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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle

DISSOLUTION OF METFORMIN IN GLICLAZIDE AND METFORMIN SUSTAINED RELEASE TABLETS

Product Name GLIDE-M 60/850 Batch size : Not applicable
Batch Number G17230801 Mfg.Date Aug-23
Parameter PRECISION (METHOD PRECISION and INTERMEDIATE PRECISION) Exp.Date Jul-26

Instrument ID:

ST/QC/EQ/002

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

Balance ID :

WS/MEF/22/01

% Purity (aib)

Standard dilution : About 42 mg mg fo ---> 100 ml fo ---> 5 ml to ---> 250

Std.conc (in ppm)-8.4 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Test dilution .: Tablet mg to ---> 1000 ml fo ---> 1 ml to ---> 100

Test.conc (in ppm)-8.5 1 ml to ---> 1 ml fo ---> 1 ml to ---> 1
’

~ METHOD PRECISION

INTERMEDIATE PRECISION

= 3\% z

CUMMULATIVE PRECISION

=

Preparation-1 Preparation-1
97.77 o7.8 99.34 97.9
Preparation-2 100.33 Preparation-2 100.84 99.5
Preparation-3 10074 Preparation-3 101.03
Preparation-4 08.47 Preparation-4 98.38
Preparation-5 100.17 B Preparation-5 97.93 L
Preparation-6 08.82 Preparation-6 99.78 i 48
Average 99.4 Not applicable A\v/erage 99.6 Not applicable )
% RSD 1.20 Not applicable % RSD 1.27 Not applicable
Results:

1) % RSD for Dissolution of six preparations of method precision

2) % RSD for Dissolution of six preparations of Intermediate precision

3) Cumulative %RSD for Dissolution of twelve preparations

Acceptance criferia:

1) % RSD for Dissolution of six preparations should not be more than 5.0.

2) Cumulative % RSD for Dissolution of twelve preparations (i.e. method p

1.20

1.27

recision and intermediate precision) should not be more than 10.0.

Analysed by :

Date :

VIGNESH V

11-01-2024

NRAZ

\|'ol‘wu’

Checked by * v

Date :

N4
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle  DISSOLUTION OEMETFORMIN IN GLICLAZIDE AND METFOR&;N 'SUSTAINED RELEASE TABLETS
Product Name GLIDE-M60/850 Batch size : Not Applicable
Batch Number G17230801 Mfg.Date Aug-23
Stage: METHOD PRECISION Exp.Date Jul-26

Instrument ID:

ST/QC/EQ/002 WS/MEF/22/01

Balance ID

% Purity (aib)

Dissolution medium :

PH6.8 Phosphate Buffer

Volume (ml)

1000

Speed

100RPM

Time

1st,3nd and 10th Hours

Standard dilution. :

42.26 mg to ---> 100 ml to ---> 2 ml to ---> 100

Std.conc (in ppm)-8.452

1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Test dilution .:

One tablet gm to ---> 1000 ml to ---> 1 ml to ---> 100

Test.conc (in ppm)-8.5

1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Conversion factor

1.0000

Labelled content

850 mg

Standard Absorbance :

nit-1 .199
Unit-2 0.185 237.82 27.98 0.28
Unit-3 0.180 231.39 27.22 0.27 28.1
Unit-4 0.174 223.68 26.32 0.26
Unit-5 0.184 236.53 27.83 0.28
Unit-6 0.191 245.53 28.89 0.29

Unit-1

Unit-2

Unit-3 0.334 429.36 50.51 0.505 50.78 52.5
Unit-4 0.338 434.50 51.12 0.511 51.38

Unit-5 0.349 448.64 52.78 0.528 53.06

Unit-6 0.352 452 .50 53.24 0.532 53.52

0641
0.658 i
Unit-3 0.661 849.72 99.97 100.74 99 4
Unit-4 0.646 830.44 97.70 98.47 ’
Unit-5 - 0.657 844.58 99.36 100.17
Unit-6 0.648 833.01 98.00 98.82
Acceptance criteria:
%RSD of drug release six unit of preparations should not be more than 5.0 at final time point and meet the specification
limit at individual interval limit.
"3
Analysed by VIGNESH V VA" Checked by : \ \/(Z\\
DATE 26/12/2023 lia )"‘0 25 Date : e




GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode I
Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION--SYSTEM Calibration Equation: Abs = K1*(Conc) + KO
SUITABILITY.pho Zero Interception: Not Selected
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 12:28:38
Comments: SYSTEM SUITABILITY
Standard Table
Sample ID Type Ex Conc WL233.0 | Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown i 0.000
2 STD 1 Unknown HERES 0.660
3 STD 2 Unknown ok 0.658
4 STD 3 Unknown ok 0.659
5 STD 4 Unknown il 0.659
6 STD5 Unknown Hkx 0.658
7
NV s |12 2023
Analysed By Checked By
Date: Date: T
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode N
Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION-- Calibration Equaﬁlon: Abs = K1*(Conc) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interception: Not Selected
1ST HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 12:37:07
Comments: 1ST HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown bl 0.000
2 SPL1IN1 Unknown i 0.199
3 SPL1IN2 Unknown HHrE 0.185
4 SPL1IN3 Unknown e 0.180
5 SPL1IN4 Unknown g 0.174
6 SPL1IN5 Unknown bl 0.184
7 SPL1IN6 Unknown i 0.191
8
N Vd 2% / ]Q,)%l&
Analysed By Checked B
Date: Date: %
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mod
s rmatMode Calibration Curve
Data Information Column for Cal. Curve: WL2_33.Q
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/l
12-2023\GLIDE MB0-850--G17230801-- Setacied Vavelang(h: Viizas o
AMV--METHOD PRECISION-- Calibration Equa.t|on: Abs = K1*(Conc) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interception: Not Selected
3RD HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 12:59:18
Comments: 3RD HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown TERER 0.000
2 SPL3IN1 Unknown kx 0.347
3 SPL3IN2 Unknown b 0.352
4 SPL3IN3 Unknown o 0.334
5 SPL3IN4 Unknown i 0.338
6 SPL3INS Unknown bl 0.349
i SPL3ING6 Unknown el 0.352
8
N og 12 ho2s 5
Analysed By Checked By A
Date: Date: o
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode o
Calibration Curve
Data Information Column for Cal. Curve: WL233.Q
Filename: \1192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mgy!
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION-- Calibration Equa_tlon: Abs = K1*(Conc) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interceptlon: Not Selected
10TH HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 13:24:13
Comments: 10TH HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ok 0.000
2 SPL10IN 1 Unknown Hik 0.641
3 SPL10IN 2 Unknown i 0.658
4 SPL10IN3 Unknown AREER 0.661
5 SPL10IN 4 Unknown ok 0.646
6 SPL10IN5 Unknown . 0.657
7 SPL10IN6 Unknown el 0.648
8
NV og)12)1023
Analysed By Checked By
Date: Date: '\5
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle ~ DISSOLUTION OF METFORMIN IN GLICLAZIDE AND METFORMIN SUSTAINED RELEASE TABLETS
Product Name GLIDE-M60/850 Batch size : Not Applicable
Batch Number G17230801 Mfg.Date : Aug-23
Stage: INTERMEDIATE PRECISION Exp.Date Jul-26

Instrument ID: ST/QC/EQ/002 Balance ID ST/QC/EQ/041 WS No.: WS/MEF/22/01 |% Purity (aib) 100.2
Dissolution medium : PH6.8 Phosphate Buffer

Volume (ml) 1000

Speed 100RPM

Time 1st,3nd and 10th Hours

Standard dilution. : 42.14 mg to ---> 100 ml to ---> 2 ml to ---> 100
Std.conc (in ppm)-8.428 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Test dilution .: One tablet gm to ---> 1000 ml to ---> 1 ml o ---> 100
Test.conc (in ppm)-8.5 1 mlto ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor 1.0000

Labelled content 850 mg

i

Standard

S i

Absorbance :

2 ?{5 AR f
L /Tablet | % (1)

Unit-1 - 0.190 247 .46 29.11 0.29 26.4
Unit-2 0180 234.43 27.58 0.28

Unit-3 0.190 247 .46 29.11 0.29 28.0° | - >;i
Unit-4 0181 23574 2773 0.28 e
Unit-5 0.172 224.02 26.35 0.26 291
Unit-6 0.183 238.34 28.04 0.28

Uni

Unit-2 0.330 429.80 50.56 0.506 50.84

Unit-3 0.346 450.64 53.02 0.530 53.31 51.9
Unit-4 0.328 427.19 50.26 0.503 50.54

Unit-5 0.340 442.82 52.10 0.521 52.36

Unit-6 0.335 436.31 51.33 0.513 51.61

Unit-1 10.643
Unit-2 - 0.653 850.48 100.06 100.84
Unit-3 - 0.654 851.78 100.21 101.03 99 5
Unit-4 0.637 829.64 97.60 98.38 :
Unit-5 0.634 825.73 97.14 97.93
Unit-6 0.646 841.36 98.98 99.78
Acceptance criteria:
%RSD of drug release six unit of preparations should not be more than 5.0 at final time point and meet the specification
limit at individual interval limit.
/ b W\)\
/ 3
Analysed by RAGAVAN K K' p’- Checked by : X \\Q
. '\
PNTE 11/01/2024 I }0 | )fw w Date : \




GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
© ormatvode Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\11-01-2024\GLIDE M 60-850-- Selected Wavelength: WL233.0
G17230801--AMV--INTERMEDIATE Concentration: 8.400
PRECISION--DISSO OF MET HCL--
SYSYTEM SUITABILITY.pho
Title: GLIDE M 60-850--G17230801
Analyst: RAGAVAN K
Date/Time: 11-01-2024 16:19:04
Comments: SYSYTEM SUITABILITY
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ARERE 0.000
2 STD 1 Unknown o 0.649
3 STD 2 Unknown il 0.648
4 STD 3 Unknown Hkkk 0.647
5 STD 4 Unknown wERA 0.648
6 STD 6 Unknown ek 0.650
7
K H { lé o) )'W'“'/
Analysed By Checked B
Date: Date:
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod:
S ormat Mode Calibration Curve
Data Information Column for Cal. Curve: WL233.0 _
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\11-01-2024\GLIDE M 60-850-- Selected Wavelength: WL233.0
G17230801--AMV--INTERMEDIATE Concentration: 8.400
PRECISION--DISSOLUTION OF MET
HCL--1ST HOUR.pho
Title: GLIDE M 60-850--G17230801
Analyst: RAGAVAN K
Date/Time: 11-01-2024 16:41:52
Comments: 1ST HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 | Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ok 0.000
2 SPL1IN 1 Unknown Lhbi 0.190
3 SPL1IN2 Unknown ik 0.180
4 SPL1IN3 Unknown SASRE 0.190
5 SPL1IN4 Unknown e 0.181
6 SPL1INS Unknown e 0.172
7 SPL1IN6 Unknown . 0.183
8
K QTu Jo) ,%1‘7
Analysed By Checked By
Date: Date: 3
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GENERIC HEALTHCARE PVT. LTD.

Software Information

Wavelengths

Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mode

ode orma Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\11-01-2024\GLIDE M 60-850-- Selected Wavelength: WL233.0
G17230801--AMV--INTERMEDIATE Concentration: 8.400
PRECISION--DISSO OF MET HCL--3RD
HOUR.pho
Title: GLIDE M 60-850--G17230801
Analyst: RAGAVAN K
Date/Time: 11-01-2024 16:59:57
Comments: 3RD HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown b 0.000
2 SPL3IN1 Unknown ekl 0.342
3 SPL3IN2 Unknown hkkk 0.330
4 SPL3IN3 Unknown ERAE 0.346
5 SPL3IN4 Unknown ok 0.328
6 SPL3IN5 Unknown TR 0.340
7 SPL3IN6 Unknown ke 0.335
8
¢ P oo Jroy
Analysed By Checked By
Date:

Date: \3 o)
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GENERIC HEALTHCARE PVT. LTD.

Software Information

Wavelengths

Softw: N : UVProb Wavelength Name: WL233.0
Voo T mag Wavelength: 233.00 nm
Mode: Normal Mod
ode ode Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\11-01-2024\GLIDE M 60-850-- Selected Wavelength: WL233.0
G17230801--AMV--INTERMEDIATE Concentration: 8.400
PRECISION--DISSO OF MET HCL--10TH
HOUR.pho
Title: GLIDE M 60-850--G17230801
Analyst: RAGAVAN K
Date/Time: 11-01-2024 17:28:20
Comments: 10TH HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ek 0.000
2 SPL10IN 1 Unknown G 0.643
3 SPL10IN 2 Unknown ol 0.653
4 SPL10IN3 Unknown i 0.654
5 SPL10IN4 Unknown HEURK 0.637
6 SPL10INS5S Unknown ol 0.634
7 SPL10IN6 Unknown i 0.646
8
K|
%‘/H / 0‘/”0 ty
Analysed By Checked By
Date: Date: 3



I&I GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle 4 DISSOLUTION OF METFORMIN IN GLICLAZIDE AND METFORMIN SUSTAINED RELEASE TABLETS
Product Name : GLIDE-M 60/850 Batch size : Not applicable
Batch Number : G17230801 Mfg.Date : Aug-23
Parameter 5 SYSTEM SUITABILITY Exp.Date : Jul-26

Each Uncoated bilayered sustained release tablet contains

Metformin HCl BP -----memmmmmmmmmeee 850 mg
Gliclazide BP ------r=-msmmmmennnanan 60 mg
>S N OF METFORMIN HYDROCHLORID o e e 7
Instrument ID: ST/QC/EQ/002 Balance ID : ST/QC/EQ/041 WS No.: WS/ME#/ZZ/OI % Purity (aib) 100.2
Standard dilution : 42.26 mg to ---> 100 ol 16 =5 2 i o — oo
Std.conc (in ppm)-8.452 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

. Absorbance of Metformin

BLANK 0

)
o
o
a
@©

3 0.659
4 0.659
-] 0.658
Average 0.659
RSD % 0.127

Results :

1) % RSD of absorbance of Meformin Hydrochloride 0.127

Acceptance criteria:
% RSD of absorbance of replicate Standard should not be more than 2.0.

Analysed by : V.VIGNESH

Checked by :
Date : 28/12/2023 23 ’ 12 )’w’)fL

Date :




GENERIC HEALTHCARE PVT. LTD.

Software Information

Wavelengths

Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode

Calibration Curve
Data Information Column for Cal. Curve: WL2§3.(_)
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-850--G17230801 Selected Wavelength: WL233.0
AMV--METHOD PRECISION--SYSTEM Calibration Equation: Abs = K1*(Conc) + KO
SUITABILITY.pho Zero Interception: Not Selected
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 12:28:38
Comments: SYSTEM SUITABILITY
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown i 0.000
2 STD 1 Unknown ki 0.660
3 STD 2 Unknown i 0.658
4 STD 3 Unknown Fokk 0.659
5 STD 4 Unknown ke 0.659
6 STD5 Unknown RERES 0.658
7
N Wggla os?
Analysed By Checked By
Date:

Date: Y t
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle DISSOLUTION OF METFORMIN IN GLICLAZIDE AND METFORMIN SUSTAINED RELEASE TABLETS
Product Name : GLIDE-M 60/500 & GLIDE-M 60/850 Batch size : NA
Batch Nueember : G1722093 & G17230801 Mfg.Date NA
Parameter LINEARITY AND RANGE Exp.Date : NA

Each Uncoated bilayered sustained release tablet contains
Metformin HCl BP
[T [P AT [ ] ————

Instrument ID: ST/QC/EQ/002 Balance ID : WS No.: WS/MEF/22/01 l% Purity (aib) | 100.2
Linearity Level-I : 125.02 mg fo ---> 100 ml fo ---> 10 ml to ---> 100
Std.conc (in ppm)-1.00016 2 ml to ---> 250 ml to ---> 1 ml to ---> 1
Linearity Level-II : 125.02 mg to ---> 100 ml to ---> 10 ml to ---> 100
Std.conc (in ppm)-5.0008 2 ml to ---> 50 ml to -—-> 1 ml to ---> 1
Linearity Level-III : 125.02 mg to ---> 100 ml to ---> 10 ml o ---> 100
Std.conc (in ppm)-7.5012 3 ml to ---> 50 ml to ---> 1 ml to ---> 1
Linearity Level-IV : 125.02 mg to ---> 100 ml to ---> 10 ml to ---> 100
Std.conc (in ppm)-10.0016 4 ml to ---> 50 ml to ---> 1 ml to ---> 1
Linearity Level-V : 125.02 mg to ---> 100 ml to ---> 10 ml to ---> 100
Std.conc (in ppm)-12.502 5 ml to ---> 50 ml to ---> 1 ml to ---> 1
Linearity Level-VI : 125,02 mg to ---> 100 ml to ---> 10 ml to —--> 100
Std.conc (in ppm)-15.0024 6 ml to ---> 50 ml to ---> 1 ml to ---> 1
1 0.082 0.398 0.607 0.804 1015 1.208
2 0.083 0.399 0.605 0.803 1.016 1.209
3 0.082 0.397 0.608 0.802 1.016 1.205
Average 0.082 0.398 0.607 0.803 1.016 1.207
RSD% 0.701 0.251 0.252 0.125 0.057 0.172

y =0.0807x - 0.0009

R¥=0.9999
x
o,
I 5.001 0.398 é
IIL 7.501 0.607 E
v 10.002 0.803 ﬁ(.y
Z
% 12.502 1.016 4
VI 15.002 1.207
Results :
1) Squared correlation coefficient of Metformin Hydrochloride 4
2) InRange , %RSD of areas at 10%,50%, 75%, 100%, 125 & 150% levels within limits.
Acceptance criteria:
1) To conclude the linearity, the squared correlation coefficient (r?) should be Not less than 0.995.
2) To conclude the range , %RSD of areas at 10%,50%, 75%, 100%, 125 & 150% levels should be Not more than 2.0%.
/ ag
7
X
Analysed by : VIGNESH V WAL 2 Checkedby: S \\y
Date : 16/12/2023 b l 12 /'1026 Suftes T‘ N%




Software Information

GENERIC HEALTHCARE PVT. LTD.

