORMIN AND GLICLAZIDE SUSTAINED RELEASE TABLETS

Tittle
Product Name: GLIDE-M 60/500 | Batch size : Not applicable
Batch Number: G1722093 Mfg.Date : Oct-22
Stage: ROBUSTNESS-HIGH DISSOLUTION MEDIUM PH (Ph 7.6) Exp.Date : Sep-25

Each Uncoated bilayered sustained release tablet contains

Metformin HCl BP -----mmmmmmmmmmneae 500 mg
Gliclazide BP ----------nmmmmmmmmmaan 60 mg
‘ ’ DISSOLUTION OF GLICLAZIDE - .

Instrument ID: ST/QCLC/006 Balance ID: ST/QC/EQ/041 WS No.: ST/WS/22/040 |% Purity (aib)
Dissolution medium : Ph 7.4 Phosphate Buffer
Volume (ml) 900 ml
Speed 100 RPM
Time 2nd,5th and 12th Hours
Standard dilution. : 66.49 mg to ---> 100 ml to ---> 5 ml to ---> 50 e
Std.conc (in ppm)-66.49 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Test dilution .: One tablet to ---> 900 ml to ---> 1 ml to ---> i
Test.conc (in ppm)-66.66, 1 ml to ---> 1 ml to ---> 1 ml o ---> 1
Conversion factor 1.0000
Labelled claim 60 mg

o
Gliclazide 2840070 2840095 2841235 2840494 2839236 2840226 727 0.026
With Bracketing std. 2833446 2833345 2833986 2837738 3482 0.123

Unit-1

553756

11.67 19.45 0.22
Unit-2 521992 11.00 18.33 0.20
Unit-3 490483 10.33 17.22 0.19
Unit-4 520052 10.96 18.26 0.20
Unit-5 478156 10.07 16.79 0.19
Unit-6 10.63 17.71 0.20

504391

S

0.560

46.6

Unit-1 1435138 30.24 50.61

Unit-2 1347909 28.40 47.33 0.526 47.54

Unit-3 1244931 26.23 43.72 0.486 4391

Unit-4 1350481 28.45 47.42 0.527 47.63

Unit-5 1277550 26.92 44.86 0.498 45.05
1271585 26.79 44,65 0.496

43.9

94.00

90.9

3.2

2654931 55.94 93.23
Unit-2 2590544 54.58 90.97 91.70
Unit-3 2483147 52.32 87.20 87.87
Unit-4 2452599 51.67 86.12 86.85
Unit-5 2580335 54.37 90.61 91.29
Unit-6 2644247 55.71 92.85 93.55
Calculation formula :

Drug release in mg / Sample area x Std.dilution X Purity %(aib) x conversion factor

tablet Standard area x sample dilution X 100

Correction factor

| Drug release % in respective time point / 900 X 10

Acceptance criteria:

Drug release in %

Drug release in mg /tablet x 100

Labeled claim

% RSD for Dissolution of six sample preparations for Fianl interval should not be more than 5.0.

Analysed by :

Date :

C.K.SARAVANAN
16-10-2023 \

ol

Checked by :

Date :

v
K‘Xé‘:\




~=
Gl

GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle - ﬁISSQLUUON OF GLICLAZIDE IN METFORMIN AND GLICLAZIDE SUSTAINED RELEASE TABLETS
Product Name: GLIDE-M 60/500 Batch size : Not applicable
Batch Number: G1722093 Mfg.Date : Oct-22
Stage: ROBUSTNESS-LOW DISSOLUTION MEDIUM PH (Ph 7.2) Exp.Date Sep-25

Each Uncoated bilayered sustained release tablet contains
Metformin HCI BP
Gliclazide BP

ST/QCLC/006

Balance ID:

ST/QC/EQ/041

% Purity (aib)

Instrument ID: ST/WS/22/040

Dissolution medium : Ph 7.4 Phosphate Buffer

Volume (ml) 900 ml

Speed 100 RPM

Time 2nd,5th and 12th Hours

Standard dilution. : 66.49 mg to ---> 100 ml to ---> 5 ml to ---> 50

Std.conc (in ppm)-66.49 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Test dilution .: One tablet to ---> 900 ml to ---> 1 ml to ---> 1

Test.conc (in ppm)-66.66 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Conversion factor 1.0000

Labelled claim 60 mg

System suito g EA D in
Gliclazide 2840070 2840095 2841235 2840494 2839236 2840226 727 0.026
With Bracketing std. 2839077 2838028 2836176 2839301 1596 0.056

Unit-1 602145

Unit-2 728725 1535 25.59 0.28
Unit-3 695541 14.65 24.42 0.27
Unit-4 542508 1143 19.05 0.21
Unit-5 542180 11.42 19.04 0.21
Unit-6 702746 14.81 24.68 0.27

Unit-1 2052957 43.25

Unit-2 1785521 37.62 62.70 0.697 62.98
Unit-3 1818976 38.32 63.87 0.710 64.15
Unit-4 1477347 3113 51.88 0.576 52.09
Unit-5 1476772 3L11 51.86 0.576 52.07
Unit-6 2021474

62.5

Unit-1 2673017 56.32 93.86 94.90
Unit-2 2542029 53.56 89.26 90.24
Unit-3 2539847 53.51 89.19 90.17
Unit-4 2637910 55.58 92.63 93.42
Unit-5 2637217 55.56 92.61 93.39
Unit-6 2492175 52.51 87.51 88.58

91.8

Calculation formula :

Drug release in mg /
tablet

Sample area x Std.dilution X Purity %(aib) x conversion factor

Standard area x sample dilution X 100

Correction factor

Drug release % in respective time point / 900 X 10

Acceptance criteria:

Drug release in %

Drug release in mg /tablet x 100

Labeled claim

% RSD for Dissolution of six sample preparations for Fianl interval should not be more than 5.0.

Analysed by :

Date :

CK.SARAVANAN { \/
16-10-2023

1o\ > 7

Checked by :

Date :

/
vv/i\m
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle . METFORMIN AND GLICLAZIDE SUSTAINED ELEASE TABLETS
Product Name GLIDE-M 60/500 Batch size : Not applicable
Batch Number G1722093 Mfg.Date : Oct-22
Parameter ROBUSTNESS (Effect of variation of Dissolution parameters) Exp.Date : Sep-25

s 5
Instrument ID:

Each Uncoated bilayered sustained release tablet contains

Metformin HCl BP ---nmmmmmemeeeeee 500 mg
Gliclazide BP -------m-memmmemeeemene 60 mg

Dissolution medium : Ph 7.4 Phosphate Buffer

Volume (ml) 900m| with Paddle

Time & Speed 100RPM

Time 2nd 5th and 12th Hours

Standard dilution. : ‘About 66 mg mg to ---> 100 ml to ---> 5 ml to ---> 50
Std.conc (in ppm)-66 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Test dilution .: One tablet mg to ---> 900 ml to ---> 1 ml to ---> 1

Test.conc (in ppm)-66.666 1 ml to ---> 1 ml to ---> 1 ml o ---> 1

89.53 90. !
w9 90.6 et 90.6
. 87.29 9047
Low volume Dissolution  86.48 T ? Y High volume Dissolution 9477
Medium r SR 3 Medium - e
(at final interval) : 9006 L (at final interval) 9324 L
.~ 8435 - 90.93
2.7 -15
~ 89.52 . 927
Average . B79 Average 921
G ‘- iy Not rr,. o Bt — : Not rru- Bl
% RSD . 254 % RSD - 1.89

94.9 94.00

90.6 90.6
90.24 91.70..
Low pH Dissolution 9017 T T High pH Dissolution 87.87
Medium : % Medium —
(at final interval) 93.42 L . : (at final interval) 86.85
93.39 5 91.29 e
88.58 ' 9355 )
Average 91.8 Average 90.9
Not applicable Not applicabl
% RSD  2.68 % RSD 3.23

Acceptance criteria:

1. % Dissolution result shall meet the specification.

2. Relative standard deviation of % dissolution results should not be more than 5.0%.

3.The difference in average % dissolution with actual dissolution medium volume and with changed dissolution medium volume shall NMT 5.0

Analysed by :
Date :

CKSARAVANAN O\O/? — Y / \V ’

16-10-2023 \b \ Date : &‘
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’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS-DS
Sample ID : BLANK-DS
Data Filename : 15102023 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-01.lcd
Method Filename  : GLIDE-M 60-500-850-TAB-DS_GLICLAZIDE_P.lcm
Batf::e Filename : :1551102023 GLIDE-M-60-500-TAB-MV-DS-ROBUSTNESS.Icb
Via ! 3-
Injection Volume  : 20 uL
Date Acquired 1 15-10-2023 13:56:46 Acquired by : C.K.SARAVANAN.
Date Processed : 16-10-2023 15:50:03 Processed by : C.ALBINJOSE
<Chromatogram>
uAU
50000 _ e PDA Multi 1 228nm,4nm|
25000
0 J\
T T T T ’ T T T T i T T T T l T T T e I T S RS | S | ] ¥ e
0.0 2.5 5.0 75 10.0 12.5
min
<Peak Table>
PDA Ch1 228nm - , S R I e —
Peak# Name R.Time Area Area% | T. Plate \ T.Factor ' Resolution R.R.T
il I | , | R |
Total ‘v

| I AW

%g\@\ﬁ g

Analysed By Checked By

D:\HPLC DATA-QCLC-006\DATA\GLIDE-M-60-500-850-TAB-AMV-DS\15102023
GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-01.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS-DS

: GLICLAZIDE-DS-STD-1
115102023 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-02.lcd
: GLIDE-M 60-500-850-TAB-DS_GLICLAZIDE_P.Icm

- :1)’52102023 GLIDE-M-60-500-TAB-MV-DS-ROBUSTNESS.Icb

. 20 ulL

1 15-10-2023 14:12:18
: 16-10-2023 15:50:03

: C.K.SARAVANAN.

