GENERIC HEAI.THCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle ' ASSAY OF METFORMIN HCL AND GLICLAZIDE IN METFORMIN HCL AND GLICLAZIDE TABLETS
Product Name : GLIDE-M 60/500 Batch size : Not applicable
Batch Number : G1722093 Mfg.Date : Oct-22
Parameter PRECISION (METHOD PRECISION and INTERMEDIATE PRECISION) Exp.Date : Sep-25

Tnstrument ID:

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

ST/QC/EQ/041 WS/MEF/22/01

% Purity (aib) 100.2

W
Standard dilution : about 500 mg mg to ---> 100 ml o ---> 5 ml to ---> 25
Std.conc (in ppm)-1700 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Test dilution .: Sample weight mg to ---> 100 ml to ---> 5 ml to ---> 25

L
Test.conc (in ppm)-1700 1 ml to --=> 1 ml to ---> 1 ml to ---> 1

INTERMEDIATE PRECISION

Preparation-1 97.8 Preparation-1 98.6
96.7 98.1
Preparation-2 98.7 Preparation-2 98.4 98.12
Preparation-3 98.3 Preparation-3 98.2
Preparation-4 96.7 Preparation-4 98.2
Preparation-5 97.6 Pre’paruﬁon-S 98.1
98.7 98.6
Preparation-6 98.7 Preparation-6 98.1
0.57
Average 98.0 Not applicable Average 98.3 Not applicable
% RSD 0.78 Not applicable % RSD 0.19 Not applicable
Results:
1) % RSD for Assay of six preparations of Method precision 0.78
2) % RSD for Assay of six preparations of Intermediate precision 0.19
3) Cumulative %RSD for Assay of twelve preparations 0.57

Acceptance criteria:
1) % RSD for Assay of Six preparations should not be more than 2.0.

2) Cumulative % RSD for Assay of twelve preparations (i.e. Method precision and Intermediate precision) should not be more than 2.0.

Analysed by :

Date :

M.BHAVYASRT
14-09-2023

Checked by :

M. By y
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle

ASSAY OF METFORMIN HCL AND GLICLAZIDE IN METFORMIN HCL AND GLICLAZIDE TABLETS

Product Name :

GLIDE-M 60/500

Batch size : Not applicable
Batch Number G1722093 Mfg.Date Oct-22
Parameter PRECISION (METHOD PRECISION and INTERMEDIATE PRECISION) Exp.Date Sep-25

Instrument ID:

Each Uncoated bilayered sustained release tablet contains
Metformin HCl BP =-snnemmmmmmmmemaean 500 mq
Gliclazide BP ~----meememcmcoocaaann 60 mg

ST/QCLC/006 & ST/QCLC/009  |Balance ID : ST/QC/EQ/041

ST/WS/22/040 |% Purity (aib)

100.0

1) % RSD for Assay of six preparations of Method precision
2) % RSD for Assay of six preparations of Intermediate precision

3) Cumulative %RSD for Assay of twelve preparations

Acceptance criteria:
1) % RSD for Assay of Six preparations should not be more than 2.0.

1.39

0.73

1.40

Standard dilution : about 60 mg mg to ---> 100 ml to ---> 5 ml o ---> 25
Std.conc (in ppm)-120 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Test dilution .: Sample weight mg to ---> 100 ml to ---> 5 ml to ---> 25
Test.conc (in ppm)-120 1 ml to ---> 1 ml to ---> 1 ml to -==> 1
METHOD PRECISION INTERMEDIATE PRECISION CUMMULATIVE PRECISION
Preparation-1 99.5 Preparation-1 101.3
96.7 99.2
Preparation-2 100.1 Preparation-2 100.4 99.21
T =
Preparation-3 98.9 | Preparation-3 - 100.2
Preparation-4 96.7 : ;’ o | Preparation-4 99.8
Preparation-5 97.2 Preparation-5 99.6
100.1 101.3
Preparation-6 97.6 Preparation-6 99.2 -
Average 98.3 Not applicable Average 100.1 Not applicable .
% RSD 1.39 Not applicable % RSD 0.73 Not applicable
Results:

2) Cumulative % RSD for Assay of twelve preparations (i.e. Method precision and Intermediate precision) should not be more than 2.0.

Analysed by :

Date :

M.BHAVYASRI H . g .
14-09-2023 ,L’]oq 23

Checked by :

Date : F
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle

ASSAY OF M‘ET"FORMIN‘:;HFL AND FLICLAZ:DE IN;METFORMIN:HCL AND GLICLAZIDE TABLETS

Product Name

GLIDE-M 60/500

Batch size : Not applicable

Batch Number

G1722093

Mfg.Date : Oct-22

Parameter :

INTERMEDIATE PRECISION

Exp.Date : Sep-25

Each Uncoated bilayered sustained release tablet contains

Acceptance criteria:

1) % RSD for Assay of Six preparations Should not be more than 2.0.

2) Cumulative % RSD for Assay of twelve preparations (i.e. Method precision and Intermediate precision) should not be more than 2.0.

Metformin HCI BP =-snenmemeenmnannnn 500 mg
Gliclazide BP ---esmememmmsamacanans 60'mg
| ASSAY OF METFORMINHCL
Instrument ID: ST/QCLC/009 Balance ID : r ST/QC/EQ/041 WS No.: WS/MEF/22/01 |% Purity (aib) 100.2
Standard dilution : 500.64 mg to ---> 100 ml to ---> 5 ml to ---> 25
isrd.conc (in ppm)-1001.28 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
!
iTcst dilution Sample weight mg to ---> 100 ml to ---> 5 ml to ---> 25
I Test.conc (in ppm)-1004.144 1 ml o ---> 1 mlto ---» 1 ml to ---> 1
|
i
|Conver:lon factor : 1.0000
Labelled claim 500
Average weight 970
System suitability : 5l PeBins
Metformin HC 695531 695673 695361 695538 695790 695579 162 0.023
Bracketing Std. 693225 693757 694982 1039 0.149
| Average in % RSD %
Sample Preparation-1 974.02 686342 492.94 98.6
Sample Preparation-2 974.16 684992 491.90 98.4
Sample Preparation-3 974.20 683958 491.13 98.2
98.3 0.18
Sample Preparation-4 974.14 683779 491.04 98.2
Sample Preparation-5 974.07 683162 490.63 98.1
Sample Preparation-6 974.32 683374 490.65 98.1

Analysed by :

Date :

M.BHAVYASRT Checked by :

H.BY
Iyloq Jo=

14-09-2023 Date :