Wavelengths

Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mod
ode ormat ode Calibration Curve
Data Information Column for Cal. Curve: V\{L233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\16- Cal. Curve Unit: mg/l
12-2023\GLIDE M 60-500-850---AMV-- Selected Wavelength: WL233.0
METHOD PRECISION---LINEARITY Concentration: 10.000
10%.pho
Title: GLIDE M 60-500-850---AMV--METHOD
PRECISION
Analyst: VIGNESH V
Date/Time: 16-12-2023 07:56:54
Comments: LINEARITY 10%
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
3
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ikt 0.000
2 SPL 1 Unknown 0.082 [ LINEARITY 10%
] SPL 2 Unknown 0.083 | LINEARITY 10%
4 SPL 3 Unknown e 0.082
5
A 2%
\ ‘f'\‘\ b ' 12 ,'w
Analysed By Checked By
Date: Date: S
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GENERIC HEALTHCARE PVT. LTD.

Software Information

Wavelengths

Checked By

Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mod
© € Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\16- Cal. Curve Unit: mg/l
12-2023\GLIDE M 60-500-850---AMV-- Selected Wavelength: WL233.0
METHOD PRECISION---LINEARITY Concentration: 10.000
50%.pho
Title: GLIDE M 60-500-850---AMV--METHOD
PRECISION
Analyst: VIGNESH V
Date/Time: 16-12-2023 08:00:09
Comments: LINEARITY 50%
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown REIEN 0.000
2 SPL 1 Unknown el 0.398
3 SPL 2 Unknown TRAER 0.399
4 SPL 3 Unknown ki 0.397
5
NV | ons
Analysed By
Date:

. v
Date: N E\/( B\



GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode R
Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\16- Cal. Curve Unit: _ mg/l
12-2023\GLIDE M 60-500-850--AMV-- Selected Wavelength: WL233.0
METHOD PRECISION---LINEARITY Concentration: 10.000
75%.pho
Title: GLIDE M 60-500-850---AMV--METHOD
PRECISION
Analyst: VIGNESH V
Date/Time: 16-12-2023 08:10:09
Comments: LINEARITY 75%
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown FARRE 0.000
2 SPL 1 Unknown ool 0.607 | LINEARITY 75%
3 SPL 2 Unknown i 0.605 | LINEARITY 75%
4 SPL3 Unknown kk 0.608
5
AR 12 o2 .
Analysed By Checked By \
Date: Date: \\
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GENERIC HEALTHCARE PVT. LTD.

Software Information

Wavelengths

Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mod
ode ormat Mode Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Gal. Curve Type: Single Point
\UV_DATA BACKUP\2023\DEC-2023\16- Cal. Curve Unit: mg/l
12-2023\GLIDE M 60-500-850---AMV-- Selacted Wavelength: Wilase.0
METHOD PRECISION-—-LINEARITY Concentration: 10:000
100%.pho
Title: GLIDE M 60-500-850-—-AMV--METHOD
PRECISION
Analyst: VIGNESH V
Date/Time: 16-12-2023 08:20:36
Comments: LINEARITY 100%
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown 0.000
2 SPL 1 Unknown 0.804 | LINEARITY 100%
3 SPL2 Unknown 0.803 | LINEARITY 100%
4 SPL 3 Unknown i 0.802
5
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Analysed By Checked B V\"/
Date: Date: A\
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode N
Calibration Curve
Data Information Column for Cal. Curve: WL233.0 )
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\16- Cal. Curve Unit: mg/l
12-2023\GLIDE M 60-500-850-—-AMV-- Selected Wavelength: WL233.0
METHOD PRECISION---LINEARITY Concentration: 10.000
125%.pho
Title: GLIDE M 60-500-850---AMV--METHOD
PRECISION
Analyst: VIGNESH V
Date/Time: 16-12-2023 08:23:45
Comments: LINEARITY 125%
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown WY 0.000
2 SPL 1 Unknown ool 1.015 | LINEARITY 125%
3 SPL 2 Unknown wERR 1.016 | LINEARITY 125%
4 SPL 3 Unknown it 1.016
5
NV 4 i2)0024 o)
Analysed By Checked B 'v\
Date: Date: | % \
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode
ode Calibration Curve
Data Information Column for Cal. Curve: WL233.0 )
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\16- Cal. Curve Unit: mg/l
12-2023\GLIDE M 60-500-850-~AMV-- olsttad v eveisngnn W20
METHOD PRECISION-—-LINEARITY Concentration: 10.000
150%.pho
Title: GLIDE M 60-500-850--AMV--METHOD
PRECISION
Analyst: VIGNESH V
Date/Time: 16-12-2023 08:28:25
Comments: LINEARITY 150%
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown el 0.000
2 SPL 1 Unknown e 1.208 | LINEARITY 150%
3 SPL 2 Unknown Hok 1.209 | LINEARITY 150%
4 SPL 3 Unknown ol 1.205
5
NV e ho2s
Analysed By Checked By
Date: Date:
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle

DISSOLUTION OF METFORMIN IN GLICLAZIDE AND METFORMIN SUSTAINED RELEASE TABLETS

Product Name

GLIDE-M 60/500 & GLIDE M-60/850

Batch size : NA
Batch Number G1722093, G17230801 Mfg.Date NA
Parameter SPECIFICITY Exp.Date NA
Each Uncoated bilayered sustained release tablet contains
Metformin HCI BP -----evemmmmmmeneen 500/850 mg
Gliclazide BP ------onmovmemeaeeaae 60 mg
_ pssow FORMIN HYDROCHLO L
Instrument ID: ST/QC/EQ/002 Balance ID : I ST/QC/EQ/041 WS No.: WS/MEF/22/01 % Purity (aib) 100.2
Standard dilution 50.15 mg to ---> 100 ml to ---> 5 ml to ---> 250
Test.conc (in ppm)-10.03 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Standard dilution : 42.26 mg to ---> 100 ml to ---> 5 ml to ---> 250
Test.conc (in ppm)-8.452 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Standard dilution 60.03 mg to ---> 1000 ml to ---> 2 ml to ---> 100
Test.conc (in ppm)-1.2006 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
S.No. Sample ID. ~ Compund Name  Peak purity
1 Blank NA 0 Not applicable
2 WS for Metformin 500 mg Metformin 0.805 Not applicable
3 WS for Metformin 850 mg Metformin 0.659 Not applicable
4 Blank NA 0 Not applicable
5 WS for 6liclazide Gliclazide 0.001 Not applicable
6 Placebo for Metformin 500mg NA 0.002 Not applicable
7 Placebo for Metformin 850mg NA 0.003 Not applicable
8 Placebo for 6liclazide NA 0.001 Not applicable
9 Placebo+ Gliclazide WS Gliclazide 0.001 Not applicable
10 Placebo+ Metformin WS 500mg Metformin 0.801 Not applicable
11 Placebo+ Metformin WS 850mg Metformin 0.662 Not applicable
12 Metformin 500-Test solution Metformin 0.779 Not applicable
13 Metformin 850-Test solution Metformin 0.658 Not applicable
Results :

1) Blank , Placebo solutions are not interfere with Metformin Hydrochloride in test preparation.

Acceptance criteria:

1) Should No significant interference from blank, placebo .

Analysed by :

Date :

VIGNESH V \J \gj‘gh{))w)/b

28/12/2023 Date :

Checked by : &\ / \Y
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: N | Mod
e ormat ode Calibration Curve
Data Information Column for Cal. Curve: WL233.0 )
Filename: \\192.168.1.21\qc protocols\QC FILES al. Cunie Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-500-850--AMV-- Selected Wavelength: WL233.0
METHOD PRECISION-- Concentration: 10.000
SPECIFICITY.pho
Title: SPECIFICITY
Analyst: VIGNESH V
Date/Time: 28-12-2023 15:14:35
Comments:
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown RERER 0.000
2 STD FOR MET 500MG Unknown ok 0.805
3 STD FOR MET 850MG Unknown ERARE 0.659
4 BLANK. Unknown b 0.000
5 STD FOR GLICLACIDE Unknown RS 0.001
6 PLACEBO FOR MET 500MG Unknown ki 0.002
7 PLACEBO FOR MET 850MG Unknown ek 0.003
8 PLACEBO FOR GLICLAZIDE Unknown Hhkkk 0.001
9 PLACEBO+GLICLAZIDE STD Unknown ok 0.001
10 PLACEBO+STD MET 500MG Unknown Hkk 0.801
11 PLACEBO+STD MET 850MG Unknown Hkx 0.662
12 DS TEST SPL FOR MET 500 Unknown ki 0.779
13 DS TEST SPL FOR MET 850 Unknown Hkkk 0.658
14
V"ﬁgj] \z)'w 273
Analysed By Checked B
Date: Date:
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

¥ i

% o

Metformin Hydrochlorid

Standard con. in ppm.

8.504

Tittle DISSOFUTION OF METFORMIN IN G‘LI(‘:LAZIDE AND METFORMIN SUSTAINED RELEASE TABLETS

Product Name : GLIDE-M 60/500 & GLIDE M-60/850 Batch size : NA
Batch Number : G1722093, G17230801 Mfg.Date : NA
|Parameter : ACCURACY STUDY(RECOVERY) Exp.Date : NA
Instrument ID: ST/QC/EQ/002 é;lar;ce iD 4 ST/QC/EQ/041 WS/MEF/22/01 |% Purity (aib) \
Standard dilution : 4252 mg fo ---> 100 ml to ---> 2 ml fo ---> 100

Std.conc (in ppm)-8.504 1 ml to ---> 1 ml to ---> 1 ml o ---> 1

Recovery 25% Dilution: 4252 mg to ---> 100 ml to ---> 20 ml to ---> 100

Std.conc (in ppm)-0.8504 2 ml to ---> 200 ml to ---> 1 ml to ---> 1

Recovery 50% Dilution: 4252 mg to ---> 100 ml to ---> 20 ml o ---> 100

Std.conc (in ppm)-4.252 5 ml to ---> 100 ml to ---> 1 ml to ---> 1

Recovery 100% Dilution: 42.52 mg to ---> 100 ml o ---> 20 ml to ---> 100

Std.conc (in ppm)-8.504 10 ml to ---> 100 ml to ---> 1 ml to ---> 1

Recovery 150% Dilution: 4252 mg to ---> 100 mlto —--> 20 ml to ---> 100

Std.conc (in ppm)-12.756 15 ml fo ---> 100 ml to ---> 1 ml to ---> 1

CALCULATION FORMULA

Date :

1(10%) 42.52 ~0.081 0.850 0.86 101.00
Quantity added in ppm
42.52 0.082 0.850 0.87 102.24 ;
MEAN 102.7 Standard weight x dilution x 1000
%RSD 1.855 100
42.52 0.404 4.252 4.28 100.75
Quantity recovered in ppm
11(50%) 42.52 0.406 4.252 4.31 101.25 :
42.52 - 0.401 4.252 4.25 100.00 Sample area x std.conc in ppm
MEAN 100.7 Standard average area
%RSD 0.623
42.52 0.805 8.504 8.54 100.37
% Recovery
III(100%) 42.52 0.807 8.504 8.56 100.62
42.52 0.804 8.504 8.53 100.25 Quantity recovered in ppm x 100
MEAN 100.4 Quantity added in ppm
%RSD 0.190
42.52 1.209 12.756 12.82 100.50
III(150%) 42.52 1.207 12.756 12.80 100.33
42.52 1.208 12.756 12.81 100.42
MEAN 100.4
Z%RSD 0.083
Results:
The % Recovery was complies at each levels.
Acceptance criteria:
The mean % Recovery at each level should be 95.0 to 105.0. \/ )
L / N
Analysed by : VIGNESH. vV \, . ' , %Q_/B Checked by : \Y \D\\N
Date : 16/12/2023 Ib]12 Y X




GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name:  UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mode
e orma Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\16- Cal. Curve Unit: mg/|
12-2023\GLIDE M 60-500-850-—-AMV-- Selected Wavelength: WL233.0
METHOD PRECISION---DISSOLUTION Concentration: 10.000
OF METFORMIN HCL--RECOVERY
10%.pho
Title: GLIDE M 60-500-850---AMV---
RECOVERY 10%
Analyst: VIGNESH V
Date/Time: 16-12-2023 13:41:20
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1 STD Standard 10.000 0.802 1.000
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown 0.005 0.000
2 SPL1 Unknown 1.044 0.084 | RECOVERY 10%
3 SPL2 . Unknown 1.011 0.081 | RECOVERY 10%
4 SPL 3 Unknown 1.023 0.082
5
Analysed By Checked By
Date: Date:

g



GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
© ormat Mode Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\16- Cal. Curve Unit: mg/l
12-2023\GLIDE M 60-500-850---AMV-- Selected Wavelength: WL233.0
METHOD PRECISION---DISSOLUTION Concentration: 10.000
OF METFORMIN HCL--RECOVERY
50%.pho
Title: GLIDE M 60-500-850---AMV---
RECOVERY 50%
Analyst: VIGNESH V
Date/Time: 16-12-2023 13:50:01
Standard Table
Sample ID Type Ex Conc WL233.0 | Wgt.Factor Comments
1 STD Standard 10.000 0.802 1.000
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown 0.005 0.000
2 SPL 1 Unknown 5.031 0.404 | RECOVERY 50%
3 SPL 2 Unknown 5.060 0.406 | RECOVERY 50%
4 SPL 3 Unknown 4.995 0.401
5
AL Lho,)')m—’ﬁ
Analysed By - Checked By
Date: Date:
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: N | Mod
ode ormat vode Calibration Curve
Data Information Column for Cal. Curve: WL233.0 )
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\16- Cal. Curve Unit: mg/l
12-2023\GLIDE M 60-500-850---AMV/-- Selected Wavelength: WL233.0
METHOD PRECISION---DISSOLUTION Concentration: 10.000
OF METFORMIN HCL--RECOVERY
100%.pho
Title: GLIDE M 60-500-850---AMV---
RECOVERY 100%
Analyst: VIGNESH V
Date/Time: 16-12-2023 13:56:28
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1 STD Standard 10.000 0.802 1.000
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown 0.005 0.000
2 SPL 1 Unknown 10.035 0.805 | RECOVERY 100%
3 SPL 2 Unknown 10.061 0.807 | RECOVERY 100%
4 SPL3 Unknown 10.023 0.804
5
ACRARTAIPRLY. X
Analysed By Checked By
Date: Date:
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GENERIC HEALTHCARE PVT. LTD.