: C.ALBINJOSE

Acquired bg
Processed by

<Chromatogram>
23 GLRIB M-60-500-TAB-MV-ROBUSTNESS-DS-SPI 23 GLEB:M-60-500—TAB-MV-ROBUSTNESS-DS-SPI
mAU PDA Multid 228nm,4nm  mAU PDA Multiz 228nm,4nm
] al ] §L
0 T T T T I 7 T T ’[‘r'*]" N AN " T 0 T T T T I T T T 8] I T T T T
0 5 10 0 5 10
min min
23 GLEB M-60-500-TAB-MV-ROBUSTNESS-DS-SPI 23 GLEI%B M-60-500-TAB-MV-ROBUSTNESS-DS-SPI
mAU PDA Multizl 228nm,4nm ~ mAU PDA Multizd 228nm,4nm
1 " 1 >
G T T T T | T T T TI I T T T T 0 T T T T | T T T | |L T T T T
0 5 10 0 5 10
min min
23 GLEI%IB M-60-500-TAB-MV-ROBUSTNESS-DS-SPI
mAU 4 PDA Multi é 228nm,4nm
] S
(*rV]
0 T T T T I T T T 1T ! T T T T
0 5 10
min
<< PDA >>
ID#1 Compound Name: GLICLAZIDE
Vial# Title Sample ID i R.Time Area | T. Plate T.Factor
2 DS-SPL-02.Icd | GLICLAZIDE-DS-STD-1 ] 9.21 2840070 | 13153 | 0.93
| 2 DsS- -SPL-03.lcd GLICLAZﬁIEEDﬁSﬁS_]'_DMZﬁ 9.21 2840095 T 13122 | 0.93
2 DS-SPL-04.lcd|GLICLAZIDE-DS-STD-3 | 9.21 | 2841235 13128 | 0.93
2 DS-SPL-05.lcd | GLICLAZIDE-DS-STD-4 9.22 2840494 | 13135 | 0.94
2 ‘DS-SBL:_OG.ch GLICLAZIDE-DS-STD-5 - 9.22 2839236 | 13130 | 0.93
Average| - 9.21 | 2840226 | 13133 | 0.93
%RSD ) 0.010 0.026 J 0.090 | 0.099
N
Analysed By Checked N
Gt ‘

D:\HPLC DATA-QCLC-006\DATA\GLIDE-M-60-500-850-TAB-AMV-DS\15102023
GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-02.1cd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS-DS

: GLIDE-M-60-500-LPH-2HR-DS-SPL-1
: 15102023 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-07.lcd
: GLIDE-M 60-500-850-TAB-DS_GLICLAZIDE_P.Ilcm

: 15102023 GLIDE-M-60-500-TAB-MV-DS-ROBUSTNESS.Icb

3-3

$20 uL

1 15-10-2023 15:30:00
: 16-10-2023 15:50:04

: C.K.SARAVANAN.

: C.ALBINJOSE

Acquired bg
Processed by

<Chromatogram>
23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

mAU

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

mAU 50

[

PDA Mulflé 228nm,4nm
0‘ i

mAU

180

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS- SPI

I T T T
10

min

50 PDA Multi 61 228nm,4nm  mMAU gq- PDA Multizl 228nm,4nm
] 5 . E
] = . o =
O_ ‘ 0 T T 1 T T 1 1 T T T T
0 5 10
min min

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

{ LA D 0 |

PDA Multi 228nm,4nm

178/

min

23 GLIDE-M-60- 500-TAB-MV-ROBUSTNESS-DS- SPl

mAU PDA Mult IE;{ 228nm,4nm  mAU 50 PDA Multi 5‘1 228nm,4nm|
] °:° ]\E |
07 |""T S S 0= T Ai'ﬁ T T T ‘{" T T I
10 0 5 10
min min
<< PDA >>
ID#1 Compound Name GLICLAZIDE
V|al# Title SamplieilDiﬁ R.Time | Area T Plateiﬁ‘il;actor
3 DS-SPL-07.Icd | GLIDE-M-60-500-LPH-2HR-DS-SPL-1 | 9.17 | 602145 13336 | 1.13
4 DS-SPL-08.lcd | GLIDE-M-60-500-LPH-2HR-DS-SPL-2 | 9.18 728725 | 13419 | 1.11
5 DS-SPL-09.Icd | GLIDE-M-60-500-LPH-2HR-DS-SPL-3 | 9.18 | 695541 13414 | 1.12
6 DS-SPL-10.lcd | GLIDE-M-60-500-LPH-2HR-DS-SPL-4 | 9.18 542508 13374 | 1.13
7 DS-SPL-11.Icd | GLIDE-M-60-500-LPH-2HR-DS-SPL-5 | 9.18 542180 | 13372 | 1.14
| 8 DS-SPL-12.Icd | GLIDE-M-60-500-LPH-2HR-DS-SPL-6 | 9.17 702746 13358 | 1.11
Average, 9.18 635641 | 13379 | 1.12
] %RSD - B B 0.057 | 13.216 | 0.241 | 0.912
>
/\nalysed By ‘? Checked By \D\'Y

D:\HPLC DATA-QCLC-006\DATA\GLIDE-M-60-500-850-TAB-AMV-DS\15102023
GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-07.lcd

g
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’Gl GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS-DS
Sample ID : GLICLAZIDE-DS-STD-BKT-1
Data Filename 1 15102023 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-13.lcd
Method Filename : GLIDE-M 60-500-850-TAB-DS_GLICLAZIDE_P.Icm
Batld;} Filename : :1552102023 GLIDE-M-60-500-TAB-MV-DS-ROBUSTNESS.Icb
Via 1 3-
Injection Volume : 20 uL
Date Acquired : 15-10-2023 17:03:14 Acquired bg : C.K.SARAVANAN.
Date Processed 1 16-10-2023 15:50:05 Processed by : C.ALBINJOSE
<Chromatogram>
mAU
250 o PDA Multi 1 228nm,4nm
200 o
i 0]
: S
150 3
] i
100
50|
0- i ' |
T T T T ] T T T T ] T T T T | T T T T ( T T T *] T T =T =¥ j
0.0 2.5 5.0 7.5 10.0 125
min
<Peak Table>
PDA Ch1 228nm R R : R
Peak# Name R.Time Area . Area% E T. Plate 1 T.Factor ! Resolution} R.R.T
1 GLICLAZIDE 9.22 2839077 100.001‘ 13124'i 0.934 l -- l -- i
Total 2839077 100.00 | | | | |
b

o o N R
\ L Y‘y X)
Analysed By Checked By

D:\HPLC DATA-QCLC-006\DATA\GLIDE-M-60-500-850-TAB-AMV-DS\15102023
GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-13.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS-DS

. GLIDE-M-60-500-LPH-5HR-DS-SPL-1
: 15102023 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-14.lcd
: GLIDE-M 60-500-850-TAB-DS_GLICLAZIDE_P.Icm

: :155102023 GLIDE-M-60-500-TAB-MV-DS-ROBUSTNESS.Icb
: 3-9

20l

1 15-10-2023 17:18:48
1 16-10-2023 15:50:06

Acquired by
Processed by

. C.K.SARAVANAN.
: C.ALBINJOSE

Page 1/1

<Chromatogram>

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI 23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

mAU ] PDA Mul a 228nm,4nm  mAU PDA Mult 1@, 228nm 4nm
E = 100
100 > 1 o
1 S 1 8
] ) ] !
0 L T T T I O\I, T T T T 0 T T T T ] T 7 I T T T T
0 5 10 0 5 10

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

100
] ‘v’«.
04

mAU

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

min

PDA Mul é 228nm,4nm;| mAU

0

0

10
min

min

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

100

0

PDA Multj 228nm,4nm

193/

0

min

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

mAU 400 PDA Multid 228nm,4nm|  mAU ] “\ PDA Mult E 228nm,4nm
] = 100 =
- (o]
O e 0 .7..;11\.
0 5 0 10
min min
<< PDA >>
ID#1 Compound Name: GLICLAZIDE
Vial# Title Sample ID R.Time Area T. Plate [T.Factor
9 |DS-SPL-14.lcd | GLIDE-M-60-500-LPH-5HR-DS-SPL-1 | 9.21 2052957 13309 | 0.98
10 DS-SPL-15.lcd | GLIDE-M-60-500-LPH-5HR-DS-SPL-2 | 9.20 1785521 13415 | 1.01
11 DS-SPL-16.lcd | GLIDE-M-60-500-LPH-5HR-DS-SPL-3 | 9.20 1818976 13361 | 1.01
12 |DS-SPL-17.lcd | GLIDE-M-60-500-LPH-5HR-DS-SPL-4 | 9.19 1477347 13469 | 1.04
13 DS-SPL-18.lcd | GLIDE-M-60-500-LPH-5HR-DS-SPL-5 | 9.20 1476772 13445 | 1.04
14 DS-SPL-19.lcd | GLIDE-M-60-500-LPH-5HR-DS-SPL-6 | 9.21 2021474 13346 | 0.99
Average 9.20 1772175 13391 | 1.01
%RSD 0.068 14.220 0.462 | 2.215
Analysed By Checked By \,yﬁ