L
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle

- ASSAY OF METFORMIN HCL AND GLICLAZIDE !NMETFORMIN:HCL AND GLICLAZIDE TABLETS

Product Name

GLIDE-M 60/500

Batch size : Not applicable
Batch Number : G1722093 Mfg.Date Oct-22
Parameter H INTERMEDIATE PRECISION Exp.Date : Sep-25

Each Uncoated bilayered sustained release tablet contains
Metformin HCI BP ==-enememmmemmecnea 500 mg
Gliclazide BP =-m-emccoememammncaanan 60 mg

Instrument ID:

ST/QCLC/009

ST/QC/EQ/041 ST/WS/22/040 |% Purity (aib)

Standard dilution : 58.05 mg to ---> 100 ml to ---> 5 ml to ---> 25
Std.conc (in ppm)-116.1 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Test dilution Sample weight mg to ---> 100 ml to ---> 5 ml to ---> 25
Test.conc (in ppm)-120.4973 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor : 1.0000

Labelled claim 60

Average weight 970

System suitabilt

e

Gliclazide

287880 287403 286424 285572 285439 286544 1084

Bracketing Std.

279203

273341 283609 5364 1.891

Sample Preparation-1 974.02 301391 60.81 101.3
Sample Preparation-2 974.16 298536 60.22 100.4
Sample Preparation-3 974.20 297936 60.10 100.2
100.1 0.74
Sample Preparation-4 974.14 296962 59.90 99.8
Sample Preparation-5 974.07 296186 59.75 99.6
Sample Preparation-6 974.32 295096 59.52 99.2

Acceptance criteria:

1) % RSD for Assay of Six preparations Should not be more than 2.0.

2) Cumulative % RSD for Assay of twelve preparations (i.e. Method precision and Intermediate precision) should not be more than 2.0.

Analysed by :

Date :

M.BHAVYASRT
14-09-2023

H.Bk
hloq 193

Checked by : 3

Date :
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<3ample Information>

Sample Name : INTERMEDIATE PRECISION
Sample ID 1 AS-BLANK
Data Filename 1 13092023 GLIDE-M-60-500-TAB-AMV-INTERMEDIATE PRECISION-AS-SPL-01.lcd
Method Filename : GLIDE M60-500-850-TAB-AS_P.lcm
Batlch Filename : %3;)92023 GLIDE-M-60-500-AMV-AS-INTERMEDIATE PRECISION.Icb
Vial # 1 2-37
Injection Volume  : 20 uL
Date Acquired 1 13-09-2023 18:09:24 Acquired bg : BHAVYASRI
Date Processed : 14-09-2023 10:09:50 Processed by : S.GOMATHI
<Chromatogram>
uV
50000"77"”7’77' S Detector A 265nm
25000
0- - o |
T T T T ‘ T T T T ] T T T T T T T T T L T T T T l}
0 5 10 15 20 25
min
<Peak Table>
Detector A 265om E— : - _
|Peak#| Name ' R.Time | Area | Area% | T. Plate | T.Factor Resolution' R.R.T
e — — — ,,!,,,,,, e == ? == ,,,,,,,,‘ = = : ESE——— = i
; v
Q’»
H.Bh Wl
1yloql2 N
Analysed By Checked By

D:\ST-QCLC-009\DATA-2023\GLIDE-M-TAB-AMV-AS\13092023 GLIDE-M-60-500-TAB-AMV-INTERMEDIATE
PRECISION-AS-SPL-01.Icd
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GENERIC HEALTHCARE PVT. LTD.

Analysis ”Report

<sample Information>

Sample Name . INTERMEDIATE PRECISION
Sample ID . GLICLAZIDE+METFORMIN-AS-STD-1
Data Filename + 13092023 GLIDE-M-60-500-TAB-AMV-INTERMEDIATE PRECISION-AS-SPL-02.lcd

Method Filename : GLIDE M60-500-850-TAB-AS_P.Ilcm

\B/.atlc?# Filename : %3.%)892023 GLIDE-M-60-500-AMV-AS-INTERMEDIATE PRECISION.Icb
ia 1 2-

Injection Volume : 20 uL

Date Acquired 1 13-09-2023 18:34:56 Acquired bg : BHAVYASRI
Date Processed 1 14-09-2023 10:10:05 Processed by 1 S.GOMATHI
<Chromatogram>

JE-M-60-500-TAB-AMV-INTERMEDIATE PRECISION  DE-M-60- 500-TAB AMV-INTERMEDIATE PRECISION

mV 1 18 Detector @ 265nm| mV Q Detector 8 265nm|
100 |& 8 100 |E&

| g O | g O

N = | | = &

| S~~~ =] ~ o

LS & 118 &

S p K N

0 v:‘,xf':‘m T = - "@,‘L;'::;,,,‘,,_ 0 l '?“'Q—‘"r';'* e - 8 ’32

0 10 20 0 10 2

0
min min

DE-M-60-500-TAB-AMV-INTERMEDIATE PRECISION  DE-M-60- SOO-TAB -AMV-INTERMEDIATE PRECISION

1 70
mV o0l |B Detector Eg 265nm  mV 444 T & Detector@ 265nm
] g S} g 3
| |E S 2 =
118 2 1 \\@ g
A Ilc\ 1 N 6
0 ‘IVV\‘L:;VAT - T T | T T T VI/\% T T 07 [V;BTA T T | T T T !I/\-ﬁ T 3
0 10 20 0 10 20
min min
JE-M-60- 500—TAB AMV-INTERMEDIATE PRECISION
mV 118 Detector ﬁ 265nm
100 &
- m O
P ~
| = = \
S o 1
0 } :,I!Lg:;. — AR B
0 10 20
min
<< Detector A >>
ID#1 Compound Name METFORMIN HCL -
1Vlal# Title Sample ID ' R.Time | Area ~T. Plate T.Factor
| 38 |AS-SPL-02.lcd | GLICLAZIDE+METFORMIN-/ AS STD 1 197 | 695531 | 2253 : 1.49
L_3__78 AS-SPL-03.lcd | GLICLAZIDE+METFORMIN-AS-STD-2 2 1.97 | 695673 | 2247 | 1.49
38 |AS-SPL-04.lcd | GLICLAZIDE+METFORMIN-AS-STD-3 | 1.97 ‘ 695361 | 2244 | 1.49 |
‘ 38 AS-SPL-05.lcd | GLICLAZIDE+METFORMIN-AS-STD- 4_ 1.97 695538 | 2247 1.49 |
“" 38 |AS-SPL-06.lcd | GLICLAZIDE+METFORMIN-AS-STD-5 1.97 695790 2251 1.49
Average 1.97 695579 2248 1.49
i %RSD 0.020 0.023 0.158 | 0.116