Software Information

Wavelengths

Software Name:  UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode < :

Calibration Curve
Data Information Column for Cal. Curve: WL233.0 )
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\16- Cal. Curve Unit: mg/|
12-2023\GLIDE M 60-500-850-—-AMV-- Selected Wavelength: WL233.0
METHOD PRECISION---DISSOLUTION Concentration: 10.000
OF METFORMIN HCL--RECOVERY
150%.pho
Title: GLIDE M 60-500-850---AMV---
RECOVERY 150%
Analyst: VIGNESH V
Date/Time: 16-12-2023 14:02:51
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1 STD Standard 10.000 0.802 1.000
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown 0.005 0.000
2 SPL 1 Unknown 15.077 1.209 | RECOVERY 150%
3 SPL 2 Unknown 15.045 1.207 | RECOVERY 150%
4 SPL3 Unknown 15.066 1.208
5
NV [12 2023
Analysed By Checked By
Date: Date:
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle DISSOLUTION OF METFORMIN IN GLICLAZIDE AND METFORMIN SUSTAINED RELEASE 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 - -- 850 mg
Gliclazide BP

METFORMIN HY

S

Balance ID : WS/MEF/22/01 100.2

Instrument ID: ST/QC/EQ/002 ST/QC/EQ/041 WS No.: % Purity (aib)
Standard dilution : 42.26 mg to ---> 100 ml to ---> 2 ml to ---> 100

Std.conc (in ppm)-8.452 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Sample dilution : One tablet mg to ---> 1000 ml to ---> 1 ml to ---> 100

Test.conc (in ppm)-8.5 1 ml to ---> 1 ml to -—-> 1 ml to ---> 1

Conversion factor : 1.0000

Labelled claim 850 mg

Metfromin Hydrochloride

TInitial 0.65 0.655 99.03 Not applicable
2 Hours 0.660 0.653 98.58 0.46
4 Hours 0.659 0.656 99.18 -0.15
6 Hours 0.659 0.655 99.03 0.00
16 Hours 0.657 0.655 99.33 -0.30
20 Hours 0.659 0.654 98.88 0.15
24 Hours 0.658 0.653 98.88 0.15
28 Hours 0.658 0.654 99.03 0.00
32 Hours 0.657 0.653 99.03 0.00
40 Hours 0.659 0.654 98.88 0.15
44 Hours 0.657 0.652 98.88 0.16
48 Hours 0.656 0.651 98.87 0.16

Results :

Standard solution and Sample solution was stable upto 48 hrs at room temperature.

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%.

Analysed by :

Date :
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Checked by : y

Date : T;




GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Softw:re Name: oUVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
ode ormat ode Calibration Curve
Data Information ) Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Muiti Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/|
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: Wizzat,
AMV--METHOD PRECISION-- Calibration Equation: Abs = K1*(Conc) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interception: Not Selected
SOLUTION STABILITY--INITIAL
HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 14:01:24
Standard Table '
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown BERRR 0.000
2 STD Unknown o 0.659
3 SPL Unknown bl 0.655
4
NV 5 g )12 Jr023
Analysed B Checked B
M
Date:

Date: Rl
L 0,0\
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
ode ormat vode Calibration Curve
Data Information Column for Cal. Curve: WL233.Q
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Muiti Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/|
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION-- Calibration Equation: Abs = K1*(Conc) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interception: Not Selected
SOLUTION STABILITY--2ND HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 16:07:42
Comments: SOLUTION STABILITY--2ND HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown i 0.000
2 STD Unknown okl 0.660 | 2ND HOUR
3 SPL Unknown i 0.653 | 2ND HOUR
4
NCVEazg)i2 ) 023
Analysed By Checked By
Date: Date: 0 ¥
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GENERIC HEALTHCARE PVT. LTD.

Software Information

Wavelengths

Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode o
Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mgll
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION-- Calibration Equaﬁlon: Abs = K1*(Conc) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interception: Not Selected
SOLUTION STABILITY--4TH HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 18:19:54
Comments: SOLUTION STABILITY--4TH HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown kR 0.000
2 STD Unknown o 0.659 | 4TH HOUR
3 SPL Unknown Hkk 0.656 | 4TH HOUR
4
NNF g0 s
Analysed By Checked By
Date: Date:
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode
Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve TYP?5 Multi Point
\UV_DATA BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/|
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION-- Calibration Equation: Abs = K1*(Conc) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interception: Not Selected
SOLUTION STABILITY--6TH HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 20:05:26
Comments: SOLUTION STABILITY--6TH HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown fellalala 0.000
2 STD Unknown Hkr 0.659
3 SPL Unknown i 0.655
4
Analysed By Checked B3'§
Date: Date:
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GENERIC HEALTHCARE PVT. LTD.

Soft Information Wavelengths
ngt:/’vv:;: l\rl]ame: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: N | Mod
ode ormarviode Calibration Curve
Data Information Column for Cal. Curve: WL233.Q
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\29- Cal. Curve Unit: mg/|
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: wL233.0
AMV--METHOD PRECISION-- Calibration Equation: Abs = K1*(Conc) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interception: Not Selected
SOLUTION STABILITY--16TH HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 29-12-2023 06:28:12
Comments: SOLUTION STABILITY--16TH HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown AEEAR 0.000
2 STD Unknown ol 0.657 | 16TH HOUR
3 SPL Unknown iy 0.655
4
NV / 12)%027%
Analysed By Checked By
Date: Date: )
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode _—
Calibration Curve
Data Information Column for Cal. Curve: WL2§3.(_)
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Muilti Point
\UV_DATA_BACKUP\2023\DEC-2023\29- Cal. Curve Unit: mg/|
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION-- Calibration Equation: Abs = K1*(Conc) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interception: Not Selected
SOLUTION STABILITY--20TH HOUR .pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 29-12-2023 10:17:42
Comments: SOLUTION STABILITY--20TH HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown i 0.000
2 STD Unknown Hhkkx 0.659 | 20TH HOUR
3 SPL Unknown b 0.654 [ 20TH HOUR
4
NV )i J2022
Analysed By Checked By
Date: Date:
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: Normal Mode
© a Calibration Curve
Data Information Column for Cal. Curve: WL233.Q
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\29- Cal. Curve Unit: mg/|
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION-- Calibration Equation: Abs = K1*(Conc) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interception: Not Selected
SOLUTION STABILITY--24TH HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 29-12-2023 14:39:19
Comments: SOLUTION STABILITY--24TH HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ——t 0.000
2 STD Unknown ik 0.658 | 24TH HOUR
3 SPL Unknown ko 0.653
4
Analysed B Checked B
y
Date: Date:
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GENERIC HEALTHCARE PVT. LTD.

Software Information

Wavelengths

Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: Normal Mod
ode ede Calibration Curve
Data Information Column for Cal. Curve: WL2§3.Q
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\29- Cal. Curve Unit: mg/|
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION-- Calibration Equatlon: Abs = K1 (COHC) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interception: Not Selected
SOLUTION STABILITY--28TH HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 29-12-2023 18:17:55
Comments: SOLUTION STABILITY--28TH HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ki 0.000
2 STD Unknown TRERY 0.658 | 28TH HOUR
3 SPL Unknown bl 0.654 | 28TH HOUR
4
N V4 29 ’;2}%9—3
Analysed By Checked By
Date: Date: :\\
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: Normal Mode o
Calibration Curve
Data Information Column for Cal. Curve: WL2§3.0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Muilti Point
\UV_DATA_BACKUP\2023\DEC-2023\29- Cal. Curve Unit: mg/|
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION-- Calibration Equation: Abs = K1*(Conc) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interception: Not Selected
SOLUTION STABILITY--32ND HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: CHANDIRARAM P
Date/Time: 29-12-2023 22:02:24
Comments: SOLUTION STABILITY--32ND HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown SEE 0.000
2 STD Unknown ficiihs 0.657 | 32ND HOUR
3 SPL Unknown kkk 0.653 | 32ND HOUR
4
kot )12 2023
Analysed By Checked By
Date: Date: \
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: Normal Mode o
Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\30- Cal. Curve Unit: mg/|
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION-- Calibration Equation: Abs = K1*(Conc) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interception: Not Selected
SOLUTION STABILITY--40TH HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 30-12-2023 06:25:22
Comments: SOLUTION STABILITY--40TH HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown bt 0.000
2 STD Unknown i 0.659 | 40TH HOUR
3 SPL Unknown ool 0.654
4
NN 12|02
Analysed By Checked By
Date:

Date: ‘Sk/
N
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GENERIC HEALTHCARE PVT. LTD.

Software Information

Wavelengths

Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode o
Calibration Curve
Data Information Column for Cal. Curve: WL2§3.Q
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\30- Cal. Curve Unit: . mg/l
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION-- Calibration Equation: Abs = K1*(Conc) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interception: Not Selected
SOLUTION STABILITY--44TH HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 30-12-2023 10:10:47
Comments: SOLUTION STABILITY--44TH HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown s 0.000
2 STD Unknown ek 0.657
3 SPL Unknown TR 0.652
4
Analysed By Checked By
Date: Date:

o
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode _—
Calibration Curve
Data Information Column for Cal. Curve: WL2_33.Q
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\30- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION-- Calibration Equatlon: Abs = K1 (COHC) + KO
DISSOLUTION OF METFORMIN HCL-- Zero |nterception: Not Selected
SOLUTION STABILITY--48TH HOUR .pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 30-12-2023 14:42:01
Comments: SOLUTION STABILITY--48TH HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown EEREK 0.000
2 STD Unknown ke 0.656 | 48TH HOUR
3 SPL Unknown Tk 0.651
4
Analysed B Checked B
y Yy
Date:

Date:
ate §§



=
Gl

GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle

DISSOLUTION OF METFORMIN IN GLICLAZIDE AND METFORMIN SUSTAINED RELEASE TABLETS

Product Name : GLIDE-M 60/850 Batch size : Not applicable
Batch Number G17230801 Mfg.Date Aug-23
Parameter 5 FILTER PAPER STUDY Exp.Date : Jul-26

Instrument ID:

ST/QC/

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

Gli

--- 850 mg

Balance ID :

ST/QC/EQ/041

S

WS/MEF/22/01

% Purity (aib)

100.2

Standard Dilution : 42.26 mg to ---> 100 ml to ---> 2 ml to ---> 100
Std.conc (in ppm)-8.452 1 ml o ---> 1 ml to --—-> 1 ml to ---> 1
Test Dilution : One tablet mg to ---> 1000 ml to ---> 1 ml to ---> 100
Test.conc (in ppm)-8.5 1 ml to ---> 1 ml to ---> 1 ml fo ---> 1
Conversion factor : 1.0000

Labelled claim 850 mg

Metformin Hydrochlotride 0.659

1 U"(Z';;ﬁ;’u;‘;'gf'e 6.662 850.75 100.1 Not applicable
e (0.45;:\:;?::&),«::@ 0661 849.46 99.9 0.15
’ (0.45uF:\t/eDrFs:::bmm) ——— 850.75 1001 0.00
¢ (0.45::\7§F5:::brune) 0652 846.89 99.6 0.46
2 (0.45uFl|\‘|:'|e:ns:::bmne) 0.660 848.18 99.8 0.30
¢ (0.45uFrI\IJ;eI:nsv:::bram) 0.658 845.61 995 0.61
J (O.45pF;:/T:ns|1e\;\3brane) Qiehe 845.61 99.5

¢ (Wz%:fnr.uz:;ézr) 893 893.15 105.1

? (W}:u:en’\‘un fti;ter') 0.696 894.44 105.2

= (wl:l:(:aﬁi:er) 0.697 895.72 105.4

Results :

The % difference on filtered sample ((0.45u Pvdf ,0.451 Nylon Membrane) within limit against that of unfiltered (Centrifuged)

Acceptance criteria:
The % difference on filter Solution should not differ +2.0 against that of unfiltered (Centrifuged)

Analysed by :

Date :

V.VIGNESH

28/12/2023

REs
Y ozl o2

Checked by :

V k!
Date :




GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode
@ Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION-- Calibration Equatlon: Abs = K1 (COHC) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interception: Not Selected
FILTER PAPER STUDY--PVDF
FILTER.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 13:35:15
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ok 0.000
2 CENTRIFUGE SPL Unknown it 0.662
3 SPL 1 Unknown Hhkkk 0.661 | PVDF FILTER
4 SPL 2 Unknown o 0.662
5 SPL 3 Unknown e 0.659
6
WA g [ 12 023
Analysed By Checked By
Date: Date: N



GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: Normal Mode
< aiio Calibration Curve
Data Information Column for Cal. Curve: WL2.33.(.)
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION-- Calibration Equahon: Abs = K1 (Conc) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interception: Not Selected
FILTER PAPER STUDY--NYLON
FILTER.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 13:40:29
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown BeARR 0.000
2 SPL 1 Unknown M 0.660 [ NYLON FILTER
3 SPL 2 Unknown i 0.658 | NYLON FILTER
4 SPL3 Unknown Hhkk 0.658
5
NV 5 12 %023
Analysed By Checked By
Date: Date: X
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Sofwars Reme: . CPrabe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
© ormatifiode Calibration Curve
Data Information Column for Cal. Curve: WL233.Q
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-850--G17230801-- Shiadied Wievslangiy WiA0
AMV--METHOD PRECISION-- Calibration Equation: Abs = K1*(Conc) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Inlerceptlon: Not Selected
FILTER PAPER STUDY--WHATMAN
FILTER.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 13:52:44
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown el 0.000
2 SPL 1 Unknown F 0.695 | WHATMAN FILTER
3 SPL 2 Unknown e 0.696
4 SPL 3 Unknown o 0.697
5
N ) g)4. J1022
Analysed By Checked B
Date: Date:

B
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l""'m GENERIC HEALTHCARE PVT.LTD
QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET
Tittle ~ DISSOLUTION OF METFORMIN IN GLICLAZIDE AND METFORMIN SUSTAINED RELEASE TABLETS
Product Name : GLIDE-M 60/850 Batch size : Not applicable
Batch Number : G17230801 Mfg.Date : Aug-23
Parameter s ROBUSTNESS SUMMARY Exp.Date : Jul-26

Each Uncoated bilayered sustained release tablet contains
Metformin HCl BP =---mnmmmmmmme e 850 mg
Gliclazide BP ----=---mmnmmmemmemeean 60 mg

ST/QC/EQ/002 Balance ID ST/QC/EQ/041 o4 WS/MEF/22/01 |% Purity (aib)

Standard dilution : About 42mg mg to ---> 100 ml to ---> 5 ml to ---> 250
Std.conc (in ppm)-8.4 1 ml to ---> 1 ml o ---> 1 ml to ---> 1
Test solution : TABLET mg to ---> 1000 ml to ---> 1 ml to ---> 100
Test.conc (in ppm)-8.5 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor : 1.0000
(|Labelled content  : 850

Low waveleng‘r (231nm) A 0.71 T - 998 | | -0.40
High wavelength (235nm) 117 100.1 -0.70
Low Volume(990ml) 1.19 oo 0.30
High Volume(1010ml) 0.98 987 0.00

, 99.4
Low Rpm(96rpm) 1.59 98.9 -0.10
High Rpm(104rpm) 134 100.2 -0.80
Low pH(6.6pH) 132 996 -0.20
High pH(7.0pH) 1.03 99.6 -0.20

Acceptance criteria:

1) % Dissolution result shall meet the specification.