D:\HPLC DATA-QCLC-006\DATA\GLIDE-M-60-500-850-TAB-AMV-DS\15102023
GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-14.lcd

N
X
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS-DS
Sample ID : GLICLAZIDE-DS-STD-BKT-2
Data Filename : 15102023 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-20.lcd
Method Filename : GLIDE-M 60-500-850-TAB-DS_GLICLAZIDE_P.Icm
Batlch Filename : :1352}02023 GLIDE-M-60-500-TAB-MV-DS-ROBUSTNESS.Icb
Vial # 1 3-
Injection Volume  : 20 uL
Date Acquired : 15-10-2023 18:52:02 Acquired bz : C.K.SARAVANAN.
Date Processed : 16-10-2023 15:50:07 Processed by : C.ALBINJOSE
<Chromatogram>
mAU
250 uy PDA Multi 1 228nm,4nm
| N !
r :
200 (:_')
!
150 2
100
50|
0] ) .
T T T T ‘ T T T T I T B j T T ' T T T T l T T T ;) ) T T T T
0.0 2.5 5.0 7.5 10.0 12.5
min
<Peak Table>
PDA Ch1 228nm_ - U — : . R
Peak# Name R.Time | Area Area% | T. Plate | T.Factor | Resolution | R.R.T |
1 GLICLAZIDE 9.22 2838028 100.00 13128! 0.932 -- —
Total 2838028  100.00 | | | |

: \/o\""?

Anelysed By

RN
Checked By

D:\HPLC DATA-QCLC-006\DATA\GLIDE-M-60-500-850-TAB-AMV-DS\15102023
GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL.-20.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID
Data Filename

Method Filename

Batch Filename

: ROBUSTNESS-DS

: GLIDE-M-60-500-LPH-12H-DS-SPL-1

: 15102023 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-21.lcd
: GLIDE-M 60-500-850-TAB-DS_GLICLAZIDE_P.lcm

: 15102023 GLIDE-M-60-500-TAB-MV-DS-ROBUSTNESS.Icb

Vial #

Injection Volume
Date Acquired
Date Processed

: 3-15

: 20 uL

1 15-10-2023 19:07:35
1 16-10-2023 15:50:08

: C.K,.SARAVANAN.
: C.ALBINJOSE

Acquired by
Processed by

<Chromatogram>
23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

mAU ] PDA Multid 228nm,4nm
| o
i \;ﬁl
0 =

T T T T T T T T 1F I T T T T

0 5 10

min

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

mAU 200 PDA Multigd 228nm,4nm
100 E
3 a
G . T T T I T T | T I T
0 5 10

min

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI
mAU 200 PDA Mul '3 228nm,4nm

100"

0_

.225

10
min

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

mAU 200" PDA Multid 228nm,4nm
100~ E 1
; o
O*A_T—y T T T T T = Ii—'vm T T T ”|
0 S 10
min

23 GLED% M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

mAU 200 PDA Multjd 228nm,4nm ~ mAU PDA Multigd 228nm,4nm
=N i e
05 i ) 0; S
L LU L B
0 5 10 0 10
min min
<< PDA >>
ID#1 Compound Name: GLICLAZIDE
Vial# Title Sample ID R.Time Area T. Plate [T.Factor
15 DS-SPL-21.lcd | GLIDE-M-60-500-LPH-12H-DS-SPL-1 9.23 2673017 13078 0.95
16 [DS-SPL-22.lcd | GLIDE-M-60-500-LPH-12H-DS-SPL-2 9.22 2542029 13150 0.96
17 DS-SPL-23.lcd | GLIDE-M-60-500-LPH-12H-DS-SPL-3 9.22 2539847 13127 0.96
18 DS-SPL-24.lcd | GLIDE-M-60-500-LPH-12H-DS-SPL-4 9.22 2637910 13090 0.95
19 DS-SPL-25.lcd | GLIDE-M-60-500-LPH-12H-DS-SPL-5 9.22 2637217 13052 0.95
20 DS-SPL-26.lcd | GLIDE-M-60-500-LPH-12H-DS-SPL-6 9.21 2492175 13234 0.97
Average 9.22 2587033 13122 0.96
%RSD 0.072 2.774 0.497 | 0.905
Analysed By Checked By \07
AN
@(0 NI

D:\HPLC DATA-QCLC-006\DATA\GLIDE-M-60-500-850-TAB-AMV-DS\15102023
GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-21.lcd
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"G,I GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS-DS
Sample ID : GLICLAZIDE-DS-STD-BKT-3
Data Filename 1 15102023 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-27.lcd
Method Filename : GLIDE-M 60-500-850-TAB-DS_GLICLAZIDE_P.lcm
Batlch Filename : :1;52102023 GLIDE-M-60-500-TAB-MV-DS-ROBUSTNESS.Icb
Vial # : 3-
Injection Volume  : 20 uL
Date Acquired : 15-10-2023 20:40:51 Acquired bg : C.K.SARAVANAN.
Date Processed : 16-10-2023 15:50:09 Processed by : C.ALBINJOSE
<Chromatogram>
mAU
250 b PDA Multi 1 228nm,4nm|
7 N
] 5
200~ e
] O
; ©
150 o
100
50
e . .
T T T T | T T T T l T S G RS "r T > § T T ‘ T T T T | T T T
0.0 2.5 5.0 75 10.0 12.5
min
<Peak Table>
PDA Ch1 228nm___ : : S R : R
Peak# Name R.Timel Area Area% { T. Plate { T.Factor | Resolution | R.R.T }
1 GLICLAZIDE 9.22" 2836176 100.00 1317813 0.932 -- es |
L. 1 S ——— — 1 = = |
Total | 2836176  100.00 | ‘ |
NY,
\ KD\
A
Analysed B 7 Checked By

o ke

D:\HPLC DATA-QCLC-006\DATA\GLIDE-M-60-500-850-TAB-AMV-DS\15102023
GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-27.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>
Sample Name : ROBUSTNESS-DS
Sample ID

Data Filename
Method Filename
Batch Filename

Vial #

Injection Volume
Date Acquired
Date Processed

1 3-21

: 20 uL

1 15-10-2023 20:56:24
1 16-10-2023 15:50:10

: GLIDE-M-60-500-HPH-2HR-DS-SPL-1

: 15102023 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-28.lcd
: GLIDE-M 60-500-850-TAB-DS_GLICLAZIDE_P.Icm

: 15102023 GLIDE-M-60-500-TAB-MV-DS-ROBUSTNESS.Icb

Acquired bg : C.K.SARAVANAN.
Processed by : C.ALBINJOSE

<Chromatogram>

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI
mAU PDA MUIKZ}L 228nm,4nm
O

3/

T T T Ll I T T T T
min

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI
mAU ] PDA MulNil 228nm,4nm

25- s

0__ T T T T I = =} T ]
0 5 10

min

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

mAU PDA Multi E; 228nm,4nm
25 e
3 =
Ot
0 5 10

min

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

mAU 1 PDA Multi @. 228nm,4nm
25*
=
0_

min

8/

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS- SPI

mAU ] PDA Mul 3[ 228nm,4nm  mAU 1 PDA Multi 51 228nm,4nm
257 = 25 =
] = . =
1 3 1 N =
0' I T T T T 0_.._1_,| — |JTI T L— I T T T T |
10 0 5 10
min min
<< PDA >>
ID#1 Compound Name: GLICLAZIDE
{Vial# Title ~ Sample ID R.Time Area T. Plate TFactqr
,241,,,95 -SPL-28.lcd | GLIDE- M- 60- 500 HPH-2HR-DS- SPL—1 9.16 553756 13338 1.13
22 DS- SPL-29.lcd | GLIDE-M-60-500-HPH-2HR-DS-SPL-2 | 9.17 521992 13379 | 1.14 |
23 ps- SPL-30.lcd | GLIDE-M-60-500-HPH- 2HR—ﬂDﬁS?SPL-3 9.17 490483 13309 1.14 ¢
72»474DS -SPL-31.lcd | GLIDE-M-60-500-HPH-2HR-DS-SPL-4 | 9.17 520052 13364 1.14 |
| 25 DS-SPL-32.lcd | GLIDE-M-60-500-HPH-2HR-DS-SPL-5 9.17 478156 13312 1.14 |
26 T DS-SPL-33. lcd GLIDE-M-60—500-HPH—2|—!R—DS§PL;§ 1917 504391 13372 1.14
L Average | . ) 9.17 511472 13346 | 1.14
W %RSD| 0.028 5.226 0.229 | 0.325
Analysed By Checked By \J7
\‘> \ &
O A
Qo

GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-28.Icd

D:\HPLC DATA-QCLC-006\DATA\GLIDE-M-60-500-850-TAB-AMV-DS\15102023
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS-DS

: GLICLAZIDE-DS-STD-BKT-4

: 15102023 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-34.lcd
: GLIDE-M 60-500-850-TAB-DS_GLICLAZIDE_P.Icm

s %52102023 GLIDE-M-60-500-TAB-MV-DS-ROBUSTNESS.Icb

: 20 uL

: 15-10-2023 22:29:37 Acquired bg : C.K.SARAVANAN.
: 16-10-2023 15:50:11 Processed by