D:\ST-QCLC-009\DATA-2023\GLIDE-M-TAB-AMV-AS\13092023 GLIDE-M-60-500-TAB-AMV-INTERMEDIATE
PRECISION-AS-SPL-02.Icd



ID#2 Compound Name GLICLAZIDE

Vlal#f

Page2/2

Tijlﬁeﬁ:ﬁ N Sérhble 1D RR.Time{ Area” T Platvei ‘T Factoq
\ 38 |AS-SPL-02.lcd | GLICLAZIDE+METFORMIN-AS-STD- 1 | 18.83 ‘ 287880 17818 | 1.12
| 38 |AS-SPL-03.lcd GLICLAZIDE+METFORMIN-AS-STD-2 | 18.83 | 287403 17814  1.12
| 38 |AS-SPL-04.Icd | GLICLAZIDE-+METFORMIN-AS-STD- 3 18.83 286424 17801  1.12
| 38 |AS-SPL-05.Icd | GLICLAZIDE+METFORMIN-AS-STD-4 18.83771 285572 17823  1.12
| 38 |AS-SPL-06.Icd | GLICLAZIDE+METFORMIN-AS-STD-5 | 18.84 285439 17775  1.12
. Average| 1 18.83 | 286544 17806 @ 1.12
| %RSD | 0.014 | 0378 | 0.109 0. 059 |

]
o9z

Analysed By Checked By

/oc<”

D:\ST-QCLC-009\DATA-2023\GLIDE-M-TAB-AMV-AS\13092023 GLIDE-M-60-500-TAB-AMV-INTERMEDIATE

PRECISION-AS-SPL-02.Icd
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A
@ GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name . INTERMEDIATE PRECISION
Sample ID : GLIDEM-60-500-093-SET1-AS-SPL-1
Data Filename : 13092023 GLIDE-M-60-500-TAB-AMV-INTERMEDIATE PRECISION-AS-SPL-07.lcd

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

satlcg Filename : %3??992023 GLIDE-M-60-500-AMV-AS-INTERMEDIATE PRECISION.Icb
ia : 2-

Injection Volume : 20 uL

Date Acquired 1 13-09-2023 20:42:39 Acquired b : BHAVYASRI
Date Processed : 14-09-2023 10:11:30 Processed gy : S.GOMATHI
<Chromatogram>
JE-M-60-500-TAB-AMV-INTERMEDIATE PRECISION  DE-M-60-500-TAB-AMV-INTERMEDIATE PRECISION
mV 1,8 Detector A 265nm  mV 1 .8 Detector A 265nm
100~ = 100 T
1 18 ) | |B i .
& a 1B a
= 3 IBE =
50| |8 Y 501 |2 o
e — &) =} — O
° o
] 3
| g ®
| /\ i |
01— !LJ, ’ij\l 0 11 - A '}\ L
T T T T N T e A I T 1 L L L L D T T T T
0 10 20 0 10 20
min . min
<< Detector A >>
ID#1 Compound Name: METFORMIN HCL
Vial#|  Tite | Sample ID R.Time Area T. Plate |T.Factor
39 1AS-SPL-07.lcd | GLIDEM-60-500-093-SET1-AS-SPL-1 1.97 687632 1883 1.48
39 }AS-SPL-08.lcd | GLIDEM-60-500-093-SET1-AS-SPL-2 1.97 685052 1902 1.48
Average 1.97 686342 1892 1.48
%RSD 0.032 0.266 0.716 |0.342 |

ID#2 Compound Name: GLICLAZIDE

Vial# Title Sample ID R.Time Area | T. Plate [T.Factor
39 |AS-SPL-07.lcd | GLIDEM-60-500-093-SET1-AS-SPL-1 | 18.84 302168 17431 | 1.13
39 I|AS-SPL-08.lcd | GLIDEM-60-500-093-SET1-AS-SPL-2 | 18.84 300614 17425 | 1.13 |

Average 18.84 301391 17428 1.13
%RSD| B B ~ | 0.010 | 0.364 0.025 10.133
(\7(
v
: \\
H)‘;Eﬁ 27 N
Analysed By Checked By

D:\ST-QCLC-009\DATA-2023\GLIDE-M-TAB-AMV-AS\13092023 GLIDE-M-60-500-TAB-AMV-INTERMEDIATE
PRECISION-AS-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

: INTERMEDIATE PRECISION
: GLIDEM-60-500-093-SET2-AS-SPL-1

: 13092023 GLIDE-M-60-500-TAB-AMV-INTERMEDIATE PRECISION-AS-SPL-09.lcd
: GLIDE M60-500-850-TAB-AS_P.Icm

: 13092023 GLIDE-M-60-500-AMV-AS-INTERMEDIATE PRECISION.Icb

Vial # 1 2-40

Injection Volume : 20 uL

Date Acquired 1 13-09-2023 21:33:44 Acquired bg : BHAVYASRI

Date Processed : 14-09-2023 10:12:05 Processed by : S.GOMATHI
<Chromatogram>

JE-M-60-500-TAB-AMV-INTERMEDIATE PRECISION

JDE-M-60-500-TAB-AMV-INTERMEDIATE PRECISION

mV I8 Detector A 265nm ~ mV ) Detector A 265nm
1001 |X 100 o
1 |& =
>
5 2 5 a
E . ik 9
50- |8 g 50 |2 g (
- 4 107 g
] g ] 3
o =
0 1] 1\/\\'/ 0 LLJ [}\J/
T £} T ‘ T T T T | T T T T T | T T { T T
0 10 20 0 10 20
min min
<< Detector A >>

ID#1 Compound Name METFORMIN HCL

Vlal# Title Sample ID R Tlme Area . T. Plate T.Factor
40 AS SPL—O9 ch GLIDEM 60 500 093- SET2 AS SPL-1 | 1.97 | 684891 1886  1.48

40 |AS-SPL-10.Icd GLIDEM-60-500-093-SET2-AS-SPL-2 | 1.97 685093 1892 | 1.47

1‘ Average| B i | 1.97 L 684992 1889  1.47

1 %RSD - - 0 021 | 0.021 0.211  0.046

ID#2 Compound Name: GLICLAZIDE B -

Vial# Title Sample ID R.Time | Area T. Plate T.Factor
40 |AS-SPL-09.lcd | GLIDEM-60-500-093-SET2-AS-SPL-1 | 18.84 298732 17418 | 1.13
40 |AS-SPL-10.lcd | GLIDEM-60-500-093-SET2-AS-SPL-2 | 18.84 298340 17384 | 1.13

Average 18.84 298536 17401 | 1.13
%RSD 0.003 0.093 0.139 | 0.016
.)
M. Bl /\oo\\
141e9)23
Analysed By Checked By