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

3) % of dissolution results should not differ by +5.0% to that of method precision

«\/\)\
Checked by : S\‘ \-D\\
, ol \

Date : Y\ N

Analysed by : VIGNESH V N VE
Date : 10/01/2024 |© ' o)
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l"m GENERIC HEALTHCARE PVT.LTD
QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET
Tittle . DISSOLUTION OF METFORMIN IN GLICLAZIDE AND METFORMIN SUSTAINED RELEASE TABLETS
Product Name : GLIDE-M60/850 Batch size : Not Applicable
Batch Number : G17230801 Mfg.Date : Aug-23
Stage: ROBUSTNESS (LOW WAVELENGTH 231NM) Exp.Date : Jul-26

Instrument ID: ST/QC/EQ/002 Balance ID ST/QC/EQ/041 WS No.: WS/MEF/22/01 |% Purity (aib) 100.2
Dissolution medium : PH6.8 Phosphate Buffer

Volume (ml) 1000

Speed 100RPM

Time 1st,3nd and 10th Hours

Standard dilution.: 42.26 mg to ---> 100 ml to ---> 2 ml to ---> 100
Std.conc (in ppm)-8.452 1 ml to ---> 1 mlto ---> 1 ml to ---> 1
Test dilution .: One tablet gmto ---> 1000 ml to ---> 1 ml to ---> 100
Test.conc (in ppm)-8.5 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor 1.0000

Labelled content 850 mg

W TR

Standard Absorbance :

sorb :> )

Unit-1 0.162 24.4
Unit-2 0.173 26.77 0.27

Unit-3 0.161 24.91 0.25 5.6 L

. b

Unit-4 0.158 207.78 24.44 0.24 L
Unit-5 0.167 219.61 25.84 0.26

Unit-6 0.171 224.87 26.46 0.26

Unit-1 0.324 426,08 50.13 0501 50.38 '
Unit-2 0330 43397 51.05 0511 5132

Unit-3 0.338 444.49 52.29 0.523 52.54 50.7 o
Unit-4 0.325 427.39 50.28 0.503 50.53 o
Unit-5 0.321 422.13 49.66 0.497 49.92 52 5
Unit-6 0.317 416.87 49.04 0.490 49.31

0644

0.639
Unit-3 0.633 832.42 97.93 98.70 99.8
Unit-4 0.640 841.63 99.02 99.76
Unit-5 0.646 849.52 99.94 100.70
Unit-6 0.638 839.00 98.71 99.46

Acceptance criteria:
%RSD of drug release six unit of preparations should not be more than 5.0 at final time point and meet the specification

limit at individual interval limit. )/
3

YN
O

Analysed by VIGNESH V VA'S; Checked by :

Q/g I)Q)%QB Date :

DATE é 28/12/2023




GENERIC HEALTHCARE PVT. LTD.

o

Software Information Wavelengths
Sgﬂware Name: UVProbe Wavelength Name: WL231.0
Version: 2.10 Wavelength: 231.00 nm
Mode: Normal Mode N
Calibration Curve
Data Information Column for Cal. Curve: WL231.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-850--G17230801- Selected Wavelength: WiL231.0
AMV--METHOD PRECISION--LOW Concentration: 10.000
WAVELENGTH--231NM SYSTEM
SUITABILITY.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 16:44:30
Comments: SYSTEM SUITABILITY
Standard Table
Sample ID Type Ex Conc WL231.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL231.0 Comments
1 BLANK Unknown ik 0.000
2 STD 1 Unknown i 0.643
3 STD 2 Unknown Fwx 0.645
4 STD 3 Unknown ek 0.645
5 STD 4 Unknown bl 0.644
6 STD 5 Unknown KeRE 0.643
7
Ng [12) %923
Analysed By Checked By
Date: Date: N
PV e

\\‘



GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL231.0
Version: 210 Wavelength: 231.00 nm
Mode: Normal Mode
ode a Calibration Curve
Data Information Column for Cal. Curve: WL231 0
Filename: \\192.168.1.21\c protocols\QC FILES Cal. Cones Type: single;Foint
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-850--G17230801-- Sslacten YW avelengty; i
AMV--METHOD PRECISION--LOW Cancantration: 10000
WAVELENGTH--231NM DISSOLUTION
OF MET HCL--1ST HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 17:07:21
Comments: 1ST HOUR
Standard Table
Sample ID Type Ex Conc WL231.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL231.0 Comments
1 BLANK Unknown —— 0.000
2 SPL1IN1 Unknown SERSE 0.162
3 SPL1IN2 Unknown ek 0.173
4 SPL1IN3 Unknown i 0.161
5 SPL1IN4 Unknown bl 0.158
6 SPL1IN5 Unknown ol 0.167
7 SPL1IN6 Unknown i 0.171
8
Analysed By Checked By
Date: Date:
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths

sgﬁware Name: UVProbe Wavelength Name: WL231.0

Version: 2.10 Wavelength: 231.00 nm

Mode: Normal Mod

ode ormat Mode Calibration Curve

Data Information Column for Cal. Curve: WL231 .0 .

Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL231.0
AMV--METHOD PRECISION--LOW Concentration: 10.000

WAVELENGTH--231NM DISSOLUTION
OF MET HCL--3RD HOUR.pho

Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 17:30:59
Comments: 3RD HOUR
Standard Table
Sample ID Type Ex Conc WL231.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL231.0 Comments
1 BLANK Unknown L 0.000
2 SPL3IN1 Unknown o 0.324
3 SPL3IN2 Unknown ek 0.330
4 SPL3IN3 Unknown Hhkk 0.338
5 SPL3IN4 Unknown otk 0.325
6 SPL3INS Unknown ik 0.321
7 SPL3IN6 Unknown el 0.317
8

NV 52010 2023
Analysed By
Date:




GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL231.0
Version: 2.10 Wavelength: 231.00 nm
Mode: Normal Mode N
Calibration Curve
Data Information Column for Cal. Curve: WL231 .0 '
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mgl/l
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL231.0
AMV--METHOD PRECISION--LOW Concentration: 10.000
WAVELENGTH--231NM DISSOLUTION
OF MET HCL--10TH HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 17:55:41
Comments: 10TH HOUR
Standard Table
Sample ID Type Ex Conc WL231.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL231.0 Comments
1 BLANK Unknown rRERY 0.000
2 SPL10IN 1 Unknown el 0.644
3 SPL10IN 2 Unknown A 0.639
4 SPL10IN 3 Unknown R 0.633
5 SPL10IN4 Unknown e 0.640
6 SPL10INS Unknown i 0.646
7 SPL10IN6 Unknown kx 0.638
8
NVt oz 12 )1023
Analysed By Checked By
Date: Date:
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle ~ DISSOLUTION OF METFORMIN IN GLICLAZIDE AND METFORMIN SUSTAINED RELEASE TABLETS
Product Name GLIDE-M60/850 Batch size : Not Applicable
Batch Number G17230801 Mfg.Date : Aug-23
Stage: ROBUSTNESS (HIGH WAVELENGTH 235NM) Exp.Date : Jul-26

i

Instrument ID:

ST/QC/EQ/002 Balance ID ST/QC/EQ/041 WS No.: WS/MEF/22/01 |% Purity (aib)

Dissolution medium :

PH6.8 Phosphate Buffer

Volume (ml) 1000
Speed 100RPM
Time 1st,3nd and 10th Hours

Standard dilution. : 42.26 mg to ---> 100 ml to ---> 2 ml to ---> 100
Std.conc (in ppm)-8.452 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Test dilution .: One tablet gm to ---> 1000 ml to ---> 1 ml to ---> 100
Test.conc (in ppm)-8.5 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor 1.0000

Labelled content 850 mg

i « i P\ ;’j -act > .
Unit-1 0.161 24.99 0.25
Unit-2 0.163 215.09 25.30 0.25
Unit-3 0.159 209.81 24.68 0.25 -
Unit-4 0.162 213.77 25.15 0.25
Unit-5 0.164 216.41 25.46 0.25
Unit-6 o7 23356 27.48 0.27
- vwﬁ@ﬁ( i T T = R o
mg/Tablet | % (D3) | Factor (CF2) 3:CF) |
457.89 53.87 0.539 54.12
451.29 53.09 0.531 53.35
442.05 52.01 0.520 52.25 53.0
436.77 51.39 0.514 51.64
448.65 52.78 0.528 53.04
455.25 53.56 0536 53.83

Unit-1

DATE

0.637
Unit-2 0.650
Unit-3 0.638 841.88 99.04 99.81 100 1
Unit-4 0.648 855.07 100.60 101.36 ’
Unit-5 0.630 831.32 97.80 98.58
Unit-6 0.637 840.56 98.89 99.70
Acceptance criteria:
%RSD of drug release six unit of preparations should not be more than 5.0 at final time point and meet the specification
limit at individual interval limit.
Analysed by VIGNESH V N ] Checked by : S\/;\\'\A
o> ™Y

28/12/2023 9/8 \ ‘Q

Date :




GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL235.0
Version: 2.10 Wavelength: 235.00 nm
Mode: Normal Mode
ode a Calibration Curve
Data Information Column for Cal. Curve: WL235.0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL235.0
AMV--METHOD PRECISION--HIGH Concentration: 8.400
WAVELENGTH--235NM--SYSTEM
SUITABILITY.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 18:47:25
Comments: SYSTEM SUITABILITY
Standard Table
Sample ID Type Ex Conc WL235.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL235.0 Comments
1 BLANK Unknown i 0.000
2 STD 1 Unknown ool 0.643
3 STD 2 Unknown RERRN 0.641
4 STD 3 Unknown ol 0.641
5 STD 4 Unknown Rk 0.642
6 STD 5 Unknown e 0.642
7
NANFog /12 J2022
Analysed By Checked By
Date:

Date: S \3' L
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL235.0
Version: 2.10 Wavelength: 235.00 nm
Mode: N | Mod
ode ormat ode Calibration Curve
Data Information Column for Cal. Curve: WL235.0 .
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-850--G17230801-- selacled Wavelength: WLE35.0
AMV--METHOD PRECISION--HIGH Concentration: §.400
WAVELENGTH--235NM--DISSO OF MET
HCL--1ST HOUR .pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 19:12:31
Comments: 1ST HOUR
Standard Table
Sample ID Type Ex Conc WL235.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL235.0 Comments
1 BLANK Unknown i 0.000
2 SPL1IN1 Unknown bl 0.161
3 SPL 1IN 2 Unknown el 0.163
4 SPL1IN3 Unknown RRA 0.159
5 SPL1IN4 Unknown o 0.162
6 SPL1INS Unknown HRRER 0.164
7 SPL1IN6 Unknown bt 0.177
8
N-Vog )12 Jro2
Analysed By Checked By
Date:

Date: &\S \\\D‘
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Sgﬁx:re Name: UVProbe Wavelength Name: WL235.0
Version: 2.10 Wavelength: 235.00 nm
Mode: N | Mode
ode orma Calibration Curve
Data Information Column for Cal. Curve: WL235.0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/l
12-2023\GLIDE MB0-850--G17230801-- S el wavelengi SLBE
AMV--METHOD PRECISION--HIGH Concentration: 8.400
WAVELENGTH--235NM--DISSO OF MET
HCL--3RD HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 19:28:15
Comments: 3RD HOUR
Standard Table
Sample ID Type Ex Conc WL235.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL235.0 Comments
1 BLANK Unknown HAENE 0.000
2 SPL3IN1 Unknown hkx 0.347
3 SPL3IN2 Unknown AR 0.342
4 SPL3IN3 Unknown il 0.335
5 SPL3IN4 Unknown rEEER 0.331
6 SPL3IN5 Unknown o 0.340
7 SPL3IN6 Unknown i 0.345
8
NNVF 212 /% 23
Analysed By Checked By
Date: Date:
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Software Information

GENERIC HEALTHCARE PVT. LTD.

Wavelengths

Software Name: UVProbe Wavelength Name: WL235.0
Toriors 910 Wavelength: 235.00 nm
Mode: Normal Mod
s Ll Calibration Curve
Data Information Column for Cal. Curve: WL235.0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal.Curse Unit: R
12-2023\GLIDE M60-850--G17230801-- Sslected Wavslenglh: Wizand
AMV--METHOD PRECISION--HIGH Concentration: 8.400
WAVELENGTH--235NM--DISSO OF MET
HCL--10TH HOUR pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 19:46:42
Comments: 10TH HOUR
Standard Table
Sample ID Type Ex Conc WL235.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL235.0 Comments
1 BLANK Unknown ki 0.000
2 SPL10IN 1 Unknown ek 0.637
3 SPL 10 IN 2 Unknown 0.650
4 SPL10IN 3 Unknown 0.638
5 SPL 10 IN 4 Unknown 0.648
6 SPL10IN5 Unknown ekl 0.630
7 SPL10IN 6 Unknown 0.637
8
VY& o512 Jaoan
Analysed By Checked B
Date: Date:
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle QESSQLl_JT_I_ON OF METFORMIN IN GLICLAZIDE AND ’\’METFORMIN SUSTAINED RELEASE TABLETS
Product Name GLIDE-M60/850 Batch size : Not Applicable
Batch Number : G17230801 Mfg.Date Aug-23
Stage: ROBUSTNESS (LOW VOLUME 990ML) Exp.Date Jul-26

i

Instrument ID:

ST/QC/EQ/002

Balance ID ST/QC/EQ/041 WS No.: WS/MEF/22/01 |% Purity (aib) 100.2
Dissolution medium : PH6.8 Phosphate Buffer
Volume (ml) 990
Speed 100RPM
Time 1st,3nd and 10th Hours
Standard dilution. : 42.19 mg to ---> 100 ml to ---> 2 ml to ---> 100
Std.conc (in ppm)-8.438 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Test dilution .: One tablet gm to ---> 1000 ml to ---> 1 ml to ---> 100
Test.conc (in ppm)-8.5 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor 1.0000
Labelled content 850 mg
Standard Absorbance :
- SR E —
" Unit-1 0.196 253.39 2981 030 266
Unit-2 0.188 243.05 28.59 0.29 ’
Unit-3 0.175 226.24 26.62 0.27 281
Unit-4 0.183 236.58 27.83 0.28 :
Unit-5 0.182 235.29 27.68 0.28 208
Unit-6 0.186 240.46 28.29 0.28 ’
Unit-1 :
Unit-2 0.343 443.43 52.17 0.5622 52.45
Unit-3 0.346 447 31 52.62 0.526 52.89 52.3
Unit-4 0.335 433.09 50.95 0.510 51.23 ’
Unit-5 0.330 426.62 50.19 0.502 50.47
Unit-6 0.343 44343 52.17 0.522 52.45
? v i . .
Unit-1 0.641 g
Unit-2 0.651 841.61 99.01 99.82
Unit-3 0.635 820.92 96.58 97.37 09 1
Unit-4 0.652 842.90 99.16 99.95 :
Unit-5 0.655 846.78 99.62 100.40
Unit-6 0.642 829.97 97.64 98.45
Acceptance criteria:
%RSD of drug release six unit of preparations should not be more than 5.0 at final time point and meet the specification
limit at individual interval limit.
<\
/ p\\
Analysed by VIGNESH V Ve noth Checked by : S \\\
V) |
DATE 05/01/2024 o5 , 0 Date :




GENERIC HEALTHCARE PVT. LTD.

Software Information

Wavelengths

Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode . .

Calibration Curve
Data Information Column for Cal. Curve: WLZSS.Q
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/|
\05-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1*(COI’\C) + KO
PRECISION--ROBUSTNESS--VOLUME-- Zero Interception: Not Selected
SYSTEM SUITABILITY.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 05-01-2024 15:40:58
Comments: SYSTEM SUITABIULITY
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown bt 0.000
2 STD 1 Unknown ok 0.654
3 STD 2 Unknown it 0.654
4 STD 3 Unknown Hkk 0.655
5 STD 4 Unknown i 0.653
6 STD 5 Unknown e 0.654
7
NVE o5 o) ’%Z'T
Analysed By Checked By
Date: Date:

\ S \‘\D



GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
ode ormat vode Calibration Curve
Data Information Column for Cal. Curve: WL2§3.Q
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\05-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1*(Conc) + KO
PRECISION--ROBUSTNESS--LOW Zero Interception: Not Selected
VOLUME 990ML--DISSO OF MET HCL--
18T HOUR .pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 05-01-2024 16:04:30
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown i 0.000
2 SPL1IN1 Unknown el 0.196
3 SPL1IN2 Unknown ko 0.188
4 SPL1IN3 Unknown ek 0.175
5 SPL1IN4 Unknown kkx 0.183
6 SPL1INS Unknown ok 0.182
7 SPL1IN6 Unknown A 0.186
8
V¥ o5 /o 202y
Analysed By Checked By
Date: Date: \
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
ode ormatiode Calibration Curve
Data Information Column for Cal. Curve: WL233.Q
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\05-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV-METHOD Calibration Equation: Abs = K1 *(Conc) + KO
PRECISION--ROBUSTNESS--LOW Zero Interception: Not Selected
VOLUME 990ML--DISSO OF MET HCL--
3RD HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 05-01-2024 16:26:39
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown b 0.000
2 SPL3IN1 Unknown ol 0.356
3 SPL3IN2 Unknown e 0.343
4 SPL3IN3 Unknown ok 0.346
5 SPL3IN4 Unknown b 0.335
6 SPL3IN5 Unknown bkt 0.330
7 SPL3ING6 Unknown kil 0.343
8