: C.ALBINJOSE

<Chromatogram>
mAU

250

200

150

100-

50

PDA Multi 1 228nm,4nm

9.220 / GLICLAZIDE

0.0

<Peak Table>
PDA Ch1 228nm

2.5 5.0 7.5 10.0 12.5

Peak# Name 'R.Time Area . Area% \ T. Plate | T.Factor | Resolution R.R.T'i

1 GLiCLAZIDE

9.22 2833446 100.00 131601 0.930 &= ==

Total

I
2833446  100.00 | } |

Analysed By

G
X‘Y \%\

Checked By
D@ :
\SQ D:\HPLC DATA-QCLC-006\DATA\GLIDE-M-60-500-850-TAB-AMV-DS\15102023

GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-34.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>
Sample Name : ROBUSTNESS-DS
Sample ID

Data Filename
Method Filename
Batch Filename

Vial #

Injection Volume
Date Acquired
Date Processed

1 3-27

: 20 uL

1 15-10-2023 22:45:10
: 16-10-2023 15:50:11

: GLIDE-M-60-500-HPH-5HR-DS-SPL-1

: 15102023 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-35.lcd
: GLIDE-M 60-500-850-TAB-DS_GLICLAZIDE_P.Icm

: 15102023 GLIDE-M-60-500-TAB-MV-DS-ROBUSTNESS.Icb

Acquired by
Processed by

: C.K.SARAVANAN.
: C.ALBINJOSE

<Chromatogram>

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI
mAU 100 PDA Mme 228nm,4nm
)

0 T T T ] T T T T T T T T |
0 5 10

[

min

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI
mAU 100 PDA MulKi 228nm,4nm

T

[}

{
0 T [ ] T T T T T T
min

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

mAU 100 PDA Multig 228nm,4nm
: ﬂé
OF=—=——r 7
0 5 10
min

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

mAU 100 PDA Multizl 228nm,4nm
| e
O =" : T
0 5 10
min

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

mAU 100 PDA Mu|]«i\;:1 228nm,4nm  mAU 100 PDA Muljt;i 228nm,4nm
] S ] 2
R L e e = e ety
0 5 10 0 5 10
min min
<< PDA >>
ID#1 Compound Name: GLICLAZIDE
}v|a|# Title ‘Sample ID (RTime| Area | T.Plate [T.Factor
| 27 DS-SPL-35.lcd | GLIDE-M-60-500-HPH-5HR-DS-SPL-1 | 9.19 | 1435138 | 13455 | 1.04
| 28 DS-SPL-36.Icd | GLIDE-M-60-500-HPH-5HR-DS-SPL-2 | 9.19 | 1347909 | 13436 | 1.05
| | 29 DS-SPL-37.lcd | GLIDE-M-60-500-HPH-5HR-DS-SPL-3 | 9.18 | 1244931 | 13446 | 1.06
| 30 DS-SPL-38.Icd | GLIDE-M-60-500-HPH-5HR-DS-SPL-4 | 9.18 | 1350481 | 13446 | 1.05
31 DS-SPL-39.lcd | GLIDE-M-60-500-HPH-5HR-DS-SPL-5 | 9.19 | 1277550 | 13480 | 1.05
[32 DS-SPL-40.Icd | GLIDE-M-60-500-HPH-5HR-DS-SPL-6 | 9.19 | 1271585 | 13466 | 1.05
| ~ Average B | 9.9 | 1321266 | 13455 | 1.05
. %RsD ) | 0041 | 5323 0.118 | 0.633

Anzlysed E ,9/7

Checked By

D:AHPLC DATA-QCLC-006\DATA\GLIDE-M-60-500-850-TAB-AMV-DS\15102023
GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-35.Icd
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’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS-DS
Sample ID : GLICLAZIDE-DS-STD-BKT-5
Data Filename : 15102023 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-41.lcd
Method Filename : GLIDE-M 60-500-850-TAB-DS_GLICLAZIDE_P.Icm
{B/_atlcl; Filename : %52102023 GLIDE-M-60-500-TAB-MV-DS-ROBUSTNESS.Icb
ia ! 3-
Injection Volume  : 20 uL
Date Acquired 1 16-10-2023 00:18:24 Acquired by : C.K.SARAVANAN.
Date Processed : 16-10-2023 15:50:12 Processed by : C.ALBINJOSE
<Chromatogram>
mAU
250 w PDA Multi 1 228nm,4nm
1 N
5 |
200 g
)
_ 3
150 o
100
50
0 . '
T T T ] ) T T T T l T T T T ‘ T T T T l T T T T ‘ T T T i g
0.0 2.5 5.0 7:5 10.0 12.5
min
<Peak Table>
PDA Ch1 228nm — F— : _— ;
Peak# Name | R.Time Area | Area% l T. Plate | T.Factor l‘ Resolution | R.R.T \
1 GLICLAZIDE 9.22 2833345i 100.00] 13138 0.929 | - -
S S—— - et T, =3 - e
Total 2833345 100.00 | | |
A
X
y\x XA
Analysed B Checked By
T\

D:\HPLC DATA-QCLC-006\DATA\GLIDE-M-60-500-850-TAB-AMV-DS\15102023
GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-41.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>
Sample Name : ROBUSTNESS-DS
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

1 3-33

520 Ul

:16-10-2023 00:33:56
1 16-10-2023 15:50:13

: GLIDE-M-60-500-HPH-12H-DS-SPL-1

: 15102023 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-42.lcd
: GLIDE-M 60-500-850-TAB-DS_GLICLAZIDE_P.Icm

: 15102023 GLIDE-M-60-500-TAB-MV-DS-ROBUSTNESS.Icb

: C.K.SARAVANAN.
: C.ALBINJOSE

Acquired by
Processed by

<Chromatogram>
23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

mAU 3 PDA Mult E—; 228nm,4nm
100 ey
] Q
0 x

b= T

0 10

min

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

mAU 1 PDA Multjsd 228nm,4nm
100+ S
0’ ,,,,),N.‘ S
T T T T I T T T T\ I T T T
0 5 10
min

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SP!
mAU 1 PDA Mulﬁa 228nm,4nm

100

0 WA\
e e e T

0 ]

min
23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

mAy 2007 PDA Multig 228nm,4nm
100 K
0- :

T T T T T

0 10

9/

_ga1

min

23 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPI

Page 1/1

mAU PDA Multigd 228nm,4nm  mAU 200 PDA Multid 228nm,4nm
T T
0] P et e
0 5 10 0 5 10
min min
<< PDA >>
ID#1 Compound Name: GLICLAZIDE
Vial# Title Sample ID R.Time Area T. Plate |T.Factor
33 [DS-SPL-42.lcd | GLIDE-M-60-500-HPH-12H-DS-SPL-1 9.21 2654931 13269 0.98
34 |DS-SPL-43.lcd | GLIDE-M-60-500-HPH-12H-DS-SPL-2 9.21 2590544 13239 | 0.98
35 [DS-SPL-44.lcd | GLIDE-M-60-500-HPH-12H-DS-SPL-3 9.21 2483147 13296 | 0.99
36 |DS-SPL-45.lcd | GLIDE-M-60-500-HPH-12H-DS-SPL-4 9.22 2452599 13255 0.97
37 DS-SPL-46.lcd | GLIDE-M-60-500-HPH-12H-DS-SPL-5 9.21 2580335 13288 | 0.99
38 |DS-SPL-47.lcd | GLIDE-M-60-500-HPH-12H-DS-SPL-6 9.22 2644247 13263 0.97
Average 9.21 2567634 13268 | 0.98
%RSD 0.050 3.237 0.160 | 0.881
Analysgd B Checked By
A7 W
\SO \ V\Y \\b
N

D:\HPLC DATA-QCLC-006\DATA\GLIDE-M-60-500-850-TAB-AMV-DS\15102023
GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-42.Icd



Page 1/ 1

m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS-DS
Sample ID : GLICLAZIDE-DS-STD-BKT-6
Data Filename : 15102023 GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-48.lcd
Method Filename : GLIDE-M 60-500-850-TAB-DS_GLICLAZIDE_P.Icm
\B/_atlcl';# Filename : %52102023 GLIDE-M-60-500-TAB-MV-DS-ROBUSTNESS.Icb
ia : 3-
Injection Volume  : 20 uL
Date Acquired : 16-10-2023 02:07:11 Acquired by : C.K.SARAVANAN.
Date Processed : 16-10-2023 15:50:14 Processed by : C.ALBINJOSE
<Chromatogram>
mAU
250? w PDA Multi 1 228nm,4nm
i N
] 5
200~ S
i 0]
| 2
150 >
100
50
i L
G 1 .| T T T | T T T T | T T T T ] T T 1\ T T ‘ T T T T I T T T T
0.0 2.5 5.0 7.5 10.0 12.5
min
<Peak Table>
PDA Ch1 228nm , E— , | S
Peak# Name | R.Time Area ' Area% | T. Plate | T.Factor | Resolution | R.R.T |
1 GLICLAZIDE } 9.22 2833986 100.00‘ 13163 | 0.928 - - :
Total 2833986  100.00 | |
\J>
A
N
Analysed By Checked By

\o2#

\Q©
\fo D:\HPLC DATA-QCI.C-006\DATA\GLIDE-M-60-500-850-TAB-AMV-DS\15102023
GLIDE-M-60-500-TAB-MV-ROBUSTNESS-DS-SPL-48.lcd
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y / GENERIC HEALTHCARE PVT.LTD
m QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET
Tittle DISSOLUTION OF GLICLAZIDE IN METFORMIN AND GLICLAZIDE SUSTAINED RELEASE TABLETS
Product Name: GLIDE-M 60/500 Batch size : Not applicable
Batch Number: G1722093 Mfg.Date : Oct-22
Stage: ROBUSTNESS-LOW VOLUME DISSOLUTION MEDIUM (891ml) Exp.Date : Sep-25

Each Uncoated bilayered sustained release tablet contains

Metformin HCI BP ----memmmmmmmmmmeeee 500 mg
Gliclazide BP

v

 DISSOLUTION OF GLICLAZIDE.