D:\ST-QCLC-009\DATA-2023\GLIDE-M-TAB-AMV-AS\13092023 GLIDE-M-60-500-TAB-AMV-INTERMEDIATE
PRECISION-AS-SPL-09.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name
Sample ID

Data

Method Filename
Batch Filename
Vial #

Filename

: INTERMEDIATE PRECISION

: GLIDEM-60-500-093-SET3-AS-SPL-1
: 13092023 GLIDE-M-60-500-TAB-AMV-INTERMEDIATE PRECISION-AS-SPL-11.lcd
: GLIDE M60-500-850-TAB-AS_P.Icm

- %32192023 GLIDE-M-60-500-AMV-AS-INTERMEDIATE PRECISION.Icb

Injection Volume : 20 uL

Date Acquired 1 13-09-2023 22:24:49 Acquired b : BHAVYASRI

Date Processed 1 14-09-2023 10:12:36 Processed gy : S.GOMATHI
<Chromatogram>

DE-M-60-500-TAB-AMV-INTERMEDIATE PRECISION

DE-M-60-500-TAB-AMV-INTERMEDIATE PRECISION

mV o Detector A 265nm|  mV ) Detector A 265nm
100- o | 100 )
1 |& , 1 |&
\ b
|2 ) g
Iz a I a
|5 > |2 2
~ A = —
50- § c:) 50~ ‘§ %
pul 2 { = =
= ] =
] &
| o %
0 QL  S— ’F'/\J/ 0 1\ L - /{/\L
T T T T [ T T T T | T T T T T T T T T I T
0 10 20 0 10 20
min min
<< Detector A >>
ID#1 Compound Name: METFORMIN HCL -
‘}'Vial# Title Sample ID R.Time Area | T. Plate T.Factor
\,,‘}1,,_A§'SPL'11~'Cd | GLIDEM-60-500-093-SET3-AS-SPL-1 1.97 684811 l 71§777?1”371:ﬁ4‘
‘,,,‘H, AS-SPL-12.lcd | GLIDEM-60-500-093-SET3-AS-5PL-2 1.96 683106 ‘ 1876 | 1.48 |
Average| B | 1.97 683958 | 1874 ;77771,774@7 A
. %RSD| 0.062  0.176 | 0.096 | 0.230
ID#2 Compound Name: GLICLAZIDE - -
Vial# Title Sample ID ‘ R,tTi,m?,‘,, ~ Area ~ T. Plate 'T.Factor
41 |AS-SPL-11.lcd | GLIDEM-60-500-093-SET3-AS-SPL-1 | 18.84 = 298153 17465 1.13
41 |AS-SPL-12.lcd | GLIDEM-60-500-093-SET3-AS-SPL-2 | 18.85 297719 | 17548 | 1.12 |
Average 18.84 297936 17506 | 1.12 |
%RSD 0.038 0.103 0.336 71770.268_
//cg“”
\ O
H"B ) g‘\y \\A\
Iy logls 3

Analysed By

D:\ST-QCLC-009\DATA-2023\GLIDE-M-TAB-AMV-AS\13092023 GLIDE-M-60-500-TAB-AMV-INTERMEDIATE

PRECISION-AS-SPL-11.Icd

Checked By
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<3ample Information>

Sample Name : INTERMEDIATE PRECISION
Sample ID : GLICLA+METFORMIN-AS-STD-BKT-1
Data Filename : 13092023 GLIDE-M-60-500-TAB-AMV-INTERMEDIATE PRECISION-AS-SPL-13.lcd
Method Filename : GLIDE M60-500-850-TAB-AS_P.lcm
\B/_atlcr;# Filename ; %3;)32023 GLIDE-M-60-500-AMV-AS-INTERMEDIATE PRECISION.Icb
ia 1 2-
Injection Volume  : 20 uL
Date Acquired : 13-09-2023 23:15:56 Acquired bg : BHAVYASRI
Date Processed 1 14-09-2023 10:13:06 Processed by : S.GOMATHI
<Chromatogram>
mV
3 R ) Detector A 265nm
T
1 Z
100~ = 1
n |
[¢) ‘
- !
! L |
75-] = N ‘
j o a
J ‘69, g
50~ a 3
8. |
\ 0]
I ~
1| 2
J\ ! N\ ;
0 RETW / S AN |
. S r T T 2 i T I T T I I T T
0 5 10 15 20 25
min
<Peak Table>
Detector A 265nm . - IOS—
Peak# Name R.Time Area I Area% | T. Plate | T.Factor Resolutioni R.R.T
1 | METFORMIN HCL 1.96 693225 71.29 2230| 1.501 -- =
2| GLICLAZIDE 18.85 279203 28.71 7717864 1.108 | 46.258 --
| Total 972428 | 100.00
L
/w'ﬁ
N
L] - 3‘ \}\\O
H.B B
iylealy
Analysed By Checked By

D:\ST-QCLC-009\DATA-2023\GLIDE-M-TAB-AMV-AS\13092023 GLIDE-M-60-500-TAB-AMV-INTERMEDIATE
PRECISION-AS-SPL-13.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

. INTERMEDIATE PRECISION

: GLIDEM-60-500-093-SET4-AS-SPL-1
1 13092023 GLIDE-M-60-500-TAB-AMV-INTERMEDIATE PRECISION-AS-SPL-14.lcd
: GLIDE M60-500-850-TAB-AS_P.Icm
] %3‘(1)292023 GLIDE-M-60-500-AMV-AS-INTERMEDIATE PRECISION.Icb
: 20 uL

1 13-09-2023 23:41:29
: 14-09-2023 10:13:21

Acquired b%
Yy

Processed

: BHAVYASRI
: S.GOMATHI

<Chromatogram>
JE-M-60-500-TAB-AMV-INTERMEDIATE PRECISION  DE-M-60-500-TAB-AMV-INTERMEDIATE PRECISION
mV - | Detector A 265nm, —mV | = Detector A 265nm
100 |2 1004 |8
1 |& ] g
75 |Q 118 |
| 1B s g 8 |
i 3 1|2 >
50- | 3 50- |Q 3
I - = * =
4 — 9 5 L] 9
o o = el
25- s 25 %
' & ] £
) L (\ 1 |
0 + 4+ Lk ”’Tj 4 0 Vi J \.l
[T LA L I T :
0 10 20 0 10 20
min min
<< Detector A >>
ID#1 Compound Name: METFORMIN HCL -
Vial#|  Title Sample ID RTime| Area T Plate T.Factor
| 42 |AS-SPL-14.Icd | GLIDEM-60-500-093-SET4-AS-SPL-1 1.96 684253 | 1861 | 1.47
 42 AS-SPL-15.lcd | GLIDEM-60-500-093-SET4-AS-SPL-2 1.96 | 683305 1872 | 1.48
~ Average 1.96 683779 1866 1.48
%RSD 0.008 0.098 0.437 | 0.265 |
ID#2 Compound Name: GLICLAZIDE 7
Vial# Title Sample ID R.Time Area T. Plate [T.Factor|
42 |AS-SPL-14.lcd | GLIDEM-60-500-093-SET4-AS-SPL-1 | 18.85 296871 17632 | 1.12
42 |AS-SPL-15.lcd | GLIDEM-60-500-093-SET4-AS-SPL-2 | 18.84 297053 17680 | 1.12 |
Average 18.85 296962 17656 | 1.12 |
%RSD ~ | 0.008 0.043 0.192 | 0.143 |
/ by}
" J/ \90\\'V
H $ g E ‘3\ \“5‘
thloq f23
Analysed By Checked By