N v W
Analysed %S/m s Checked B WA
y y ecked By, A
Date: Date: S\X W



GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
ngtware Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
ode ormat Mode Calibration Curve
Data Information Column for Cal. Curve: WL2§3.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve TVP?: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\05-01-2024\GLIDE M60-850-- Selected Waveler)gth: WL233.0
G17230801--AMV--METHOD Calibration Equatlon: Abs = K1*(COHC) + KO
PRECISION--ROBUSTNESS--LOW Zero Interception: Not Selected
VOLUME 990ML--DISSO OF MET HCL--
10TH HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 05-01-2024 16:49:47
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown b 0.000
2 SPL101IN 1 Unknown AR 0.641
3 SPL10IN 2 Unknown ok 0.651
4 SPL10IN 3 Unknown BN 0.635
5 SPL10IN 4 Unknown Hkk 0.652
6 SPL10IN5 Unknown Raans 0.655
7 SPL10IN6 Unknown ik 0.642
8

NYE o5 (011024
Analysed By
Date:
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle ~ DISSOLUTION OF METFORMIN IN GLICLAZIDE AND METFORMIN SUSTAINED RELEASE TABLETS
Product Name GLIDE-M60/850 Batch size : Not Applicable
Batch Number G17230801 Mfg.Date Aug-23
Stage: ROBUSTNESS (HIGH VOLUME 1010ML) Exp.Date Jul-26

Instrument ID:

ST/QC/EQ/002

Balance ID

ST/QC/EQ/041

WS/MEF/22/01

% Purity (aib)

Dissolution medium :

PH6.8 Phosphate Buffer

Volume (ml)

1010

Speed

100RPM

Time

1st,3nd and 10th Hours

Standard dilution.:

42.19

mg to --->

100

ml to --->

ml to --->

100

Std.conc (in ppm)-8.438

1

ml to --->

ml to --->

ml to --->

Test dilution .:

One tablet

gm to --->

1000

ml to --->

ml to --->

100

Test.conc (in ppm)-8.5

1

ml to --->

ml to --->

ml to --->

Conversion factor

Labelled content 850 mg

Standard Absorbance :

Unit-1

0174 26.5
Unit-2 0.185
Unit-3 0.180 28.2 | o
Unit-4 0.194 L »
Unit-5 0.196 29.8
Unit-6 0.182
i - 1 . $~A3 a i ]
Unit-1 0.343 . 52.43
Unit-2 0.334 43179 50.80 0.508 51.08
Unit-3 0.341 440.84 51.86 0.519 52.14 52.7
Unit-4 0.349 451.19 53.08 0.531 53.38 ’
Unit-5 0.354 457.65 53.84 0.538 54.14
Unit-6 0.345 446.01 52.47 0.525 52.75
- e
. pling po o
~ Unit-1 0643 _
Unit-2 0.654
Unit-3 0.634
Unit-4 0.643
Unit-5 0.642
Unit-6 0.644
Acceptance criteria:
%RSD of drug release six unit of preparations should not be more than 5.0 at final time point and meet the specification
limit at individual interval limit.
>/~< A
g
Analysed by VIGNESH V \, ' \Q’ ) 9 Checked by : M\
%0 .
RATE 05/01/2024 ) Jo) 1 bate:




GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mod
ode ariviode Calibration Curve
Data Information Column for Cal. Curve: WL2}33.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Cune: Type: Multi Point
\UV_DATA BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\05-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1*(Conc) + KO
PRECISION--ROBUSTNESS--VOL UME-- Zero Interception: Not Selected
SYSTEM SUITABILITY.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 05-01-2024 15:40:58
Comments: SYSTEM SUITABIULITY
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown el 0.000
2 STD 1 Unknown RaE 0.654
3 STD 2 Unknown ok 0.654
4 STD 3 Unknown b 0.655
5 STD 4 Unknown ek 0.653
6 STD 5 Unknown HhAnk 0.654
7
L} Q_
NV 5 /ol Jao2y
Analysed By Checked By
Date: Date: Y
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GENERIC HEALTHCARE PVT. LTD.

Software Informatio Wavelengths
aofnorcName:  UVPiobs Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: Normal Mod
e orm © Calibration Curve
Data Information Column for Cal. Curve: WL2.33.(.)
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Mutti Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\05-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1*(Conc) + KO
PRECISION--ROBUSTNESS--HIGH Zero Interception: Not Selected
VOLUME 1010ML--DISSO OF MET
HCL--1ST HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 05-01-2024 17:13:34
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown i 0.000
2 SPL1IN1 Unknown REEEY 0.174
3 SPL1IN2 Unknown ok 0.185
4 SPL1IN3 Unknown s 0.180
5 SPL1IN4 Unknown ok 0.194
6 SPL1INS Unknown i 0.196
7 SPL1IN6 Unknown el 0.182
8
N VA G5 /ot 202 Y
Analysed By Checked By
Date: Date:
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: N | Mod
ode S Hece Calibration Curve
Data Information Column for Cal. Curve: WL2_33.(_)
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\05-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV—METHOD Calibration Equation: Abs = K1 ik(COI’IC) + KO
PRECISION--ROBUSTNESS--HIGH Zero Interception: Not Selected
VOLUME 1010ML--DISSO OF MET
HCL--3RD HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 05-01-2024 17:27:49
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown S 0.000
2 SPL3IN1 Unknown i 0.343
3 SPL3IN2 Unknown Hokkk 0.334
4 SPL3IN3 Unknown e 0.341
5 SPL3IN4 Unknown ek 0.349
6 SPL3IN5 Unknown i 0.354
7 SPL3IN6 Unknown ok 0.345
8
\l‘ﬂ' 0 5/0\ )%ZLf
Analysed By Checked By
Date: Date: \
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: Normal Mode
€ orm Calibration Curve
Data Information Column for Cal. Curve: WL2.33.0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Muiti Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/|
\05-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1*(Conc) + KO
PRECISION--ROBUSTNESS--HIGH Zero Interception: Not Selected
VOLUME 1010ML--DISSO OF MET
HCL--10TH HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 05-01-2024 17:49:59
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown LJLLE 0.000
2 SPL10IN 1 Unknown kg 0.643
3 SPL10IN 2 Unknown Fkkkk 0.654
4 SPL10IN 3 Unknown REEEN 0.634
5 SPL10IN 4 Unknown el 0.643
6 SPL10IN5 Unknown RS 0.642
7 SPL10IN6 Unknown ok 0.644
8
N o5 for |02y
Analysed B Checked By
| \
Date:

. . \
Date: X‘ \§ \\\0



)
G

GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle . :\-DISSOLUTION OF METFORMIN IN GLICLAZIDE AND METFORMIN SUSTAIN’ED,’R‘ELEASE TABLETS
Product Name GLIDE-M60/850 Batch size : Not Applicable
Batch Number : G17230801 Mfg.Date Aug-23
Stage: ROBUSTNESS (LOW RPM 96RPM) Exp.Date Jul-26

.

Instrument ID:

ST/QC/EQ/002

WS No.: IWS/MEF/ZZ/OI % Purity (aib)

Balance ID ST/QC/EQ/041 100.2
Dissolution medium : PH6.8 Phosphate Buffer
Volume (ml) 1000
Speed 96RPM
Time 1st,3nd and 10th Hours
Standard dilution.: 42.10 mg to ---> 100 ml to ---> 2 ml to ---> 100
Std.conc (in ppm)-8.42 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Test dilution .: One tablet gm to ---> 1000 ml to ---> 1 ml to ---> 100
Test.conc (in ppm)-8.5 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor 1.0000
Labelled content 850 mg

\ea
Standard Absorbance : 0.657 0654 0655 0655 0.656 0.655 0.00 0174

Unit-1 0191 245,87 28.93 029

Unit-2 0.183 23557 27.71 028

Unit-3 0173 222.70 26.20 0.26 55,3 : .

Unit-4 0.186 239.43 - 28.17 028 : e

Unit-5 0.191 245.87 2803 029

Unit-6 0.198 254.88 29.99 030

- = S o
bsor . .
Unit-1 0.663 853.47 100.41
Unit-2 0.650 836.73 98.44 2
Unit-3 0.641 825.15 97.08 97.85 98.9 159
Unit-4 0.634 816.14 96.02 96.80
Unit-5 0.645 830.30 97.68 98.51
Unit-6 0.655 843.17 99.20 100.02
Acceptance criteria:
%RSD of drug release six unit of preparations should not be more than 5.0 at final time point and meet the specification
limit at individual interval limit.
X V’\
/ D\‘
Analysed by VIGNESH V N V4 2l Checked by : ) 3 N
' \ Jre , ‘
i 04/01/2024 oY } o Date :




GENERIC HEALTHCARE PVT. LTD.

Software Information

Software Name:
Version:
Mode:

Data Information

UVProbe
2.10
Normal Mode

Wavelengths
Wavelength Name: WL233.0
Wavelength: 233.00 nm

Calibration Curve

Column for Cal. Curve: WL233.0

Filename: \\192.168.1.21\qc protocols\QC FILES Ceall, e e Single Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\04-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Concentration: ALl
PRECISION--LOW RPM--SYSTEM
SUITABILITY.pho

Title: GLIDE M60-850--G17230801

Analyst: VIGNESH V

Date/Time: 04-01-2024 18:16:03

Comments: SYSTEM SUITABILITY

Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown pielsd 0.000
2 STD 1 Unknown RERER 0.657
3 STD 2 Unknown bl 0.654
4 STD 3 Unknown i 0.655
5 STD 4 Unknown ok 0.655
6 STD5 Unknown e 0.656
7
NV ko}ﬁ/m J%Q'L"
Analysed By Checked By
Date: Date:
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths

Software Name:  UVProbe Wavelength Name: WL233.0

Version: 2.10 Wavelength: 233.00 nm

Mode: Normal Mod

oce maHede Calibration Curve

Data Information Column for Cal. Curve: WL233.0

Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\04-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Concentration: 8.400

PRECISION--ROBUSTNESS--LOW
RPM--DISSO OF MET HCL-1ST

HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 04-01-2024 18:36:38
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown il 0.000
2 SPL 1 Unknown o 0.191
3 SPL 2 Unknown Fx 0.183
4 SPL 3 Unknown hwx 0.173
5 SPL 4 Unknown bl 0.186
6 SPL5 Unknown ik 0.191
|7 SPL 6 Unknown i 0.198
8

NVE g Jor |02
Analysed B Checked By
Date: Date: N \3




GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
e ormat ode Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/|
\04-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV-METHOD Conceniation: 8.400
PRECISION--ROBUSTNESS--LOW
RPM--DISSO OF MET HCL--3RD
HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 04-01-2024 18:49:10
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown RS 0.000
2 SPL3IN1 Unknown ki 0.347
3 SPL3IN2 Unknown ol 0.339
4 SPL3IN3 Unknown ek 0.336
5 SPL3IN4 Unknown bl 0.331
6 SPL3IN5 Unknown Abikh 0.357
7 SPL3IN6 Unknown Hkx 0.348
8
NV o 4 /o Jao2y
Analysed By Checked By
Date: Date: N
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths

Software Name: UVProbe Wavelength Name: WL233.0

Version: 2.10 Wavelength: 233.00 nm

Mode: Normal Mode

oc erma Calibration Curve

Data Information Column for Cal. Curve: V\(L233.0 .

Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\04-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Concentration: 8.400

PRECISION--ROBUSTNESS--LOW
RPM--DISSO OF MET HCL--10TH

HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 04-01-2024 19:10:01
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown bl 0.000
2 SPL10IN1 Unknown ki 0.663
8 SPL10IN 2 Unknown ke 0.650
4 SPL10IN 3 Unknown b 0.641
5 SPL10IN 4 Unknown R 0.634
6 SPL10IN5 Unknown ARk 0.645
7 SPL10IN6 Unknown hkkk 0.655
8

'\laﬂoq_/oi”‘ozl‘f A
Analysed By Checked By o\\ -
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle DISSOLUTION OF METFORMIN IN GLICLAZIDE AND METFORMIN SUSTAINED RELEASE TABLETS
Product Name GLIDE-M60/850 Batch size : Not Applicable
Batch Number G17230801 Mfg.Date Aug-23
Stage: ROBUSTNESS (HIGH RPM 104RPM) Exp.Date Jul-26

Instrument ID: ST/QC/EQ/002 ST/QC/EQ/041 WS/MEF/22/01

% Purity (aib)

Dissolution medium : PH6.8 Phosphate Buffer
Volume (ml) 1000

Speed 104RPM

Time 1st,3nd and 10th Hours

Standard dilution.: 42.36

Std.conc (in ppm)-8.472 1

mg to ---> 100 ml to ---> 2 ml o ---> 100

ml to ---> 1 ml to ---> 1 ml to ---> 1

Test dilution .: One tablet gm to ---> 1000 ml to ---> 1 ml to ---> 100

Test.conc (in ppm)-8.5 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Conversion factor 1.0000

Labelled content 850 mg

Standard Absorbance :

- 0.652 0.651

0.652 0.652 0.652 0.652 0.00 0.069
' ; 7{3““ T ; R ;
. el i L ablet o >"w,., 1) | racior {Cri) i

Unit-1 0193 251.36 29.57 0.30

Unit-2 0.201 261.78 30.80 0.31

Unit-3 0.181 235.73 27.73 0.28 28.4

Unit-4 0.168 218.80 25.74 0.26

Unit-5 0.178 231.82 27.27 0.27 30.8

Unit-6 0.191 248.76 29.27 0.29

Unit-1 :

Unit-2 0.332 432.39 50.87 0.509 51.18

Unit-3 0.326 42458 49.95 0.500 50.23 51.9
Unit-4 0.341 444.11 52.25 0.522 52.61

Unit-5 0.350 455.83 53.63 0.536 53.90

Unit-6 0.327 425.88 50.10 0.501 50.40

T

ling B
Unit-1 0.655 |
Unit-2 0.644
Unit-3 0.653 100.2 1.34
Unit-4 0.656
Unit-5 0.633
Unit-6 0.651
Acceptance criteria:
%RSD of drug release six unit of preparations should not be more than 5.0 at final time point and meet the specification
limit at individual interval limit.
vA))\
N
Analysed by VIGNESH V o2l Checked by : \ \\\D
) | \
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode
ode Calibration Curve
Data Information Column for Cal. Curve: WL2.33.(')
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Muiti Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\10-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equa.tion: Abs = K1 *(COHC) + KO
PRECISION--ROBUSTNESS--HIGH RPM Zero Interceptlon: Not Selected
104--DISSO OF MET HCL--SYSTEM
SUITABILITY.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 19:33:44
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown EEERY 0.000
2 STD 1 Unknown ol 0.652
3 STD 2 Unknown *hikw 0.651
4 STD 3 Unknown ek 0.652
5 STD 4 Unknown SRR 0.652
6 STD 5 Unknown HREEE 0.652
7

NV o o202

Analysed By
Date:

Date:
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GENERIC HEALTHCARE PVT. LTD.

Software Information

Wavelengths

Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
e SRSl ieeR Calibration Curve
Data Information Column for Cal. Curve: WL2;33.Q
Filename: \\192.168.1.21\qc protocols\QC FILES Gal. Gurvs Type: Muti Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\10-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV-METHOD Calibration Equaﬁion: Abs = K1*(COHC) + KO
PRECISION--ROBUSTNESS--HIGH RPM Zero Interceptlon: Not Selected
104--DISSO OF MET HCL--1ST
HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 19:45:05
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ek 0.000
2 SPL1IN1 Unknown ookl 0.193
3 SPL1IN2 Unknown ol 0.201
4 SPL1IN3 Unknown Fkkk 0.181
5 SPL1IN4 Unknown ek 0.168
6 SPL1IN5S Unknown kkkk 0.178
7 SPL1IN6 Unknown ik 0.191
8

\"ﬂl ool 2024
Analysed By

Checked By
Date:

Date:
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
ngtware Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
ode ormatiode Calibration Curve
Data Information Column for Cal. Curve: WL233.Q
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\10-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equa.tion: Abs = K1*(COHC) + KO
PRECISION--ROBUSTNESS--HIGH RPM Zero Interceptlon: Not Selected
104--DISSO OF MET HCL--3RD
HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 19:58:00
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown e 0.000
2 SPL3IN1 Unknown i 0.347
3 SPL3IN2 Unknown Ak 0.332
4 SPL3IN3 Unknown ek 0.326
5 SPL3IN4 Unknown L 0.341
6 SPL3INS5S Unknown hkkk 0.350
7 SPL3IN6 Unknown SAERY 0.327
8
AVA'SS
[ofo1|2024
Analysed By Checked By
Date: Date:
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GENERIC HEALTHCARE PVT. LTD.