Instrument ID: ST/QCLC/009 Balance ID: ST/QC/EQ/041 ST/WS/22/040 |% Purity (aib) 100.0
Dissolution medium : Ph 7.4 Phosphate Buffer

Volume (ml) 900 ml

Speed 100 RPM

Time 2nd,5th and 12th Hours

Standard dilution. : 66.53 mg to ---> 100 ml to ---> 5 ml to ---> 50

Std.conc (in ppm)-66.53 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Test dilution .: One tablet to ---> 891 ml to ---> 1 ml to ---> 1

Test.conc (in ppm)-67.34 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Conversion factor 1.0000

Labelled claim 60 mg

Gliclazide 3022310 3021547 3039497 3050163 3053674 3037438 15093 0.497
With Bracketing std. 3069022 3069559 3067547 3049165 19809 0.650

%

626133

Unit-2 578055 18.80 0.21
Unit-3 503184 16.37
Unit-4 566112 18.41
Unit-5 526743 17.13
Unit-6 485022 15.78

w " L

L ¢ | in mg/table % (05)
Unit-1 1597605 31.18 51.96 0.577
Unit-2 1431672 27.94 46.57 0.517
Unit-3 1328372 2592 43.21 0.480

Unit-4 1370071
Unit-5 1312940

Unit-6 - 1591003

Unit-1 2727967
Unit-2 2661462 5194 86.57 87.29
Unit-3 2638354 5149 85.82 86.48 87:9 575
Unit-4 2747210 53.61 89.36 90.06
Unit-5 2572899 50.21 83.69 84.35 00.1
Unit-6 2725691 53.19 88.66 89.41
Calculation formula :
Drug release in mg / Sample area x Std.dilution X Purity %(aib) x conversion factor Drug release in % Drug release in mg /tablet x 100
tablet Standard area x sample dilution X 100 Labeled claim
Correction factor | Drug release % in respective time point / 900 X 10 ]

Acceptance criteria:

% RSD for Dissolution of six sample preparations for Fianl interval should not be more than 5.0.

X\/’“/'

Analysed by : E.MEENA @;\0\00‘\?(5 CHECKEL BV Y (p\ 00\

Date : 26-09-2023 Date : S‘ v




y / GENERIC HEALTHCARE PVT.LTD
m QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET
Tittle  DISSOLUT! . / L .

Product Name: GLIDE?M 60/500 ‘ Batch size : Not applicable
“Batch Number: G1722093 Mfg.Date : Oct-22
stage: ROBUSTNESS-HIGH VOLUME DISSOLUTION MEDIUM (909ml) Exp.Date : |Sep-25

Each Uncoated bilayered sustained release tablet contains
Metformin HCl BP --------=----------- 500 mg
Gliclazide BP -------eeememmemenaenn 60 mg
% i

Instrument ID: ST/QCLC/009 Balance ID: ST/QC/EQ/041 ST/WS/22/040 |% Purity (aib) 100.0

Dissolution medium : Ph 7.4 Phosphate Buffer

Volume (ml) 900 ml

Speed 100 RPM

Time 2nd 5th and 12th Hours

Standard dilution. : 66.53 mg to ---> 100 ml to ---> 5 ml to ---> 50

Std.conc (in ppm)-66.53 1 ml to ---> 1 ml to ---> 1 ml to > 1

Test dilution .: Ore tablet to ---> 909 ml to —-> 1 ml to —--> 1

Test.conc (in ppm)-66.00 1 ml to ---> 1 ml to —-> 1 ml to === 1

Conversion factor 1.0000

Labelled claim 60 mg

Gliclazide 3012587 | 3013362 013884 301419 | 3014425 3013691 0.024

With Bracketing std. | 3014262 | 3016206 3017680 ' | 3014575 1624 0.054

U‘n.H"—l » 1;.45 ' 29.09 0.32 18.5
Unit-2 111 18.51 0.21
Unit-3 15.95 26.59 0.30 oy .
Unit-4 15.53 25.89 0.29
Unit-5 17.53 29.22 0.32 49,2
Unit-6 16.98 28.30 0.31
Unit-1 2082283 4179 69.64
Unit-2 1481677 29.73 49.55 0.551
Unit-3 2086988 41.88 69.80 0.776
Unit-4 2014232 40.42 67.37 0.749
Unit-5 2083111 41.80 69.67 0.774
Unit-6 2038445 40.91 68.18 0.758
L }‘DQ-:LL y, jie | nmg/tablei -:19?2?/ (D12 Lecre) : S gég
Unit-1 . 2.686700’ 53.91 89.86 90.95 902
Unit-2 2673474 53.65 89.41 90.17
Unit-3 i 2801707 56.22 93.70 94.77 s34 e L8
Unit-4 2756977 55.32 92.21 93.24 L
Unit-5 2685880 53.90 89.83 90.93 04.8
Unit-6 2739523 54.97 91.62 92.70

Calculation formula :

Drug release in mg / Sample area x Std.dilution X Purity "/‘,'(uil:?) x conversion factor T — Drug release in mg /Tublet x 100
tablet Standard area x sample dilution X 100 Labeled claim
Correction factor | Drug release % in respective time point / 900 X 10 B
Acceptance criteria:
% RSD for Dissolution of six sample preparations for Fianl interval should not be more than 5.0. Y/
s
> / N
Analysed by : E.MEENA @\0 Checked by : : )
Date 26-09-2023 (),\0 _— 1~ v
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’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS

Sample ID : DS-BLANK

Data Filename 1 25092023 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-01.lcd

Method Filename : GLIDE M60-500-850-TAB-DS_P.lcm

\E;at|ch Filename : %5{)92023 GLIDE-M-60-500-AMV-DS-ROBUSTNESS.Icb

ial # s 37

Injection Volume  : 20 uL

Date Acquired 1 25-09-2023 12:41:59 Acquired bg : E.MEENA

Date Processed 1 26-09-2023 09:17:15 Processed by . C.K.SARAVANAN.

<Chromatogram>

uVv
50000 Detector A 228nm
25000

0.0 2.5 5.0 7:5 10.0 12,5 15.0

min
<Peak Table>
Detector A 228nm [ o S
Peak# Name R.Time Area Area% | T. Plate T'Fa,c,,tc,’f, 7R§7solution R.R.T
Total
T
o
7"0 \\ Y
Anclysed By Checked By

D:\ST-QCLC-009\DATA-2023\GLIDE-M-60-500-850-TAB-AMV-DS\2509202:
GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-01.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

: ROBUSTNESS
: GLICLAZIDE-DS-STD-01

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

1 3-2

: 20 uL

1 25-09-2023 12:57:30
1 26-09-2023 09:17:15

: 25092023 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-02.lcd
: GLIDE M60-500-850-TAB-DS_P.lcm
: 25092023 GLIDE-M-60-500-AMV-DS-ROBUSTNESS.Icb

: E.MEENA

: C.K.SARAVANAN.

Acquired bg
Processed by

<Chromatogram>
23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

mV 250 D t‘gctor A 228nm
] >
i &
O T T T T | T T 1 I T T T T
0 5 10 15
min

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

mv 250~ D EectorAzzsnm
' =
0 T T T T [ T T L J0 Y ) I T T T T
0 5 10 15
min

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

mV 250+ D téctorAZZSnm mv 250~ D t;éctorA228nm
] ° ] =
ﬁ & . &
O T T T T ] T T T '| T T T T 0 T T T T T T T (s |°d| T T T T
0 5 10 15 0 5 10 15
min min
23 GLIDE—M-60-500-TAB-AMV-ROBU§TNESS-DS-S_E
mV 250 D tgctorA 228nm
0 T T T T I T T : S B T I T T T T
0 5 10 15
min
<< Detector A >>
ID#1 Compound Name: GLICLAZIDE
Vial# Title Sample ID R.Time Area T. Plate [T.Factor
2 [DS-SPL-02.lcd | GLICLAZIDE-DS-STD-01 8.96 3022310 13184 | 0.87
2 DS-SPL-03.lcd | GLICLAZIDE-DS-STD-02 8.96 3021547 13194 | 0.87
2 DS-SPL-04.lcd | GLICLAZIDE-DS-STD-03 8.96 3039497 13182 | 0.86
2 |DS-SPL-05.lcd | GLICLAZIDE-DS-STD-04 8.95 3050163 13180 | 0.86
| 2 |PS-SPL-06.lcd GLICLAZIDE-DS-STD-05 8.96 3053674 13188 | 0.86
i Average 8.96 3037438 13186 | 0.86
| %RSD 0.020 0.497 0.041 | 0.124
Anzlysed By\"ib Checked By &\«5‘7
@f o \©
2(0\ ?X V‘p

D:\ST-QCLC-009\DATA-2023\GLIDE-M-60-500-850-TAB-AMV-DS\25082023

GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-02.lcd
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GENERIC HEALTHCARE PVT. LTD.