D:\ST-QCLC-009\DATA-2023\GLIDE-M-TAB-AMV-AS\13092023 GLIDE-M-60-500-TAB-AMV-INTERMEDIATE
PRECISION-AS-SPL-14.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

: INTERMEDIATE PRECISION

: GLIDEM-60-500-093-SET5-AS-SPL-1
: 13092023 GLIDE-M-60-500-TAB-AMV-INTERMEDIATE PRECISION-AS-SPL-16.lcd
: GLIDE M60-500-850-TAB-AS_P.lcm

: 532??2023 GLIDE-M-60-500-AMV-AS-INTERMEDIATE PRECISION.Icb

: 20 uL

1 14-09-2023 00:32:36
: 14-09-2023 10:13:52

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired

: BHAVYASRI
Date Processed

Acquired bg
y 1 S.GOMATHI

Processed

<Chromatogram>
JE-M-60-500-TAB-AMV-INTERMEDIATE PRECISION  3E-M-60-500-TAB-AMV-INTERMEDIATE PRECISION
mV o Detector A 265nm  mV = Detector A 265nm|
100 |2 1004 |% |
1 |z 1 |z |
= 1|2
75~ 8 m 75“ 8 m
1 1B =) 118 a
E : - 3
501 |3 O 50 | O
- o o] 1 S |
| — 9 B i g
25 - 251 -
i = i s
0 i LJ\ 1/\4/ 0 1wk S ,‘},\\L, -
- — S - |
T T T T | T T T T | T T T T T T N T T T T I T
0 10 20 0 10 20
min min
<< Detector A >>
ID#1 Compound Name: METFORMIN HCL -
Vial#, Tite |  SampleID ~ |RTime| Area | T Plate TFactor
| 43 |AS-SPL-16.lcd | GLIDEM-60-500-093-SET5-AS-SPL-1 | 1.96 | 683000 | 1855  1.47
‘”{};_3_ AS-SPL-17.lcd _GLIDEM-60-500-09A3-SET5-AS—$E_L72_WLle.ggi | 683324 1858  1.48
Average - | 196 | 683162 | 1857 | 1.48
- ~ %RSD| - - i. 0.014 ‘7”7”79:0_337 | 0.119 | 0.130
ID#2 Compound Name: GLICLAZIDE
Vial# Title Sample ID R.Time Area T. Plate [T.Factor
43 |AS-SPL-16.lcd | GLIDEM-60-500-093-SET5-AS-SPL-1 | 18.84 297055 17617 | 1.12
43 |AS-SPL-17.lcd | GLIDEM-60-500-093-SET5-AS-SPL-2 | 18.84 295318 17667 | 1.11
Average 18.84 296186 17642 | 1.11
%RSD 0.001 0.415 0.201 | 0.374
by
M.& N
I4loq [a T
Analysed By Checked By

D:\ST-QCLC-009\DATA-2023\GLIDE-M-TAB-AMV-AS\13092023 GLIDE-M-60-500-TAB-AMV-INTERMEDIATE
PRECISION-AS-SPL-16.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

: INTERMEDIATE PRECISION
: GLIDEM-60-500-093-SET6-AS-SPL-1

: 13092023 GLIDE-M-60-500-TAB-AMV-INTERMEDIATE PRECISION-AS-SPL-18.lcd
: GLIDE M60-500-850-TAB-AS_P.Icm

: 13092023 GLIDE-M-60-500-AMV-AS-INTERMEDIATE PRECISION.Icb

by

2-44

20 Ul
: 14-09-2023 01:23:42
: 14-09-2023 10:14:22

Acquired b
Processed

: BHAVYASRI
: S.GOMATHI

<Chromatogram>
JE-M-60- 5007TAB -AMV-INTERMEDIATE PRECISION  DE-M-60-500-TAB-AMV-INTERMEDIATE PRECISION
mV D Detector A 265nm ~ mV ) Detector A 265nm
100*1, T 100 T
| Z ] Z
| |2 | |2
75+ 75
1 |8 g |Z g
50 |% O 50 | O
1 13 & 1 12 2
il [ ~ - ~
| N o
25 3 251 %
] = ' £
0 ﬁ___,\J/J\ A 1\/\J/ 0;,*, 1\}\\L -
T T T T T T 1 T T T T T T T T T T T T T —
0 10 20 0 10 20
min min
<< Detector A >>
ID#1 Compound Name: METFORMIN HCL B
ﬁ/ial#f" Title Sample ID R.Time Area { T. Plate [T.Factor
44 AS-SPL-18.lcd | GLIDEM-60-500-093-SET6-AS-SPL-1 1.96 683353 1859 1.48 {
| 44 |AS-SPL-19.lcd ,,GEIP;EAM, 60-500-093-SET6-AS-SPL-2 1.96 683395 1860 1.48 |
| Average o 1 1.96 | 683374 | 1860  1.48
5 %RSD - 1 0.002  0.004 0.021  0.005
ID#2 Compound Name GLICLAZIDE ) S
Vlal# Title { Sample D | R.Time { Area T Plate T.fggtgﬁr
44 *A_‘S_VVS»I_)L-AIIB—‘[V(_:Q'Glll_rl?_EM-60 500-093-SET6-AS-SPL-1 | 18.84 294717 | 17748  1.11
44 |AS-SPL-19.lcd | GLIDEM-60-500-093-SET6-AS-SPL-2 | 18.84 295474 | 17707 | 1.11
Average 18.84 295096 17727 | 1.11
%RSD 0.003 0.181 0.165 | 0.001
\ ‘/\O
“1'0 LE WX
Analyse Checked By