Software Information

Wavelengths

Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
ode ormat Mode Calibration Curve
Data Information Column for Cal. Curve: WL233.(_)
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Muilti Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\10-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equa}ion: Abs = K1*(COHC) + KO
PRECISION--ROBUSTNESS--HIGH RPM Zero Interceptlon: Not Selected
104--DISSO OF MET HCL--10TH
HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 20:11:20
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown TRERR 0.000
2 SPL 10 1IN 1 Unknown ek 0.655
3 SPL10IN 2 Unknown *RRER 0.644
4 SPL 10IN 3 Unknown Hhkkk 0.653
5 SPL10IN 4 Unknown R 0.656
6 SPL10IN5 Unknown Hkkkk 0.633
7 SPL10IN6 Unknown ol 0.651
8
NN Ly ’
|o/o1[202Y
Analysed By Checked By
Date: ‘

Date: f \Y
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GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle DISSOLUTION OF METFORMIN IN GLICLAZIDE AND METFORMIN SUSTAINED RELEASE TABLETS
Product Name GLIDE-M60/850 Batch size : Not Applicable
Batch Number G17230801 Mfg.Date Aug-23
Stage: ROBUSTNESS (LOW PH 6.6PH) Exp.Date Jul-26

i S

Instrument ID: ST/QC/EQ/002 Balance ID ST/QC/EQ/041 WS No WS/MEF/22/01 |% Purity (aib) 100.2
Dissolution medium : PH 6.6 Phosphate Buffer

[[Volume (ml) 1000

Speed 100RPM

Time 1st,3nd and 10th Hours

Standard dilution.: 42.29 mg to ---> 100 ml to ---> 2 ml to ---> 100
Std.conc (in ppm)-8.458 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Test dilution .: One tablet gm to ---> 1000 ml to ---> 1 ml o ---> 100
Test.conc (in ppm)-8.5 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor 1.0000

Labelled content 850 mg

% 3 SRR R N RS 4;
S i e i fiiont R T A b 7

Unit-1 0.183 236.42 27.81

Unit-2 0.175 226.08 26.60 0.27

Unit-3 0.178 229.96 27.05 0.27 28.1

Unit-4 0.194 250.63 29.49 0.29

Unit-5 0.199 257.09 30.25 0.30

Unit-6 0.181 233.84 2751 0.28

Unit-1

Unit-2

Unit-3

Unit-4

Unit-5

Unit-6

. orb
Unit-1 0.641
Unit-2 0.654
Unit-3 0.659
Unit-4 0.638
Unit-5 0.651
Unit-6 0.657
Acceptance criteria:
%RSD of drug release six unit of preparations should not be more than 5.0 at final time point and meet the specification
limit at individual interval limit.
v
Analysed by VIGNESH V WAL, ) ol Checked by : \}\ /\\o\\

DATE
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mod
e ode Calibration Curve
Data Information Column for Cal. Curve: WL2_33.(_)
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/|
\10-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1*(COHC) + KO
PRECISION--ROBUSTNESS--LOW PH Zero Interception: Not Selected
6.6--SYSTEM SUITABILITY.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 17:00:15
Comments: 10TH HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ekl 0.000
2 STD 1 Unknown IEREE 0.655
3 STD 2 Unknown ek 0.657
4 STD 3 Unknown R 0.655
5 STD 4 Unknown ok 0.655
6 STD 5 Unknown REbEE 0.658
7
\}.\{'\‘ {D/o \ ,Q,o’lL}
Analysed By Checked By
Date: Date:
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mod
ek Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\10-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1*(Conc) + KO
PRECISION--ROBUSTNESS--LOW PH Zero Interception: Not Selected
6.6--DISSO OF MET HCL--1ST
HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 17:12:33
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown Ll 0.000
2 SPL1IN 1 Unknown Hkk 0.183
3 SPL1IN2 Unknown Sidal 0.175
4 SPL1IN3 Unknown HRERE 0.178
5 SPL1IN4 Unknown hkkk 0.194
6 SPL1INS Unknown RN 0.199
7 SPL1ING6 Unknown kk 0.181
8
A% s [l Y
[o]o A
Analysed By Checked By \
Date:
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths

Software Name: UVProbe Wavelength Name: WL233.0

Version: 210 Wavelength: 233.00 nm

Mode: Normal Mode

ode s Calibration Curve

Data Information Column for Cal. Curve: WL2.33.(.)

Filename: \\192.168.1.21\qc protocols\QC FILES Gal. Curve: Type: HAHI ol
\UV_DATA BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/|
\10-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1 i'(COHC) + KO
PRECISION--ROBUSTNESS--LOW PH Zero Interception: Not Selected
6.6--DISSO OF MET HCL--3RD
HOUR.pho

Title: GLIDE M60-850--G17230801

Analyst: VIGNESH V

Date/Time: 10-01-2024 17:33:11

Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown BERRE 0.000
2 SPL3IN1 Unknown Hkkk 0.329
3 SPL3IN2 Unknown Lt 0.338
4 SPL3IN3 Unknown ok 0.338
5 SPL3IN4 Unknown EAENN 0.319
6 SPL3IN5 Unknown bl 0.333
7 SPL3IN6 Unknown ik 0.343
8
AVA'RS ool Ja02y -
Analysed By Checked By N\
Date: i

Date: N A o0



GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: Normal Mod
oas rmat Mode Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Gurve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\10-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1*(Conc) + KO
PRECISION--ROBUSTNESS--LOW PH Zero lnterception: Not Selected
6.6--DISSO OF MET HCL--10TH
HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 17:56:49
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ok 0.000
2 SPL10IN 1 Unknown ik 0.641
3 SPL10IN 2 Unknown ek 0.654
4 SPL10IN3 Unknown ik 0.659
5 SPL10IN 4 Unknown k 0.638
6 SPL10INS5S Unknown bl 0.651
74 SPL10IN6 Unknown el 0.657
8
2
\}ﬂ | o / ol ’Vw Y
Analysed By Checked By \,\)\
Date: Date:
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’él GENERIC HEALTHCARE PVT.LTD

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle . DISSOLUTION OF ME‘I’FORMIN IN GLICLAZIDE AND METFORMIN SUSTAINED RELEASE TABLETS '
Product Name : GLIDE-M60/850 Batch size : Not Applicable
Batch Number : G17230801 Mfg.Date : Aug-23
Stage: ROBUSTNESS (HIGH PH 7.0PH) Exp.Date : Jul-26

Instrument ID: ST/QC/EQ/002 Balance ID ST/QC/EQ/041 WS No.: WS/MEF/22/01 |% Purity (aib)

Dissolution medium : PH 7.0 Phosphate Buffer

Volume (ml) 1000

Speed 100RPM

Time 1st,3nd and 10th Hours

Standard dilution. : 42.04 mg to ---> 100 ml o ---> 2 ml to ---> 100
Std.conc (in ppm)-8.408 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Test dilution .: One tablet gm to ---> 1000 ml to ---> 1 ml to ---> 100
Test.conc (in ppm)-8.5 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor 1.0000

Labelled content 850

o L e T Drug release | brug Release in'| Correction |
e L z-n‘j it . . . . in mg/? a@k!‘j “ oy :>~,m. | i
Unit-1 0.193 249.38 29.34
Unit-2 0.200 258.43 30.40
Unit-3 0.189 244.22 28.73 29.9
Unit-4 0.203 262.31 30.86
Unit-5 +2.0197 254.55 29.95
Unit-6 0.198 255.85 30.10

5 e T R Relcae ] Correction
e ' nent
Unit-1 0.348 52.90
Unit-2 0.344 44450 52.29
Unit-3 0.335 432.87 50.93
Unit-4 0.353 456.13 53.66
Unit-5 0.332 428.99 50.47
Unit-6 0.349 450.96 53.05
L
Unit-1 0.650
Unit-2 0.660
Unit-3 0.646 1.03
Unit-4 0.641
Unit-5 0.654
Unit-6 0.646

Acceptance criteria:

%RSD of drug release six unit of preparations should not be more than 5.0 at final fime point and meet the specification
limit at individual interval limit.

N / \)
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: Normal Mod
e orma © Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Rt Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\10-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1*(Conc) + KO
PREC!SlON--ROBUSTNESS--H|GH PH Zero Interception: Not Selected
7.0--SYSTEM SUITABILITY.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 18:18:52
Comments: SYSTEM SUITABILITY
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ko 0.000
2 STD 1 Unknown Hhtw 0.653
3 STD 2 Unknown il 0.651
4 STD 3 Unknown whrre 0.653
5 STD 4 Unknown ek 0.651
6 STD'5 Unknown LAl 0.652
7
Al 2
N 10 / ol ’/lo 4
Analysed B Checked B
y
Date:

Date:
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Software Information

GENERIC HEALTHCARE PVT. LTD.

Wavelengths

Software Name: UVProbe Wavelength Name: WL233.0
Vgrsior:: 210 Wavelength: 233.00 nm
Mode: N | Mod

ode ormatiode Calibration Curve
Data Information Column for Cal. Curve: WL2’33.(_)
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Rulti Polnt
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\10-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1*(Conc) + KO
PRECISION--ROBUSTNESS--HIGH PH Zero Interception: Not Selected
7.0 --DISSO OF MET HCL--1ST
HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 18:38:17
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
i BLANK Unknown ek 0.000
2 SPL1IN1 Unknown wERH 0.193
3 SPL1IN2 Unknown ik 0.200
4 SPL1IN3 Unknown RRERE 0.189
5 SPL1IN4 Unknown ol 0.203
6 SPL1INS Unknown AELEE 0.197
7 SPL1IN6 Unknown ke 0.198
8
\l~\ﬁ-\~’b/°‘/%2q
Analysed By Checked By
Date: Date: __ )
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GENERIC HEALTHCARE PVT. LTD.

Software Information

Wavelengths

Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mod
© ode Calibration Curve
Data Information Column for Cal. Curve: WL2§3.Q
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: WiIkT Pt
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\10-01-2024\GLIDE M60-850-- Selected Wave|ength: WL233.0
G17230801--AMV--METHOD Calibration Equa_tion: Abs = K1*(Conc) + KO
PRECISION--ROBUSTNESS--HIGH PH Zero Interceptlon: Not Selected
7.0--DISSO OF MET HCL--3RD
HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 18:49:48
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ik 0.000
2 SPL3IN1 Unknown il 0.348
3 SPL3IN2 Unknown ik 0.344
4 SPL3IN3 Unknown bk 0.335
5 SPL3IN4 Unknown ek 0.353
6 SPL3INS Unknown HERRE 0.332
7 SPL3ING6 Unknown ik 0.349
8
({(%o 12y
Analyse Checked By \\)\
Date: Date: ! \D\
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GENERIC HEALTHCARE PVT. LTD.

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: Normal Mode
Calibration Curve
Data Information Column for Cal. Curve: WL233.Q
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\10-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1 *(COHC) + KO
PRECISION--ROBUSTNESS--HIGH PH Zero Interception: Not Selected
7.0--DISSO OF MET HCL--10TH
HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 19:06:51
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown AN 0.000
2 SPL10IN 1 Unknown ik 0.650
3 SPL10IN 2 Unknown RRERR 0.660
4 SPL10IN 3 Unknown ol 0.646
5 SPL10IN 4 Unknown SR 0.641
6 SPL10IN5 Unknown wEEEx 0.654
7 SPL10IN6 Unknown Hhkkk 0.646
8
A 1o/o) )0ty
Analysed By Checked By
Date:

Date: .
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Safetab Life Science,
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET
DISSOLUTION OF METF'(}RM!N IN GLICLAZIDE AND METFORMIN SUSTAINED RELEASE TABLETS

Product Name : GLIDE-M 60/850 Batch size : Not applicable
Batch Number : G17230801 Mfg.Date : Aug-23
Parameter ¥ ROBUSTNESS SUMMARY : Exp.Date : Jul-26

Each Uncoated bilayered sustained release tablet contains
Metformin HCI BP
Gliclazitde BP weosssmessosassmmssmass

Instrument ID: ST/QC/EQ/002 Balance ID : ST/QC/EQ/041

WS/MEF/22/01

% Purity (aib) 100.2

Standard dilution : About 42mg mg to ---> 100 ml to ---> 5 ml to ---> 250
Std.conc (in ppm)-8.4 | ml to ---> 1 ml to ---> 1 ml o ---> 1
Test solution : TABLET mg to ---> 1000 ml fo ---> 1 ml to ---> 100
Test.conc (in ppm)-8.5 1 ml fo ---> 1 ml to ---> 1 ml fo ---> 1
Conversion factor : 1.0000
{Labelled content 850

Low wavelength (231nm) 0.71 99.8 -0.40
High wavelength (235nm) 117 i 100.1 -0.70
Low Volume(990ml) 119 99.1 0.30
High Volume(1010ml) 0.98 987 0.00

- 99.4
Low Rpm(96rpm) 1.59 98.9 -0.10
High Rpm(104rpm) 1.34 100.2 -0.80
Low pH(6.6pH) 132 1996 -0.20
High pH(7.0pH) 1.03 99.6 -0.20

Acceptance criteria:

1) % Dissolution result shall meet the specification.

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

3) % of dissolution results should not differ by +5.0% to that of method precision

\
Analysed by : VIGNESH V VA 3 Checked by : X \D
Date : 10/01/2024 | ’0 \ ’0/0 W Date :




Safetab Life Science,
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle DISSOLUTION OF METFORMIN IN GLICLAZIDE METFORMIN SUSTAINED RELEASE TABLETS
Product Name : GLIDE-M60/850 Batch size : Not Applicable
Batch Number : G17230801 Mfg.Date : Aug-23
Stage: ROBUSTNESS (LOW WAVELENGTH 231NM) Exp.Date : Jul-26

o

Instrument ID:

ST/QC/EQ/002 % Purity (aib) 100.2

Dissolution medium : PH6.8 Phosphate Buffer

Volume (ml) 1000

Speed 100RPM

Time 1st,3nd and 10th Hours

Standard dilution.: 42.26 mg to ---> 100 ml to ---> 2 ml to ---> 100
Std.conc (in ppm)-8.452 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Test dilution .: One tablet gm to ---> 1000 ml to ---> 1 ml to ---> 100
Test.conc (in ppm)-8.5 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor 1.0000

Labelled content 850 mg

Standard Absorbance : 0.643 0.645 0.645 0.644 0.643 0.644 0.00 0.155

Unit-1

Unit-2 0.173 227.50 26.77 0.27

Unit-3 0.161 211.72 24.91 0.25 256
Unit-4 0.158 207.78 24.44 0.24

Unit-5 0.167 219.61 25.84 0.26

Unit-6 0.171 224.87 26.46 0.26

=)
Unit-1
Unit-2 0.330 433.97 51.05 0.511 51.32
Unit-3 0.338 444.49 52.29 0.523 52.54
Unit-4 0.325 427.39 50.28 0.503 50.53
Unit-5 0.321 422.13 49.66 0.497 49.92 52.5
Unit-6 0.317 416.87 49.04 0.490 49.31

Unit-1 0.644

Unit-2 0.639 840.32 98.86 99.64

Unit-3 0.633 832.42 97.93 98.70 99.8
Unit-4 0.640 841.63 99.02 99.76

Unit-5 0.646 849.52 99.94 100.70

Unit-6 0.638 839.00 98.71 99.46

Acceptance criteria:

%RSD of drug release six unit of preparations should not be more than 5.0 at final time point and meet the specification
limit at individual interval limit.