=
(.

<Sample Information>

: ROBUSTNESS
: GLIDEM-60-500-891ML-2H-DS-SPL-1

: 25092023 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-07.lcd
: GLIDE M60-500-850-TAB-DS_P.Icm

; %5:?92023 GLIDE-M-60-500-AMV-DS-ROBUSTNESS.Icb

1 20 uL

1 25-09-2023 14:15:07
1 26-09-2023 09:17:15

Analysis Report

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: E.MEENA

Acquired bz
% : C.K.SARAVANAN.

Processed

<Chromatogram>

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

23 GLIDE-M-60-500-TAB-AMV- ROBUSTNESS DS-SF

mV 50 Dégector A 228nm| mv 50| g‘éctor A 228nm
] g ] g
] S i X
07 7v°¢ T T T 0_ f
10 15

23 GLIDE-M-60-500-TAB-AMV- ROBUSTNESS DS-SF

min

min

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

mV ] gector A 228nm| mV 7 Détéctor A 228nm|
25 = ] -
] 2 | &
o__-—l‘dl M‘FA ‘ T T T T I T T T T 0 T \_L‘I‘A I T T I T T T T
0 5 10 15 0 5 10 15
min min

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

mV Dﬁ@actorAZZSnm mV :J R@:ctorA 228nm|
i = 25 o
i & ] S
0 1 %A|||.|w°5|.|“ 0_‘ v1|°5|\11|
0 5 10 15 10 15
min min
<< Detector A >>
ID#1 Compound Name: GLICLAZIDE
Vial# Title Sample ID R.Time Area T. Plate [T.Factor]
3 |DS-SPL-07.lcd | GLIDEM-60-500-891ML-2H-DS-SPL-1 | 8.91 626133 13875 | 1.01
4 |DS-SPL-08.lcd | GLIDEM-60-500-891ML-2H-DS-SPL-2 | 8.91 578055 13875 | 1.01
5 |DS-SPL-09.lcd | GLIDEM-60-500-891ML-2H-DS-SPL-3 | 8.90 503184 13909 | 1.02
6 |DS-SPL-10.lcd | GLIDEM-60-500-891ML-2H-DS-SPL-4 | 8.90 566112 13913 | 1.01
7 |DS-SPL-11.lcd | GLIDEM-60-500-891ML-2H-DS-SPL-5 | 8.90 526743 13913 | 1.02
8 |DS-SPL-12.lcd | GLIDEM-60-500-891ML-2H-DS-SPL-6 | 8.90 485022 13886 | 1.02
Average 8.90 547542 13895 | 1.01
%RSD 0.042 9.581 0.135 | 0.435
Checked By

Analysed B)(r}‘b

o N

Y X QO\Q
»

D:\ST-QCLC-009\DATA-2023\GLIDE-M-60-500-850-TAB-AMV-DS\25092023

GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-07.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename

Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS
: GLICLAZIDE-DS-STD-BKT-1

: GLIDE M60-500-850-TAB-DS_P.lcm

1 3-2

: 20 uL

1 25-09-2023 15:48:13
1 26-09-2023 09:17:16

Acquired b
Processed

: 25092023 GLIDE-M-60-500-AMV-DS-ROBUSTNESS.Icb

by

1 25092023 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-13.lcd

: E.MEENA
: C.K.SARAVANAN.

<Chromatogram>
mV
- o Detector A 228nm|
o
2001 <4
2
- (e}
100-
0 3 .
T T T | T T T [ T T 7‘" B T T T I T T T T ] T T
0.0 2.5 5.0 7.5 10.0 12.5 15.0
min
<Peak Table>
Detector A 228nm . S -
Peak# Name R.Time Area Area% | T. Plate | T.Factor Resolution RRT
1 | GLICLAZIDE 8.95 3069022 | 100.00 13178| 0.864 - -
Total 3069022 | 100.00
\\97
a0 o
\O X \o
00 O
Anclysed [Zy Checked By

D:\ST-QCLC-009\DATA-2023\GLIDE-M-60-500-850-TAB-AMV-DS\25092023
GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-13.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>
Sample Name : ROBUSTNESS
Sample ID

Data Filename
Method Filename
Batch Filename

Vial #

Injection Volume
Date Acquired
Date Processed

: 3-9

: 20 uL

1 25-09-2023 16:03:45
1 26-09-2023 09:17:16

: GLIDEM-60-500-891ML-5H-DS-SPL-1

: 25092023 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-14.lcd
: GLIDE M60-500-850-TAB-DS_P.lcm

: 25092023 GLIDE-M-60-500-AMV-DS-ROBUSTNESS.Icb

: E.MEENA

Acquired bg
Y : C.K.SARAVANAN.

Processed

<Chromatogram>
23 GLIDE- M 60-500-TAB-AMV-ROBUSTNESS-DS-SF
V ctor A 228nm
™ 1004 }t
. o
] &
G T T T T I T T T I T T T T
0 5 10 15
min

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

mV 100——1 K@ctor A 228nm
(=)
i \ S
O— o T T

10 15
min

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

mV 400 ] D gactorA 228nm
] &
0 T T T T I T T T I T T T T
0 5 10 15
min

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

mV 100 Détéctor A 228nm
4 g
07 T T T T I T T 4 ]oé I T T T T
0 5 10 15
min

23 GLIDE- M 60-500-TAB-AMV-ROBUSTNESS-DS-SF

mV 100{ D %ctorAZZSnm mV 100? R@ctorAZZSnm
1 o ] 2
o N | 3 o 118
' AR L N A L
0 5 10 15 0 5 10 15
min min
<< Detector A >>
ID#1 Compound Name: GLICLAZIDE
Vial# Title Sample ID R.Time Area T. Plate [T.Facton
9 DS-SPL-14.lcd | GLIDEM-60-500-891ML-5H-DS-SPL-1 | 8.92 1597605 13696 | 0.94
10 DS-SPL-15.lcd | GLIDEM-60-500-891ML-5H-DS-SPL-2 | 8.92 1431672 13711 | 0.95
11 |DS-SPL-16.lcd | GLIDEM-60-500-891ML-5H-DS-SPL-3 | 8.92 1328372 13770 | 0.96
12 |DS-SPL-17.lcd | GLIDEM-60-500-891ML-5H-DS-SPL-4 | 8.92 1370071 13774 | 0.96
13 DS-SPL-18.lcd | GLIDEM-60-500-891ML-5H-DS-SPL-5 | 8.92 1312940 13800 | 0.96
14 |DS-SPL-19.lcd | GLIDEM-60-500-891ML-5H-DS-SPL-6 | 8.93 1591003 13750 | 0.95
Average 8.92 1438611 13750 | 0.95
%RSD 0.047 8.858 0.291 | 0.754
Anzlysed B 0 Checked By X'\ﬁ
@i/O\Oq y\y \o\oq
>

DAST-QCLC-002\DATA-2023\GLIDE-M-60-500-850-TAB-AMV-DS\25092023
GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-14.lcd
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"m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS
Sample ID : GLICLAZIDE-DS-STD-BKT-2
Data Filename 1 25092023 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-20.lcd
Method Filename : GLIDE M60-500-850-TAB-DS_P.Ilcm
Bat|ch Filename : %55)92023 GLIDE-M-60-500-AMV-DS-ROBUSTNESS.Icb
Vial # : 3-
Injection Volume  : 20 uL
Date Acquired : 25-09-2023 17:36:52 Acquired bg : E.MEENA
Date Processed 1 26-09-2023 09:17:16 Processed by : C.K.SARAVANAN.
<Chromatogram>
mV
| - o m Detector A 228nm
i :
-l
200 o
il wn
&
n [+o]
100
0 P s
T T T T I T T T T { T T T T I T T T T I T T T T ' T T T T
0.0 25 5.0 7.5 10.0 12,5 15.0
min
<Peak Table>
etector A 228nm S -
ﬁeak# Name R.Time Area Area% | T. Plate | T.Factor | Resolution | R.R.T
1| GLICLAZIDE 8.95 3069559 | 100.00| 13202| 0.864 -- --
Total 3069559 | 100.00
D’
)
Analysed By Checked By

D:\ST-QCLC-009\DATA-2023\GLIDE-M-60-500-850-TAB-AMV-DS\2509202:
GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-20.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>
Sample Name : ROBUSTNESS

Sample ID

Data Filename
Method Filename
Batch Filename

Vial #

Injection Volume
Date Acquired
Date Processed

. 3-15

: 20 uL

1 25-09-2023 17:52:23
1 26-09-2023 09:17:16

: GLIDEM60-500-891ML-12H-DS-SPL-1

: 25092023 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-21.lcd
: GLIDE M60-500-850-TAB-DS_P.Icm

: 25092023 GLIDE-M-60-500-AMV-DS-ROBUSTNESS.Icb

: E.MEENA

Acquired bg
y : C.K.SARAVANAN.