D:\ST-QCLC-009\DATA-2023\GLIDE-M-TAB-AMV-AS\13092023 GLIDE-M-60-500-TAB-AMV-INTERMEDIATE
PRECISION-AS-SPL-18.lcd
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GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<bSample Information>

Sample Name
Sample 1D

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: INTERMEDIATE PRECISION
: GLICLA+METFORMIN-AS-STD-BKT-2

: 13092023 GLIDE-M-60-500-TAB-AMV-INTERMEDIATE PRECISION-AS-SPL-20.lcd
: GLIDE M60-500-850-TAB-AS_P.Icm

: 13092023 GLIDE-M-60-500-AMV-AS-INTERMEDIATE PRECISION.Ich

1 2-38

120 uL

: 14-09-2023 02:14:47 Acquired b% : BHAVYASRI
1 14-09-2023 10:14:37 Processed by : S.GOMATHI

<Chromatogram>
mV
——
- O
I
B
100 n§c
| 9
! =
i L
75+ =
' 2
| .
50~ 1
‘ |
25- |

~ Detector A 265nm

> 18.842 / GLICLAZIDE

| S E—

5 10 15 20 25
min
<Peak Table>
Detector A 265rm ——— E——
Peak# Name R.Time Area Area% | T. Plate | T.Factor | Resolution | R.R.T |
1| METFORMIN HCL 1.96 693757| 71.74| 2204| 1.511 | - ‘ -
2| GLICLAZIDE 18.84 273341| 28.26| 17981 1.106 | 46.322 ‘ -
| Total 967097 | 100.00 | B
“‘/\W
H gL §‘3\4°“
1ylod J23
Analysed By Checked By

D:\ST-QCLC-009\DATA-2023\GLIDE-M-TAB-AMV-AS\13092023 GLIDE-M-60-500-TAB-AMV-INTERMEDIATE

PRECISION-AS-SPL-20.lcd
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle

ASSAY OF METFORMIN HCL AND GLICLAZIDE IN METFORMIN HCL AND GLICLAZIDE TABLETS

Product Name GLIDE-M 60/850 Batch size : Not applicable
Batch Number : G17230801 Mfg.Date : Aug-23
Parameter H STABILITY OF ANALYTICAL SOLUTION Exp.Date Jul-26

S

Instrument ID:

S

ST/QCLC/009

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

S

Balance ID :

ST/QC/EQ/04

WS No.:

WS/MEF/22/01

% Purity (aib)

100.2

Standard dilution : 850.24 mg to ---> 100 ml to ---> 5 ml to ---> 25
Std.conc (in ppm)-1700.48 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Sample dilution : 1360.54 mg to ---> 100 ml to > 5 ml to ---> 25
Test.conc (in ppm)-1700.67 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor : 1.0000
Labelled claim 850 mg
Average weight 1360 mg
z*ﬂ:vw . T o B J! HERA . v;’, 5 ’%’(&' o M P xm?
Gliclazide 1123345 1121012 1123667 1123067 1272.2 0.113
With Bracketing std. 1127364 1123783 2090.9 0.186
= i i
.
i 4
. e L d : o
3 E: FERE i % et i & G 4 R ;
1123067 Not applicable 1089282 Not applicable Not applicable
4 Hours 1130787 -0.68 1098586 -0.85 98.00 -0.85
6 Hours 1124093 -0.09 1093160 -0.35 97.52 -0.35
8 Hours 1125768 -0.24 1095978 -0.61 97.77 -0.61
10 Hours 1128266 -0.46 1098486 -0.84 98.00 -0.84
12 Hours 1129120 -0.54 1099988 -0.97 98.13 -0.97
18 Hours 1141670 -1.63 1110065 -1.87 99.03 -1.87
24 Hours 1130787 -0.68 1107503 -1.65 98.80 -1.65
Results :
Standard and Sample Solution Stability Study was performed upto 24 Hrs only.
Standard solution and Sample solution was Stable upto 24 hrs at room femperature.
Acceptance criteria:
The Standard solution and Sample solution shall be considered stable for the final period till which the area difference between initial and
next periodic interval should not be more than +2%.
v
i
@ N
Analysed by : E.MEENA \ .
Y Oq Checked by : \ 00\
Date : 09-09-2023 Dote: . &

©




’é' GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle . ASSAY OF METFORMIN HCL AND GLICLAZIDE IN METFORMIN HCL AND GLICLAZIDE TABLETS
Product Name : GLIDE-M 60/850 Batch size : Not applicable
Batch Number : G17230801 Mfg.Date : Aug-23
Parameter : STABILITY OF ANALYTICAL SOLUTION Exp.Date : Jul-26

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

% %

i

SO i
ST/QC/EQ/041

Instrument ID: ST/QCLC/009

ST/WS/22/040 % Purity (aib) 100.0

Standard dilution : 60.05 mg to ---> 100 ml to ---> 5 ml to ---> 25
Std.conc (in ppm)-120.1 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Sample dilution : 1360.54 mg to ---> 100 ml to -—-> 5 ml to ---> 25
Test.conc (in ppm)-120.047 1 ml to ---> 1 ml o ---> 1 ml to ---> 1

Conversion factor : 1.0000
Labelled claim  : 60 mg
Average weight : 1360 mg

Gliclazide . 00502 291534 289976 290531 594.0 0.204
With Bracketing std. 292571 . 290871 987.9

0.340

Initial 29031 Not applicable 288061 Not appliable 99.19 Not applicable
4 Hours 290566 -0.01 287169 ; 0.31 98.89 0.31
6 Hours 287769 0.96 285270 0.98 98.23 0.98
8 Hours 285302 1.83 283283 1.69 97.55 1.69
10 Hours 287356 1.10 284014 1.42 97.80 1.42
12 Hours 285718 1.68 283284 1.69 97.55 1.69
18 Hours 286425 1.43 284168 1.37 97.85 1.37
24 Hours 285934 283651 1.55 1.55

Results :

Standard and Sample Solution Stability Study was performed upto 24 Hrs only.
Standard solution and Sample solution was Stable upto 10 hrs at room femperature.

Acceptance criteria:

The Standard solution and Sample solution shall be considered stable for the final period till which the area difference between initial and
next periodic interval should not be more than +2%.

/'7
A
Analysed by : E.MEENA @/ Oq\ ib Checked by /;;
o o b 2\

Date : 09-09-2023 Date :




Page 1/1

GENERIC HEALTHCARE PVT. LTD.