N AW\
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Analysed by : VIGNESH V \ \I} Checked by : X/ \O\
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Safetab Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL231.0
Version: 2.10 Wavelength: 231.00 nm
Mode: Normal Mode L
Calibration Curve
Data Information Column for Cal. Curve: WL231.0 )
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: . mg/|
12-2023\GLIDE M60-850--G17230801-- Selected Wav§length. WL231.0
AMV--METHOD PRECISION--LOW Concentration: 10.000

WAVELENGTH--231NM SYSTEM
SUITABILITY.pho

Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 16:44:30
Comments: SYSTEM SUITABILITY
Standard Table
Sample ID Type Ex Conc WL231.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL231.0 Comments
1 BLANK Unknown BEEEE: 0.000
2 STD 1 Unknown R 0.643
3 STD 2 Unknown i 0.645
4 STD 3 Unknown o 0.645
5 STD 4 Unknown ek 0.644
6 STD 5 Unknown HEREE 0.643
7

'\j\/'lr% ’,Q)/)O’l’j _
Analysed By Checked By \\’V\)\
Date: Date: 3 \\“D
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Safetab Life science

Software Information Wavelengths

Software Name: UVProbe Wavelength Name: WL231.0

Version: 2.10 Wavelength: 231.00 nm

Mode: Normal Mode

o Calibration Curve

Data Information Column for Cal. Curve: WL231.0

Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: ' mg/|
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL231.0
AMV--METHOD PRECISION--LOW Concentration: 10.000

WAVELENGTH--231NM DISSOLUTION
OF MET HCL--1ST HOUR.pho

Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 17:07:21
Comments: 18T HOUR
Standard Table
Sample ID Type Ex Conc WL231.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL231.0 Comments
1 BLANK Unknown e 0.000
2 SPL1IN1 Unknown BEREY 0.162
3 SPL1IN2 Unknown bl 0.173
4 SPL1IN3 Unknown ke 0.161
5 SPL1IN4 Unknown Rk 0.158
6 SPL1IN5S Unknown hEs 0.167
7 SPL1ING6 Unknown i 0.171
8

N g 1o

Analysed By Checked By
Date: Date: S
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Safetab

Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL231.0
Version: 2.10 Wavelength: 231.00 nm
Mode: N | Mode
© orma Calibration Curve
Data Information Column for Cal. Curve: WL231 .0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve TVP‘?: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit. migil
12-2023\GLIDE MB0-850--G17230801-- Selected Wavelangth: g
AMV--METHOD PRECISION--LOW Concentration: 10.000
WAVELENGTH--231NM DISSOLUTION
OF MET HCL--3RD HOUR pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 17:30:59
Comments: 3RD HOUR
Standard Table
Sample ID Type Ex Conc WL231.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL231.0 Comments
1 BLANK Unknown ol 0.000
2 SPL3IN1 Unknown o 0.324
3 SPL3IN2 Unknown it 0.330
4 SPL3IN3 Unknown ol 0.338
5 SPL3IN 4 Unknown el 0.325
6 SPL3IN5 Unknown ek 0.321
7 SPL3ING6 Unknown Tk 0.317
8
/
N g3 [12) 2023
Analysed By Checked By
Date: Date:
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Safetab Life science

Software Information Wavelengths

Software Name: UVProbe . Wavelength Name: WL231.0

Version: 2.10 Wavelength: 231.00 nm

Mode: Normal Mod

oce mat ode Calibration Curve .

Data Information Column for Cal. Curve: WL231 .0 )

Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL231.0
AMV--METHOD PRECISION--LOW Concentration: 10.000

WAVELENGTH--231NM DISSOLUTION
OF MET HCL--10TH HOUR.pho

Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 17:55:41
Comments: 10TH HOUR
Standard Table
Sample ID Type Ex Conc WL231.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL231.0 Comments
1 BLANK Unknown ks 0.000
2 SPL10IN 1 Unknown ok 0.644
3 SPL10IN 2 Unknown ki 0.639
4 SPL10IN 3 Unknown kdk 0.633
5 SPL 10 IN 4 Unknown ok 0.640
6 SPL10IN5 Unknown i 0.646
7 SPL10IN6 Unknown ok 0.638
8

NV g Ji2)we3
Analysed By Checked By A
Date: Date: N
Y ‘X \\\O



Safetab Life Science,
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle ~ DISSOLUTION OF METFORMIN IN GLICLAZIDE METFORMIN SUSTAINED RELEASE TABLETS
Product Name : GLIDE-M60/850 Batch size : Not Applicable
Batch Number : G17230801 Mfg.Date : Aug-23
“Stage: ROBUSTNESS (HIGH WAVELENGTH 235NM) Exp.Date : Jul-26

. e . , b ,
Instrument ID: ST/QC/EQ/002 ST/QC/EQ/041 WS No.: WS/MEF/22/01 |% Purity (aib)
Dissolution medium : PH6.8 Phosphate Buffer

Volume (ml) 1000

Speed 100RPM

Time 1st,3nd and 10th Hours

Standard dilution.: 42.26 mg to ---> 100 mlto ---> 2 ml to ---> 100

Std.conc (in ppm)-8.452 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Test dilution .: One tablet gm to ---> 1000 ml to ---> 1 ml to ---> 100

Test.conc (in ppm)-8.5 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Conversion factor 1.0000

Labelled content 850 mg

Standard Absorbance : 0.130

S

ki 5]

o Ll . SN b D ) 3 . ;w e g i
Unit-1 0.161 212.45 24.99
Unit-2 0163 : 215.09 25.30
Unit-3 0.159 209.81 24.68 255
Unit-4 0.162 213.77 25.15 ' L .
Unit-5 0.164 216.41 25.46
Unit-6 .o 23356 27.48

R »iww ~Ibe

T

fanbdel i

_ Sampli

Z?é i b m&’«‘
Unit-1
Unit-2 0.342 451.29
Unit-3 0.335 442.05 53.0
Unit-4 0.331 436.77
Unit-5 0.340 448.65
Unit-6 0.345 455.25

b

1 Gy
. ‘,<,m§;ﬂ%§%2§w .
Unit-1 98.89
Unit-2 0.650 857.71 100.91
Unit-3 0.638 841.88 99.04
Unit-4 0.648 855.07 100.60
Unit-5 0.630 831.32 97.80
Unit-6 0.637 840.56 98.89
Acceptance criteria:
%RSD of drug release six unit of preparations should not be more than 5.0 at final time point and meet the specification
limit at individual interval limit.
..<N>\
Analysed by : VIGNESH V \J N !i ’ %26 Checked by : \ \o\
12 N
BATE : 28/12/2023 28 bate:  §' N

 For Skl Wi print, Ruyr Glide Mbojgso  (Swppbarm S il 1)
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Safetab Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL235.0
Version: 210 Wavelength: 235.00 nm
Mode: Normal Mode N
Calibration Curve
Data Information Column for Cal. Curve: WL235.0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/|
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL235.0
AMV--METHOD PRECISION--HIGH Concentration: 8.400

WAVELENGTH--235NM--SYSTEM
SUITABILITY.pho

Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 18:47:25
Comments: SYSTEM SUITABILITY
Standard Table
Sample ID Type Ex Conc WL235.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL235.0 Comments
1 BLANK Unknown Tk 0.000
2 STD 1 Unknown rkkk 0.643
3 STD 2 Unknown RIS 0.641
4 STD 3 Unknown ok 0.641
5 STD 4 Unknown i 0.642
6 STD 5 Unknown e 0.642
7

\}\(} 22 ,\Q }'\"02/5
Analysed By Checked By, \\“7;\
Date: Date: W A\°
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Safetab Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL235.0
Version: 2.10 Wavelength: 235.00 nm
Mode: Normal Mode )
Calibration Curve
Data Information Column for Cal. Curve: WL235.0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL235.0
AMV--METHOD PRECISION--HIGH Concentration: 8.400

WAVELENGTH--235NM--DISSO OF MET
HCL--1ST HOUR.pho

Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 19:12:31
Comments: 1ST HOUR
Standard Table
Sample ID Type Ex Conc WL235.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL235.0 Comments
1 BLANK Unknown ki 0.000
2 SPL1IN1 Unknown TR 0.161
3 SPL1IN2 Unknown bl 0.163
4 SPL1IN3 Unknown i 0.159
5 SPL1IN4 Unknown Hhkkk 0.162
6 SPL1INS Unknown Hakx 0.164
7 SPL1ING6 Unknown ok 0.177
8

NN 9312 o253

Analysed By Checked By \'v\)\
Date: Date: ¢ \ \o\
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Safetab

Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL235.0
Version: 210 Wavelength: 235.00 nm
Mode: Normal Mode N
Calibration Curve
Data Information Column for Cal. Curve: WL235.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL235.0
AMV--METHOD PRECISION--HIGH Concentration: 8400
WAVELENGTH--235NM--DISSO OF MET
HCL--3RD HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 19:28:15
Comments: 3RD HOUR
Standard Table
Sample ID Type Ex Conc WL235.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL235.0 Comments
1 BLANK Unknown ol 0.000
2 SPL3IN1 Unknown il 0.347
3 SPL3IN2 Unknown i 0.342
4 SPL3IN3 Unknown il 0.335
5 SPL3IN4 Unknown bt 0.331
6 SPL3INS Unknown ok 0.340
7 SPL3IN6 Unknown i 0.345
8
[ /
\}\ﬁ\' 28 ’ 12 )'),015 »
Analysed By Checked By A
Date: Date: Y \0\
N
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Safetab

Software Information

Life science

Wavelengths

Software Name: UVProbe Wavelength Name: WL235.0
Version: 2.10 Wavelength: 235.00 nm
Mode: Normal Mod
ode ormativiode Calibration Curve
Data Information Column for Cal. Curve: WL235.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL235.0
AMV--METHOD PRECISION--HIGH Concentration: 8.400
WAVELENGTH--235NM--DISSO OF MET
HCL--10TH HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 19:46:42
Comments: 10TH HOUR
Standard Table
Sample ID Type Ex Conc WL235.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL235.0 Comments
1 BLANK Unknown el 0.000
2 SPL 10 IN 1 Unknown 0.637
3 SPL10IN 2 Unknown 0.650
4 SPL10IN 3 Unknown 0.638
5 SPL 10 IN 4 Unknown 0.648
6 SPL10IN5 Unknown 0.630
7 SPL 10 IN 6 Unknown 0.637
8
NACHPIIPY YL
Analysed By Checked By v
. . e \
Date: Date: 3 \\o
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Safetab Life Science,
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle .~ DISSOLUTION OF METFORMIN IN GLICLAZIDE METFORMIN SUSTAINED RELEASE TABLETS
Product Name GLIDE-M60/850 Batch size : Not Applicable
Batch Number G17230801 Mfg.Date Aug-23
Stage: ROBUSTNESS (LOW VOLUME 990ML) Exp.Date Jul-26

ORMI
ST/QC/EQ/041

Instrument ID: ST/QC/EQ/002 Balance ID WS/MEF/22/01 |% Purity (aib)
Dissolution medium : PH6.8 Phosphate Buffer

Volume (ml) 990

Speed 100RPM

Time 1st,3nd and 10th Hours

Standard dilution. : 42.19 mg to ---> 100 ml to ---> 2 ml to ---> 100
Std.conc (in ppm)-8.438 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Test dilution .: One tablet gm to ---> 1000 ml to ---> 1 ml to ---> 100
Test.conc (in ppm)-8.5 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor 1.0000

Labelled content 850 mg

&

Standard Absorbance :

Unit-1

Unit-2

Unit-3 0.175 226.24 26.62 0.27 281
Unit-4 0.183 236.58 27.83 0.28

Unit-5 0.182 235.29 27.68 0.28

Unit-6 0.186 240.46 28.29 0.28

j release

o __in mg/Tablet

0.356 460.23
Unit-2 0.343 44343
Unit-3 0.346 44731
Unit-4 0.335 433.09
Unit-5 0.330 426.62
Unit-6 0.343 44343

s

0.641

828.68 97.49
Unit-2 0.651 841.61 99.01 99.82
Unit-3 0.635 820.92 96.58 97.37 99.1 119
Unit-4 0.652 842.90 99.16 99.95
Unit-5 0.655 846.78 99.62 100.40
Unit-6 0.642 829.97 97.64 98.45
Acceptance criteria:
%RSD of drug release six unit of preparations should not be more than 5.0 at final time point and meet the specification
limit at individual interval limit.
w/ 9.3
R
Analysed by VIGNESH V AV .ﬁ Checked by : <. Q\
5] o) Joo2ty N
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Safetab Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: Normal Mode
S or © Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \192.168.1.21\qc protocols\QC FILES Gal. Cumisy Type: et Folat
\UV_DATA BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\05-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV-—-METHOD Calibration Equation: Abs = K1*(Conc) + KO
PRECISION--ROBUSTNESS--VOLUME-- Zero Interception: Not Selected
SYSTEM SUITABILITY.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 05-01-2024 15:40:58
Comments: SYSTEM SUITABIULITY
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown Hhkkk 0.000
2 STD 1 Unknown e 0.654
3 STD 2 Unknown ki 0.654
4 STD 3 Unknown b 0.655
5 STD 4 Unknown bt 0.653
6 STD 5 Unknown i 0.654
7

NV o5 oy [y

Analysed By Checked By / xo
Date: Date: NP
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Safetab Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode
ode or Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\05-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1 *(Conc) + KO
PRECISION--ROBUSTNESS--LOW Zero Interception: Not Selected
VOLUME 990ML--DISSO OF MET HCL--
1ST HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 05-01-2024 16:04:30
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table _
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ok 0.000
2 SPL1IN1 Unknown bk 0.196
3 SPL1IN2 Unknown ki 0.188
4 SPL1IN3 Unknown s 0.175
5 SPL1IN4 Unknown ik 0.183
6 SPL1IN5S Unknown ok 0.182
7 SPL1IN6 Unknown Hkk 0.186
8
\ﬂ-\ﬂog/m )'WlLf
Analysed By Checked By
Date: Date:




Safetab Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mod
© e = Calibration Curve
Data Information Column for Cal. Curve: WL2.33.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/|
\05-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1*(Conc) + KO
PREC|S|ON--ROBUSTNESS--LOW Zero Interception: Not Selected
VOLUME 990ML--DISSO OF MET HCL--
3RD HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 05-01-2024 16:26:39
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown Hhkkk 0.000
2 SPL3IN1 Unknown by 0.356
3 SPL3IN2 Unknown ek 0.343
4 SPL3IN3 Unknown bt 0.346
5 SPL3IN4 Unknown ek 0.335
6 SPL3IN5 Unknown i 0.330
7 SPL3ING Unknown bl 0.343
8
)
NV o5 for o2y
Analysed By Checked By
Date: Date:
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Software Information

Safetab Life science

Wavelengths

Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode
© mat o Calibration Curve
Data Information Column for Cal. Curve: WL233.(_)
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\05-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV-METHOD Calibration Equation: Abs = K1*(Conc) + KO
PRECISION--ROBUSTNESS--LOW Zero |nterception: Not Selected
VOLUME 990ML--DISSO OF MET HCL--
10TH HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 05-01-2024 16:49:47
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown kkk 0.000
2 SPL 101IN 1 Unknown sk 0.641
3 SPL10IN 2 Unknown Hkkk 0.651
4 SPL10IN3 Unknown AR 0.635
5 SPL10IN 4 Unknown hkkx 0.652
6 SPL10INS Unknown RS 0.655
7 SPL10IN6 Unknown ko 0.642
8
NNV o 5 [or oYy
Analysed By Checked By
Date: Date: h)
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Safetab Life Science,
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle

" DISSOLUTION OF METFORMIN IN GLICLAZIDE METFORMIN SUSTAINED RELEASE TABLETS

Product Name

GLIDE-M60/850

Batch size : Not Applicable

Batch Number

G17230801

Mfg.Date Aug-23

Stage:

ROBUSTNESS (HIGH VOLUME 1010ML) Exp.Date Jul-26

Instrument ID:

1SS0

ST/QC/EQ/002 Balance ID

WS/MEF/22/01

% Purity (aib)

Dissolution medium :

PH6.8 Phosphate Buffer

Volume (ml) 1010

Speed 100RPM

Time 1st,3nd and 10th Hours

Standard dilution. : 42.19 mg to ---> 100 ml to ---> 2 ml o ---> 100
Std.conc (in ppm)-8.438 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Test dilution .: One tablet gm to ---> 1000 ml to ---> 1 ml to ---> 100
Test.conc (in ppm)-8.5 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Conversion factor

Labelled content

mg

o 5 e iwwo, % i PRI &t ) A8 5 ,,w’ét’
Unit-1 0.174 224.95 26.46 0.26 26.5
Unit-2 0.185 239.17 28.14 0.28
Unit-3 0.180 232.70 27.38 0.27 28.2
Unit-4 0.194 250.80 29.51 0.30
Unit-5 0.196 253.39 29.81 0.30 298
Unit-6 0.182 235.29 27.68 0.28
E\g‘ i «\ »:«'7 . .
Unit-1
Unit-2
Unit-3
Unit-4
Unit-5
Unit-6

Unit-1 0.643 :
Unit-2 0.654 845.49 99.47
Unit-3 0.634 819.63 96.43 97.22 98.7 0.98
Unit-4 0.643 831.27 97.80 98.62
Unit-5 0.642 829.97 97.64 98.48
Unit-6 0.644 832.56 97.95 98.75
Acceptance criteria:
%RSD of drug release six unit of preparations should not be more than 5.0 at final time point and meet the specification
limit at individual interval limit.
YAl
NV
Analysed by VIGNESH V V ,ﬂ» Checked by : . \\\
2 ‘
DATE 05/01/2024 os5lo) J o2l Date :