Processed

<Chromatogram>
23 GLIDEsM-60-500-TAB-AMV-ROBUSTNESS-DS-SF

mvV Déféctor A 228nm
i >
| :
G T T T T I T T == T T T T
0 5 10 15
min

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

mV 200 Détéctor A 228nm
100~ 3
i )
0 T T T T T T T I T T T T
0 5 10 15
min

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

mV 200 Déféctor A 228nm
100 3
Z [}
e
0 5 10 15
min

23 GLI?E(SM-60-500-TAB-AMV-ROBUSTNESS-DS-SF
mV

Détéctor A 228nm
2
0- ¥

T I T T T

" T T T T | T T
0 5 10 15
min

T 1

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

mV 4J Déféctor A 228nm|  mV 1 Détéctor A 228nm
1 &; 100 =
_ 3 . X
O e L 11'061 T O IT*“S'I o
0 5 10 15 0 5 10 15
min min
<< Detector A >>
ID#1 Compound Name: GLICLAZIDE
Vial# Title Sample ID R.Time Area T. Plate [T.Factor
15 |DS-SPL-21.lcd | GLIDEM60-500-891ML-12H-DS-SPL-1 | 8.95 2727967 13255 0.88
16 DS-SPL-22.lcd | GLIDEM60-500-891ML-12H-DS-SPL-2 | 8.94 2661462 13384 0.90
17 DS-SPL-23.lcd | GLIDEM60-500-891ML-12H-DS-SPL-3 | 8.94 2638354 13386 0.90
18 DS-SPL-24.lcd | GLIDEM60-500-891ML-12H-DS-SPL-4 | 8.95 2747210 13263 0.89
19 DS-SPL-25.lcd | GLIDEM60-500-891ML-12H-DS-SPL-5 | 8.95 2572899 13309 0.89
20 DS-SPL-26.lcd | GLIDEM60-500-891ML-12H-DS-SPL-6 | 8.94 2725691 13491 0.91
Average 8.95 2678931 13348 | 0.89
%RSD 0.046 2.501 0.677 |1.188
Analysed By

%\Oq\’f’

Checked By

D:\ST-QCLC-009\DATA-2023\GLIDE-M-60-500-850-TAB-AMV-DS\25092023
GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-21.lcd

Vv

N

Page 1/1
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name

Sample ID

Data Filename
Method Filename
Batch Filename

Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS

: GLICLAZIDE-DS-STD-BKT-3
+ 25092023 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-27.lcd
: GLIDE M60-500-850-TAB-DS_P.Icm
: %5392023 GLIDE-M-60-500-AMV-DS-ROBUSTNESS.Icb
: 20 uL

: 25-09-2023 19:25:31
1 26-09-2023 09:17:17

Acquired bg
Y

Processed

: E.MEENA

: C.K.SARAVANAN.

<Chromatogram>
mV
i w Detector A 228nm
) N
1 3
. o
-l
200 o
N [e2]
&
b [ee]
100 k
0 7 L
T T | T T T I T b § T T ‘ T T T T I T T T T | T T T
0.0 2:5 5.0 7.5 10.0 12.5 15.0
min
<Peak Table>
Detector A 228nm o
Peak# Name R.Time Area Area% | T. Plate | T.Factor | Resolution | R.R.T ‘
1 | GLICLAZIDE 8.96 3067547 | 100.00 13137| 0.864 - -- ’
Total 3067547 | 100.00 }

B

fnalysed By

X7

A\
e
Checked By

D:\ST-QCLC-009\DATA-2023\GLIDE-M-60-500-850-TAB-AMV-DS\2509202:
GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-27.lcc
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

: ROBUSTNESS
: DS-BLANK

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: GLIDE M60-500-850-TAB-DS_P.Ilcm

: 3-21
: 20 uL
1 25-09-2023 19:41:02

1 26-09-2023 09:17:17 Processed

: 25092023 GLIDE-M-60-500-AMV-DS-ROBUSTNESS.Icb

Acquired bg
V4

: 25092023 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-28.lcd

: E.MEENA
: C.K.SARAVANAN.

<Chromatogram>
uVv
50000

Detector A 228nm

0.0

5.0 75 10.0 12.5
min
<Peak Table>
etector A 228nm___
'?’eak# Narpe R.Time Area 7 Area% | T. Plate | T.Factor | Resolution| R.R.T
LTotaI
ol )
\
’)JO\ T ¥
Analysed By Checked By

D:\ST-QCLC-009\DATA-2023\GLIDE-M-60-500-850-TAB-AMV-DS\2502202:
GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-28.Ica
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS

: GLICLAZIDE-DS-STD-01
: 25092023 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-29.Icd
: GLIDE M60-500-850-TAB-DS_P.Ilcm
: 2520292023 GLIDE-M-60-500-AMV-DS-ROBUSTNESS.Icb
1 3-

: 20 uL

1 25-09-2023 19:56:32
1 26-09-2023 09:17:17

Processed

Acquired bz
Y

: E.MEENA
: C.K.SARAVANAN.

<Chromatogram>

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

mv 250 D téctor A 228nm
0 T T T T I T T L T I T T T

0 5 10 15

min

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

mv 250 D t;éctorA 228nm|
i ~
1 o

0 T T T T T T o | T T T T 1

0 5 10 15

min

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

mv 250 D t‘gctor A228nm mV 250 D t;;;zctor A 228nm
] > ] S
| g | :
0 T T T T I T T ¢ i L I T T T T 0 T T T [ T T T T T | T T T T
0 5 10 15 0 5 10 15
min min
23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF
mv 250 D t;gctor A 228nm
i S
* 2
0 T T T T [ T T LI I T T T
0 5 10 15
min
<< Detector A >>
ID#1 Compound Name: GLICLAZIDE
Vial# Title Sample ID R.Time Area T. Plate [T.Factor
22 DS-SPL-29.lcd | GLICLAZIDE-DS-STD-01 8.96 3012587 13185 | 0.87
22 DS-SPL-30.lcd | GLICLAZIDE-DS-STD-02 8.96 3013362 13173 | 0.87
22 DS-SPL-31.lcd | GLICLAZIDE-DS-STD-03 8.96 3013884 13157 | 0.87 |
22 DS-SPL-32.lcd | GLICLAZIDE-DS-STD-04 8.96 3014196 13174 | 0.87
22 DS-SPL-33.lcd | GLICLAZIDE-DS-STD-05 8.96 3014425 13170 | 0.87
Average 8.96 3013691 13172 | 0.87
%RSD 0.017 0.024 0.078 | 0.034
i
Anclysed By Checked By *,\"
& Oq\ib WA
Qjo\ y Vv

D:\ST-QCLC-009\DATA-2023\GLIDE-M-60-500-850-TAB-AMV-DS\2509202
GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-29.lcc
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GENERIC HEALTHCARE PVT. LTD.
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Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS

: GLIDEM-60-500-909ML-2H-DS-SPL-1
: 25092023 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-34.lcd
: GLIDE M60-500-850-TAB-DS_P.lcm
: 25092023 GLIDE-M-60-500-AMV-DS-ROBUSTNESS.Icb

: 3-23

120 uL
: 25-09-2023 21:14:06
: 26-09-2023 09:17:17

Acquired b
Processed gy

: E.MEENA
: C.K.SARAVANAN.

<Chromatogram>

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

23 GLID, 6M-60-500—TAB-AMV-ROBUSTNESS-DS-SF

mV ] tector A 228nm mV i Detgctor A 228nm
50 = =
E a . &
0_ T T T T T T T T T T T T T 0_ T T ‘I‘A—I’Al == T T|°6] T T T T
0 5 10 15 0 5 10 15
min min

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

mV 50_1 Detgctor A 228nm mV. - o Detector A 228nm
: 5 : 2
0_411 T T T T T T T T T T T 0_’:* T T I = =T T T T T T
0 5 10 15 0 5 10 15
min min

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

mvV J Détactor A 228nm ~ mV 1 Détactor A 228nm
“ .k < I
] 5 1 o
Oj'**l|"'i'°6|' ' 0;""*1 I S L
0 5 10 15 0 5 10 15
min min
<< Detector A >>
ID#1 Compound Name: GLICLAZIDE
Vial# Title Sample ID R.Time Area T. Plate [T.Factor
23 |DS-SPL-34.lcd | GLIDEM-60-500-909ML-2H-DS-SPL-1 | 8.92 869810 13860 | 0.99
24 |DS-SPL-35.lcd | GLIDEM-60-500-909ML-2H-DS-SPL-2 | 8.91 553445 13874 | 1.01
25 DS-SPL-36.lcd | GLIDEM-60-500-909ML-2H-DS-SPL-3 | 8.91 795041 13904 | 1.00
26 DS-SPL-37.lcd | GLIDEM-60-500-909ML-2H-DS-SPL-4 | 8.91 774127 13906 | 1.00
27 |DS-SPL-38.lcd | GLIDEM-60-500-909ML-2H-DS-SPL-5 | 8.91 873798 13867 | 0.99
28 DS-SPL-39.lcd | GLIDEM-60-500-909ML-2H-DS-SPL-6 | 8.91 846193 13860 | 0.99
Average 8.91 785403 13879 | 1.00
%RSD 0.034 15.348 0.152 | 0.934
Anzlysed By oL Checked By
o e
()—‘O Y '),\0
DAST-QCLC-002\DATA-2023\GLIDE-M-60-500-850-TAB-AMV-DS\25092023

CLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-34.Icd

v
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’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS
Sample ID : GLICLAZIDE-DS-STD-BKT-1
Data Filename : 25092023 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-40.lcd
Method Filename : GLIDE M60-500-850-TAB-DS_P.lcm
Batch Filename : 25092023 GLIDE-M-60-500-AMV-DS-ROBUSTNESS.Icb
Vial # 1 3-22
Injection Volume  : 20 uL
Date Acquired 1 25-09-2023 22:47:13 Acquired bﬁ . E.MEENA
Date Processed 1 26-09-2023 09:17:18 Processed by : C.K.SARAVANAN.
<Chromatogram>
mV
i u Detector A 228nm
-l
200 o
o (2]
&
T 0
100
0 . )
T T T T l T T T T [ T T T T | T T T T | T T T T I i T T T
0.0 2.5 5.0 7.5 10.0 12,5 15.0
min
<Peak Table>
Detector A 228nm S . .
Peak# Name R.Time Area Area% | T. Plate | T.Factor | Resolution | R.R.T
1 | GLICLAZIDE 8.96 3014262 | 100.00| 13164| 0.866 -- --
Total 3014262 | 100.00
\ﬁ
Q\([b N \00\
\Y Y
A% AT
Anzlysed By Checked By

D:\ST-QCLC-009\DATA-2023\GLIDE-M-60-500-850-TAB-AMV-DS\2509202:
GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-40.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>
Sample Name : ROBUSTNESS
Sample ID

Data Filename
Method Filename
Batch Filename

Vial #

Injection Volume
Date Acquired
Date Processed

1 3-29

: 20 uL

1 25-09-2023 23:02:44
1 26-09-2023 09:17:18

: GLIDEM-60-500-909ML-5H-DS-SPL-1

: 25092023 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-41.lcd
: GLIDE M60-500-850-TAB-DS_P.lcm

: 25092023 GLIDE-M-60-500-AMV-DS-ROBUSTNESS.Icb

. E.MEENA

Acquired bg
y : C.K.SARAVANAN.

Processed

<Chromatogram>
23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF
mV ] Detector A 228nm
100 <
| 3
O_ T T T T T T T AT T T T T T
0 S 10 15

min

23 GLIDE-M-60-500-TAB-AMV- ROBUSTNESS DS-SF

mV ] @ctor A 228nm
1007
07

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

942/

min

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

mV 100 D @ctorA 228nm
Bl (=)}
1 &
0__—| T T T I T T T o T T T T T
0 5 10 15
min

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

mV ] Détéctor A 228nm
100 o
z :
0_' T T — T T T () T T T T T
0 5 10 15

min

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

mV 1 Dﬂ@:ctor A 228nm mV ] ﬂ@ctor A 228nm
100+ a 100+ ~
] 3 ] a
O""!"""“l"" 0|IQT
0 5 10 15 0 5 10 15
min min
<< Detector A >>
ID#1 Compound Name: GLICLAZIDE
Vial# Title Sample ID R.Time Area T. Plate [T.Factor
29 DS-SPL-41.lcd | GLIDEM-60-500-909ML-5H-DS-SPL-1 | 8.94 2082283 13521 | 0.91
30 DS-SPL-42.lcd | GLIDEM-60-500-909ML-5H-DS-SPL-2 | 8.93 1481677 13731 | 0.95
31 DS-SPL-43.lcd | GLIDEM-60-500-909ML-5H-DS-SPL-3 | 8.94 2086988 13537 | 0.91
32 DS-SPL-44.lcd | GLIDEM-60-500-909ML-5H-DS-SPL-4 | 8.94 2014232 13568 | 0.92
33 DS-SPL-45.lcd | GLIDEM-60-500-909ML-5H-DS-SPL-5 | 8.94 2083111 13568 | 0.91
34 DS-SPL-46.lcd | GLIDEM-60-500-909ML-5H-DS-SPL-6 | 8.94 2038445 13571 | 0.92
Average 8.94 1964456 13583 | 0.92
%RSD 0.058 12.132 0.554 | 1.479
Anclyged B Checked By \w
[t e
DAST-OCLC-009\DATA-2023\GLIDE-M-60-500-850-TAB-AMV-DS\25092023 '

GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-41.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: ROBUSTNESS

: GLICLAZIDE-DS-STD-BKT-2
: 25092023 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-47.lcd
: GLIDE M60-500-850-TAB-DS_P.lcm

: %55)292023 GLIDE-M-60-500-AMV-DS-ROBUSTNESS.Icb

: 20 uL

1 26-09-2023 00:35:50
1 26-09-2023 09:17:18

: E.MEENA

Acquired bg
Y : C.K.SARAVANAN.

Processed

<Chromatogram>
mV
| o Detector A 228nm
-
200 o
A (o2
3
N (o]
100
0 " L
T T | T T T | T T T | T T T | T T T l T T T T
0.0 2.5 5.0 7.5 10.0 12.5 15.0

<Peak Table>

etector A 228nm
ﬁ’eak# Name R.Time Area Area% | T. Plate | T.Factor | Resolution | R.R.T
1| GLICLAZIDE 8.96 3016206 | 100.00 13212 | 0.866 -- B
Total 3016206 | 100.00
/ )
% \
C\\l . s
@(0\0 X/ (o\
A e Y
Analysed By Checked By

D:\ST-QCLC-009\DATA-2023\GLIDE-M-60-500-850-TAB-AMV-DS\2509202:
GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-47.1cd
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GENERIC HEALTHCARE PVT. LTD.

2
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<Sample Information>

: ROBUSTNESS
: GLIDEM60-500-909ML-12H-DS-SPL-1

1 25092023 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-48.lcd
: GLIDE M60-500-850-TAB-DS_P.Icm

: %5??592023 GLIDE-M-60-500-AMV-DS-ROBUSTNESS.Icb

120 UL

1 26-09-2023 00:51:22
1 26-09-2023 09:17:18

Analysis Report

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: E.MEENA

Acquired b{)
y : C.K.SARAVANAN.

Processed

<Chromatogram>

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

mV Déféctor A 228nm|  mV ] Détéctor A 228nm
i P ] -
] o §
0 T T T T l T T T [ T | T T T T 04-~I T T T | T T T T T I T T T T
0 5 10 15 0 5 10 15
min min

23 GLIEEGM-SO-SOO

-TAB-AMV-ROBUSTNESS-DS-SF

23 GL19§6M-60-500

-TAB-AMV-ROBUSTNESS-DS-SF

mV Déféctor A 228nm|  mV ] Déféctor A 228nm
i ° i o
0 T T T T I T T T T 1 T T T 0 T T T T T T T T I T T T T
0 5 10 15 0 5 10 15
min min

23 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SF

23 GLIBE(BM—60-SOO-TAB-AMV-ROBUSTNESS-DS-SF

mvV Dj\@ctor A228nm mV DTchtor A 228nm
a . 5
0 . 9 o . 3
L T — v T T [ T Tiv J v T % 1
0 5 10 15 0 5 10 15
min min
<< Detector A >>
ID#1 Compound Name: GLICLAZIDE
Vial# Title Sample ID R.Time Area T. Plate [T.Factor
35 DS-SPL-48.lcd | GLIDEM60-500-909ML-12H-DS-SPL-1 | 8.96 2686700 13328 | 0.89
36 DS-SPL-49.lcd | GLIDEM60-500-909ML-12H-DS-SPL-2 | 8.96 2673474 13334 | 0.89
37 DS-SPL-50.lcd | GLIDEM60-500-909ML-12H-DS-SPL-3 | 8.96 2801707 13277 | 0.88
38 DS-SPL-51.lcd | GLIDEM60-500-909ML-12H-DS-SPL-4 | 8.96 2756977 13281 | 0.88
39 DS-SPL-52.lcd | GLIDEM60-500-909ML-12H-DS-SPL-5 | 8.96 2685880 13315 | 0.89
40 DS-SPL-53.lcd | GLIDEM60-500-909ML-12H-DS-SPL-6 | 8.96 2739523 13274 | 0.88
Average 8.96 2724043 13301 | 0.88
%RSD 0.013 1.855 0.206 | 0.239
Analysed By o Checked By Ve
®/. q\l'l 0\\
f;‘o\o Y ?o\o
D:\ST-QCLC-009\DATA-2023\GLIDE-M-60-500-850-TAB-AMV-DS\25092023 X Y

GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-48.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : ROBUSTNESS
Sample ID : GLICLAZIDE-DS-STD-BKT-3
Data Filename : 25092023 GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-54.Icd
Method Filename : GLIDE M60-500-850-TAB-DS_P.lcm
Batch Filename : %55);92023 GLIDE-M-60-500-AMV-DS-ROBUSTNESS.|cb
Vial # 1 3-
Injection Volume  : 20 uL
Date Acquired 1 26-09-2023 02:24:28 Acquired bg : E.MEENA
Date Processed 1 26-09-2023 09:17:19 Processed by : C.K.SARAVANAN.
<Chromatogram>
mV
| - L Detector A 228nm
-
200 o
= [ve]
&
(e}
100
0 . y
T T T T I T T T I T T T I T T T I T T l T T T
0.0 2.5 5.0 75 10.0 12.5 15.0
min
<Peak Table>
28nm - S B v
Peak# Name R.Time Area Area% | T. Plate | T.Factor | Resolution | R.R.T
8.96 3017680| 100.00| 13194| 0.868 -- -

Total

L 1| GLICLAZIDE

3017680| 100.00

%)
e

Analysed By

Checked By

D:\ST-QCLC-009\DATA-2023\GLIDE-M-60-500-850-TAB-AMV-DS\2509202.
GLIDE-M-60-500-TAB-AMV-ROBUSTNESS-DS-SPL-54.Icc
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