Analysig Report

<Sample Information>

Sample Name
Sample ID

Data Filename
Method Filename
Batch Filename
Vial #

Injection Volume
Date Acquired
Date Processed

: SOLUTION STABILITY
: AS-BLANK

: 07092023 GLIDE-M-TAB-AMV-SOLUTION STABILITY-AS-SPL-01.lcd

: GLIDE M60-500-850-TAB-AS.|lcm

: 07092023 GLIDE-M-AMV-AS-SOLUTION STABILITY & LINEARITY.lcb

1 2-1

: 20 uL

: 07-09-2023 13:48:10
: 09-09-2023 10:29:35

: E.MEENA

. C.K.SARAVANAN.

Acquired bg
Processed by

<Chromatogram>

uVv
100000+

I
75000 |

50000

25000 |

<Peak Table>
Detector A 265nm

‘Peak#|
Total;

Name | R.fime 1

Analysed By

Area

Detector A 265nm

20

| Area% | T.Plate | T.Factor  Resolution| R.R.T |

I T A

"

o

TS
Checked By

D:\ST-QCLC-009\DATA-2023\GLIDE-M-TAB-AMV-AS\07092023 GLIDE-M-TAB-AMV-SOLUTION STABILITY-AS-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

: SOLUTION STABILITY

1 2-2

1 20 uL

: 07-09-2023 14:13:42
: 09-09-2023 16:19:32

<Chromatogram>

23 GLIDE-M-TAB-AMV-SOLUTION STABILITY-AS- SP
mV j Detgctor A 265nm

<

&9

[

1 [20)
100 1§
IS

Wit

._1
O
~
~
w
N
- Ne
T T

i T T

O —1t
=
o

min

23 GLIDE- M-TAB -AMV-SOLUTION STABILITY-AS-SP

1

: GLICLAZIDE+METFORMIN-AS-STD-1

: 07092023 GLIDE-M-TAB-AMV-SOLUTION STABILITY-AS-SPL-02.Icd
: GLIDE M60-500-850-TAB-AS.Icm

: 07092023 GLIDE-M-AMV-AS-SOLUTION STABILITY & LINEARITY.Icb

Acquired by
Processed by

: E.MEENA
: C.K.SARAVANAN.

23 GLIDE-M-TAB-AMV-SOLUTION STABILITY-AS-SP
mV 119 Detgctor A 265nm
i - |
100 | |3 e ;
] m & |
‘ T T T T o T T L T A I

0 10 20

23 GLIDE-M-TAB-AMV-SOLUTION STABILITY-AS-SP

mV g Detgctor A 265nm  mV S Det@tor A 265nm
: = i 1= 3
1004 |3 o 100 |$ °
] o g 1|\ Q
1S g 1 I3 3
0 \= AS o I\Z AD =
| m T T ‘ T L | T ‘ T San ‘g ‘ T T T T | j T T T T | T T
0 10 20 0 10 20
min min
23 GLIDE-M-TAB-AMV-SOLUTION STABILITY-AS-SP
mv 118 Det@tor A 265nm
100 |5 & ‘
L o) ; ‘
0 JEL:; J,L“E" . —— ‘ e ,/\“K' ; i Y,J
0 10 20
min
<< Detector A >>
ID#1 Compound Name METFORMIN HCL
vial#|  Title Sample ID R.Time |  Area T. Plate [T.Factor
2 |AS-SPL-02.lcd | GLICLAZIDE+METFORMIN-AS-STD-1 | 1.93 : 1123345 2122 1.42
2 |AS-SPL-03.lcd | GLICLAZIDE+METFORMIN-AS-STD-2 | 1.92 i 1121012 2125 1.43
| 2 |AS-SPL-04.lcd | GLICLAZIDE+METFORMIN-AS-STD-3 1,92 1123667 2115 1.43
2 AS-SPL-05.lcd | GLICLAZIDE+METFORMIN-AS-STD-4 1.93 | 1124404 2078 1.42
2 |AS-SPL-06.lcd | GLICLAZIDE+METFORMIN-AS-STD-5 | 1.93 L 1122907 2100 1.43
Average B 1.92 1123067 2108 1.43
77777 ~ %RSD| | 0.108 k 0.113 | 0.918 | 0.265 |

D:\ST-QCLC-009\DATA-2023\GLIDE-M-TAB-AMV-AS\07092023 GLIDE-M-TAB-AMV-SOLUTION STABILITY-AS-SPL-02.1cd



Page 2/2

ID#2 Compound Name GLICLAZIDE
V|al#w Title ) Sample 1D R Tlme Area T Plate [T. Factor

e

2 AS-SPL-02.Icd GLICLAZIDE+METFORMIN-AS-STD-1 | 15.26 ] 290502 17651 | 1.09 |
2 |AS-SPL-03.Icd | GLICLAZIDE+METFORMIN-AS-STD-2 | 15.20 291534 17585 1.10

2 |AS-SPL-04.Icd | GLICLAZIDE+METFORMIN-AS-STD-3 i_175.21 290256 17553 1.1

2 AS-SPL-05.Icd | GLICLAZIDE+METFORMIN-AS-STD-4 | 15.35 | 290386 17495 11
2 |AS-SPL-06.Icd | GLICLAZIDE+METFORMIN-AS-STD-5 | 15.59 | 289976 17537 11

.| Average 1532 290531 17564 | 1.10
.| %RsD| - w 1.062 | 0.204 0.333 | 1.043 |
Analysed By Checked

D

S P

D:\ST-QCLC-009\DATA-2023\GLIDE-M-TAB-AMV-AS\07092023 GLIDE-M-TAB-AMV-SOLUTION STABILITY-AS-SPL-02.Icd
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’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SOLUTION STABILITY
Sample ID : GLIDERM-60-850-801-INI-AS-SPL-1
Data Filename : 07092023 GLIDE-M-TAB-AMV-SOLUTION STABILITY-AS-SPL-07.lcd

Method Filename : GLIDE M60-500-850-TAB-AS.lcm
Batch Filename 1 07092023 GLIDE-M-AMV-AS-SOLUTION STABILITY & LINEARITY.lcb

Vial # 1 2-3

Injection Volume : 20 uL

Date Acquired : 07-09-2023 16:21:23 Acquired b{) : E.MEENA

Date Processed : 09-09-2023 16:00:25 Processed by . C.K.SARAVANAN.
<Chromatogram>

23 GLIDE-M-TAB-AMV-SOLUTION STABILITY-AS-SP 23 GLIDE- M—TAB AMV-SOLUTION STABILITY-AS-SP

mv g Detector A 265nm  mV [ 8 Detector A72~6755m‘
T | =
150+ |& 150 |z i
> L2
& |
e | |g |
= m ! = m |
100 |3 = 100 |3 = |
< g la E |
1 18 g ks 0 !
= 5 e = '
11 %, o
50 “ ° 50 S l
© , 52 |
| P a g |
| N " |
T ‘ T  § T T ‘ T = T T T ‘ T T | e S 7] B IR S
0 10 20 0 10 20
min min
<< Detector A >>
ID#1 Compound Name METFORMIN HCL
’YEI#\ Title 1 Sample ID IR, T|me [ ~ Area 7‘___I.____Plate ]T.Factoﬁ
| 3 |AS-SPL-07.Icd | GLIDERM-60-850-801-INI-AS-SPL-1 | 1.93 | 1089282 | 1923 | 1.46 |
| 3 |AS-SPL-08.Icd | GLIDERM-60-850-801-INI-AS-SPL-2 | 1.94 | 1090944 | 1919 | 1.47 |
| \ Average B 1.94 | 1090113 1921 | 1.47
\ s %RSD - ) ,,,J 07320 j 0.108 | 0.160 0.222J

ID#2 Compound Name: GLICLAZIDE

rpﬁ/‘iél# Title Sample 1D R.Time l Area T. Plate [T.Factor
| 3 |AS-SPL-07.lcd | GLIDERM-60-850-801-INI-AS-SPL-1 15”972”‘ 288581 17316 | 1.12
k 3 AS-SPL-08.lcd | GLIDERM-60-850-801-INI-AS-SPL-2 16.30 | 289541 17366 | 1.12
L Average - 16.11 289061 17341 1.12

i
S el
| 0.235 0.204 | 0.150

%RSD - - 1. 665 '

.
@/\0‘* e

Analysed By Checked By

D:\ST-QCLC-009\DATA-2023\GLIDE-M-TAB-AMV-AS\07092023 GLIDE-M-TAB-AMV-SOLUTION STABILITY-AS-SPL-07.lcd
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’Gl GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SOLUTION STABILITY
Sample ID : GLICLAZIDE+METFORMIN-AS-STD-BKT
Data Filename : 07092023 GLIDE-M-TAB-AMV-SOLUTION STABILITY-AS-SPL-09.lcd
Method Filename : GLIDE M60-500-850-TAB-AS.Icm
Batch Filename : 875)92023 GLIDE-M-AMV-AS-SOLUTION STABILITY & LINEARITY.Icb
Vial # P25
Injection Volume  : 20 uL
Date Acquired : 07-09-2023 17:12:27 Acquired by : E.MEENA
Date Processed : 09-09-2023 10:29:37 Processed by . C.K.SARAVANAN.
<Chromatogram>
mV
[ !g - - N " Detector A 265nm
I
iz
1 1=
150 H’%
=
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min
<Peak Table>
Detector A 265nm. - S l : _— ,
iPeak#\ Name | R.Time \ Area | Area% | T. Plate | T.Factor | Resolution! R.R.T |
‘i 1| METFORMIN HCL 1.95’] 1127364“ 79.40! 2106’ 1.429 == g #=
2 GLICLAZIDE 16.72| 292571 20.60|-| 17579| 1.117 | 43.780 E -
e e s ] i
CTotal l 1419936 100.00 | L
| 7
x W
AN
, V¢
G0 il
Analysed By Checked By

D:\ST-QCLC-009\DATA-2023\GLIDE-M-TAB-AMV-AS\07092023 GLIDE-M-TAB-AMV-SOLUTION STABILITY-AS-SPL-09.lcc
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’G' GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SOLUTION STABILITY
Sample ID : AS-BLANK
Data Filename : 07092023 GLIDE-M-TAB-AMV-SOLUTION STABILITY-AS-SPL-10.lcd
Method Filename : GLIDE M60-500-850-TAB-AS.Icm
Batch Filename 1 07092023 GLIDE-M-AMV-AS-SOLUTION STABILITY & LINEARITY.Icb
Vial # 1 2-1
Injection Volume  : 20 uL
Date Acquired : 07-09-2023 17:37:59 Acquired by : E.MEENA
Date Processed 1 09-09-2023 10:29:37 Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
1000007 S B " Detector A 265nm
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<Peak Table>
D_etect?rA 265nm. _— — — — . = :
Peak| Name | R.Time 1 Area ll Area% l T. Plate \ T.Factor | Resolution | R.R.T |
>‘ Totall - ‘,,,,,,, 771‘ ] “ '

%
G N

Analysed By Checked By

D:\ST-QCLC-009\DATA-2023\GLIDE-M-TAB-AMV-AS\07092023 GLIDE-M-TAB-AMV-SOLUTION STABILITY-AS-SPL-10.lcc
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’m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SOLUTION STABILITY
Sample ID : GLICLA+METFORMIN-4H-AS-STD
Data Filename - 07092023 GLIDE-M-TAB-AMV-SOLUTION STABILITY-AS-SPL-11. lcd
Method Filename : GLIDE M60-500-850-TAB-AS.lcm
Bat‘ch Filename : (2)75392023 GLIDE-M-AMV-AS-SOLUTION STABILITY & LINEARITY.Icb
Vial # :
Injection Volume  : 20 uL
Date Acquired : 07-09-2023 18:03:31 Acquired by . E.MEENA
Date Processed : 09-09-2023 10:29:38 Processed by : C.K.SARAVANAN.
<Chromatogram>
uV
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<Peak Table>
Detector A265nm = S - S )
Peak#L Name R.Time | Area Area% 1 T P|ate ‘ TFactor LResolutlon R.R.T \
} I e ‘ -
“ tMETFORMIN HCL 1.97t 1130787 79. 56\L 2136‘ 1.423 1 - -- }
\ 2 \ GLICLAZIDE 16.90 290566 20.44 | 17858[ 1.118 |1 44,185 —
| Total‘ 1421354 100.00[ | |
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Analysed By Checked By

DA\ST-QCLC-009\DATA-2023\GLIDE-M-TAB-AMV-AS\07092023 GLIDE-M-TAB-AMV-SOLUTION STABILITY-AS-SPL-11.lcd
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m GENERIC HEALTHCARE PVT. LTD.

Analysis Report

<Sample Information>

Sample Name : SOLUTION STABILITY
Sample ID : GLIDER-M-60-850-0801-4H-AS-SPL
Data Filename : 07092023 GLIDE-M-TAB-AMV-SOLUTION STABILITY-AS-SPL-12.lcd
Method Filename : GLIDE M60-500-850-TAB-AS.lcm
Batch Filename : 873?92023 GLIDE-M-AMV-AS-SOLUTION STABILITY & LINEARITY.Icb
Vial # Wy
Injection Volume @ 20 uL
Date Acquired : 07-09-2023 18:29:04 Acquired by . E.MEENA
Date Processed : 09-09-2023 10:29:38 Processed by : C.K.SARAVANAN.
<Chromatogram>
uVv
]f 15 <ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>