Safetab Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: Normal Mode o
Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\05-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1*(Conc) + KO
PRECISION--ROBUSTNESS--VOLUME-- Zero Interception: Not Selected
SYSTEM SUITABILITY.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 05-01-2024 15:40:58
Comments: SYSTEM SUITABIULITY
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown AT 0.000
2 STD 1 Unknown o 0.654
3 STD 2 Unknown REERE 0.654
4 STD 3 Unknown o 0.655
5 STD 4 Unknown R 0.653
6 STD 5 Unknown o 0.654
7
NV 05 [o) )QO’LL'
Analysed By Checked B
Date: Date: §
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Safetab

Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode
" a Calibration Curve
Data Information Column for Cal. Curve: WL2.33.0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\05-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1*(Conc) + KO
PRECISION--ROBUSTNESS--HIGH Zero Interception: Not Selected
VOLUME 1010ML--DISSO OF MET
HCL--1ST HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 05-01-2024 17:13:34
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ik 0.000
2 SPL1IN1 Unknown ko 0.174
3 SPL1IN2 Unknown Rk 0.185
4 SPL1IN3 Unknown . 0.180
5 SPL1IN4 Unknown EArk 0.194
6 SPL1INS Unknown ko 0.196
il SPL1ING Unknown Hhkd 0.182
8
NG
NAG NS Jor)poY
Analysed By Checked By
Date: Date:
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Safetab

Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mod
HEE mat Mode Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve TYP?: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\05-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV—-METHOD Calibration Equation: Abs = K1 ik(COI’]C) + KO
PRECISION--ROBUSTNESS--HIGH Zero Interception: Not Selected
VOLUME 1010ML--DISSO OF MET
HCL--3RD HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 05-01-2024 17:27:49
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown *hkhk 0.000
2 SPL3IN1 Unknown Hhkkk 0.343
3 SPL3IN2 Unknown ARk 0.334
4 SPL3IN3 Unknown ok 0.341
5 SPL3IN4 Unknown HRNIE 0.349
6 SPL3IN5 Unknown ke 0.354
7 SPL3IN6 Unknown i 0.345
8
n.
VA ps o Jro2Y
Analysed By Checked By
Date: Date:
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Safetab

Software Information

Life science

Wavelengths

Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mod:
© or ode Calibration Curve
Data Information Column for Cal. Curve: WL233,Q
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\05-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1 *(COHC) + KO
PRECISION--ROBUSTNESS--HIGH Zero Interception: Not Selected
VOLUME 1010ML--DISSO OF MET
HCL--10TH HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 05-01-2024 17:49:59
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ol 0.000
2 SPL10IN1 Unknown Fhat% 0.643
3 SPL10IN 2 Unknown ol 0.654
4 SPL10IN3 Unknown gl 0.634
5 SPL10IN4 Unknown bt 0.643
6 SPL10IN5 Unknown ol 0.642
7 SPL10IN6 Unknown EELEE 0.644
8
\I’\‘f* Og lO\ )%LLT
Analysed By Checked By
Date: Date:
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Safetab Life Science,
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle - DISSOLUTION OF METFORMIN IN GLICLAZIDE METFORMIN SUSTAINED RELEASE TABLETS
Product Name : GLIDE-M60/850 Batch size : Not Applicable
Batch Number : G17230801 Mfg.Date : Aug-23
“Stage: ROBUSTNESS (LOW RPM 96RPM) Exp.Date : Jul-26

o : N HYDROCHLO
Instrument ID: ST/QC/EQ/002 Balance ID ST/QC/EQ/041

WS/MEF/22/01

% Purity (aib) TIOO.Z

Dissolution medium : PH6.8 Phosphate Buffer
Volume (ml) 1000

Speed 96RPM

Time 1st,3nd and 10th Hours

Standard dilution.: 42.10 mg to ---> 100 ml fo ---> 2 ml to ---> 100

Std.conc (in ppm)-8.42 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Test dilution .: One tablet gm to ---> 1000 ml to ---> 1 ml to ---> 100

Test.conc (in ppm)-8.5 1 ml to ---> 1 ml to ---> 1 ml o ---> 1

Conversion factor 1.0000

Labelled content 850 mg

o

Standard Absorbance :

n|

- o
Unit-1 0.191 245.87 28.93 0.29
Unit-2 0.183 o 235.57 27.71 0.28
Unit-3 0.173 222.70 26.20 0.26 28.3
Unit-4 0.186 239.43 28.17 0.28
Unit-5 0.191 245.87 28.93 0.29
Unit-6 0.198 254.88 29.99 0.30

g pol

Unit-1 0.347 446.69 52.55 0.526 52.84
Unit-2 0.339 436.39 51.34 0.513 51.62
Unit-3 0.336 43253 50.89 0.509 51.15 52.2
Unit-4 0.331 426.09 50.13 0.501 50.41 ’
Unit-5 0.357 459.56 54.07 0.541 54.36 54.4
Unit-6 0.348 447.97 52.70 0.527 53.00 i
s
Unit- 0.663 853.47 100.41 101.22
Unit-2 0.650 836.73 98.44 99.23
Unit-3 0.641 825.15 97.08 97.85 98.9 159
Unit-4 0.634 816.14 96.02 96.80
Unit-5 0.645 830.30 97.68 98.51
Unit-6 0.655 843.17 99.20 100.02
Acceptance criteria:
%RSD of drug release six unit of preparations should not be more than 5.0 at final time point and meet the specification
limit at individual interval limit.
5
\/
Analysed by : VIGNESH V AV ,\m‘ Checked by : § \‘;\
DATE ; o / ol } nol & . RN
- 04/01/2024 4 Date : N




Safetab Life science

Software Information Wavelengths

Software Name: UVProbe Wavelength Name: WL233.0

Version: 2.10 Wavelength: 233.00 nm

Mode: Normal Mode

° Calibration Curve

Data Information Column for Cal. Curve: WL233.0 .

Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\04-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV-METHOD Concentration: 8.400

PRECISION--LOW RPM--SYSTEM
SUITABILITY.pho

Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 04-01-2024 18:16:03
Comments: SYSTEM SUITABILITY
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown b 0.000
2 STD 1 Unknown ok 0.657
3 STD 2 Unknown b 0.654
4 STD 3 Unknown Hhkak 0.655
5 STD 4 Unknown Fhik 0.655
6 STD 5 Unknown Htkkk 0.656
7

NN Lr}o\)”«O'LH

Analysed By Checked By
Date: Date: )



Safetab Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
© ormat vode Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/|
\04-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Concentration: 8.400
PRECISION--ROBUSTNESS--LOW
RPM--DISSO OF MET HCL--1ST
HOUR .pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 04-01-2024 18:36:38
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown i 0.000
2 SPL 1 Unknown ikl 0.191
3 SPL 2 Unknown il 0.183
4 SPL 3 Unknown i 0.173
5 SPL 4 Unknown bk 0.186
6 SPL5 Unknown ok 0.191
7 SPL 6 Unknown i 0.198
8
N o Jor 20
Analysed By Checked By
Date: Date: \
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Safetab Life science

Software Information Wavelengths

Software Name: UVProbe Wavelength Name: WL233.0

Version: 2.10 Wavelength: 233.00 nm

Mode: Normal Mode

oce Calibration Curve

Data Information Column for Cal. Curve: WL233.0

Filename: \1192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\04-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Concentration: 8.400

PRECISION--ROBUSTNESS--LOW
RPM--DISSO OF MET HCL--3RD

HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 04-01-2024 18:49:10
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ke 0.000
2 SPL3IN1 Unknown HHR 0.347
3 SPL3IN2 Unknown ool 0.339
4 SPL3IN3 Unknown AERSH 0.336
5 SPL3IN4 Unknown ol 0.331
6 SPL3IN5 Unknown WhEER 0.357
7 SPL3IN6 Unknown Hkx 0.348
8

AVA £ L ) o) )%1'7
Analysed By Checked By
Date: Date: N




Safetab Life science

Software Inf ti Wavelengths )
ot Name:  UNPTobS Wavelength Name: W1233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod

ode ormat vode Calibration Curve
Data Information Column for Cal. Curve: WL233.0 .
Filename: \\192.168.1.21\qc protocols\QC FILES Lal. Curve Type: Single Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\04-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Concentration: 8.400
PRECISION--ROBUSTNESS--LOW
RPM--DISSO OF MET HCL--10TH
HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 04-01-2024 19:10:01
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown baiad 0.000
2 SPL10IN 1 Unknown il 0.663
3 SPL10IN 2 Unknown i 0.650
4 SPL10IN 3 Unknown il 0.641
5 SPL10IN 4 Unknown Tk 0.634
6 SPL10INS Unknown il 0.645
s SPL10IN6 Unknown EREEE 0.655
8
N VA oﬂr/b‘ ’q@'u}
Analysed By Checked By
Date: Date:



Safetab Life Science,
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle DISSOLUTION OF METFORMIN IN GLICLAZIDE METFORMIN SUSTAINED RELEASE TABLETS
Product Name GLIDE-M60/850 Batch size : Not Applicable
Batch Number G17230801 Mfg.Date Aug-23
Stage: ROBUSTNESS (HIGH RPM 104RPM) Exp.Date Jul-26

Instrument ID:

ST/QC/EQ/002 WS/MEF/22/01

Dissolution medium :

PH6.8 Phosphate Buffer

Volume (ml)

1000

Speed

104RPM

Time

1st,3nd and 10th Hours

Standard dilution.:

42.36 mg to ---> 100 ml to ---> 2 ml to ---> 100

Std.conc (in ppm)-8.472

1 ml to ---> 1 ml to ---> 1 ml fo ---> 1

Test dilution .:

One tablet gmto ---> ml to ---> 1 ml to ---> 100

Test.conc (in ppm)-8.5

1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Conversion factor

Labelled content

e B

Standard Absorbance :

0.651 0.652 0.652 0.652 0.00 0.069
2 mea] i
mpling |
sk : < A bl
Unit-1 0.193 0.30
Unit-2 0.201 0.31
Unit-3 0.181 0.28 28.4
Unit-4 0.168 0.26
Unit-5 0.178 0.27
Unit-6 0.191 0.29
ling
Unit-1
Unit-2
Unit-3
Unit-4
Unit-5
Unit-6

Sanay

Unit-1

0.655
Unit-2 0.644
Unit-3 0.653
Unit-4 0.656
Unit-5 0.633 X
Unit-6 0.651 847.85 99.75 100.54
Acceptance criteria:
%RSD of drug release six unit of preparations should not be more than 5.0 at final time point and meet the specification
limit at individual interval limit. \y\
N
N
Analysed by VIGNESH V \I. W’ Checked by : S‘/ \\
PATE 10/01/2024 ) , ] )’DC 24 Date :




Software Information

Software Name: UVProbe
Version: 2.10

Mode: Normal Mode

Safetab Life science

Wavelengths
Wavelength Name: WL233.0
Wavelength: 233.00 nm

Calibration Curve

Data Information Column for Cal. Curve: WL2_33.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/|
\10-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equa_tion: Abs = K1*(COHC) + KO
PRECISION--ROBUSTNESS--HIGH RPM Zero Interceptlon: Not Selected
104--DISSO OF MET HCL--SYSTEM
SUITABILITY.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 19:33:44
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown e 0.000
2 STD 1 Unknown ks 0.652
3 STD 2 Unknown ol 0.651
4 STD 3 Unknown ek 0.652
5 STD 4 Unknown okl 0.652
6 STD 5 Unknown ok 0.652
7
Ao, v}' . )%17
Analysed By Checked By
Date: Date: S '
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Software Information

Safetab

Life science

Wavelengths

Software Name: UVProbe Wavelength Name: WL233.0
Vgrsion: 210 Wavelength: 233.00 nm
Mode: N | Mod

e ormatiode Calibration Curve
Data Information Column for Cal. Curve: WL233.Q
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\10-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equa.tion: Abs = K1*(Conc) + KO
PRECISION--ROBUSTNESS--HIGH RPM Zero Interception: Not Selected
104--DISSO OF MET HCL--1ST
HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 19:45:05
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1 -
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown M 0.000
2 SPL1IN1 Unknown Rk 0.193
3 SPL1IN2 Unknown ke 0.201
4 SPL1IN3 Unknown AR 0.181
5 SPL1IN4 Unknown e 0.168
6 SPL1IN5 Unknown b 0.178
7 SPL1ING6 Unknown Hhkax 0.191
8
NV o Jot 1oty
Analysed By Checked By
Date: Date:




Life science

Soft Inf ti Wavelengths
Sgﬁxz:g Ga%]n::a IoLTVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: N | Mod
s e Calibration Curve
Data Information Column for Cal. Curve: WL233.Q
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/|
\10-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1*(Conc) + KO
PRECISION--ROBUSTNESS--HIGH RPM Zero Intercaption: Not Selected
104--DISSO OF MET HCL--3RD
HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 19:58:00
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown HRARY, 0.000
2 SPL3IN1 Unknown ek 0.347
3 SPL3IN2 Unknown ARRER 0.332
4 SPL3IN3 Unknown ol 0.326
5 SPL3IN4 Unknown ARRAE 0.341
6 SPL3IN5 Unknown Hkk 0.350
7 SPL3ING6 Unknown b 0.327
8
NV o fot |202
Analysed By Checked By
Date: Date: A\
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Safetab

Life science

Software Informai Wavelengtns
Sgﬁware '\Tanr‘e:a oLTVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: N | Mod
ode ormat Mode Calibration Curve
Data Information Column for Cal. Curve: WL2'33.0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Muilti Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\10-01-2024\GLIDE M60-850-- Selected Wave|ength: WL233.0
G17230801--AMV--METHOD Calibration Equa_tion: Abs = K1*(Conc) + KO
PRECISION--ROBUSTNESS--HIGH RPM Zero Interception: Not Selected
104--DISSO OF MET HCL--10TH
HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 20:11:20
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown A 0.000
2 SPL10IN 1 Unknown ol 0.655
3 SPL10IN 2 Unknown i 0.644
4 SPL10IN 3 Unknown el 0.653
5 SPL10IN 4 Unknown ool 0.656
6 SPL10IN S Unknown b 0.633
7 SPL10IN6 Unknown FRER 0.651
8
V» m’)o)b\ ) % L"‘
Analysed By Checked By
Date: Date:



Safetab Life Science,
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle DISSOLUTION OF ﬁETFORMIN IN GLICLAZIDE METFORMIN SUSTAINED RELEASE TABLETS
Product Name GLIDE-M60/850 Batch size : Not Applicable
Batch Number G17230801 Mfg.Date Aug-23
Stage: ROBUSTNESS (LOW PH 6.6PH) Exp.Date Jul-26

Instrument ID:

i

/01 I% Purity (aib) | 100.2

ST/QC/EQ/002 ST/QC/EQ/041 |WS/ MEF/22

Dissolution medium : PH 6.6 Phosphate Buffer

Volume (ml) 1000

Speed 100RPM

Time 1st,3nd and 10th Hours

Standard dilution.: 42.29 mg to ---> 100 ml to ---> 2 ml to ---> 100
Std.conc (in ppm)-8.458 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Test dilution . One tablet gm to ---> 1000 ml to ---> 1 ml to ---> 100
Test.conc (in ppm)-8.5 1 mlto ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor 1.0000

Labelled content 850 mg

Unit-1 : 4

Unit-2 0.338 436.66 51.37 0.514 51.64

Unit-3 0.338 436.66 51.37 0.514 51.64 509
Unit-4 0.319 412.12 48.48 0.485 48.78

Unit-5 0.333 430.21 50.61 0.506 50.91

Unit-6 0.343 443.12 52.13 0.521 52.41

Unit-1
Unit-2 0.654 844.91 99.40 100.18
Unit-3 0.659 851.37 100.16 100.95 99 6
Unit-4 0.638 824.24 96.97 97.75 ’
Unit-5 0.651 841.03 98.94 99.75
Unit-6 0.657 848.78 99.86 100.65
Acceptance criteria:
%RSD of drug release six unit of preparations should not be more than 5.0 at final time point and meet the specification
limit at individual interval limit.
W\
fv A}
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Safetab

Life science

Software Information Wavelengths
Softw:re Narrr1e: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: N | Mod
ode ormatode Calibration Curve
Data Information Column for Cal. Curve: WL2.33.(.)
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\10-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1*(Conc) + KO
PRECISION--ROBUSTNESS--LOW PH Zero Interception: Not Selected
6.6--SYSTEM SUITABILITY.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 17:00:15
Comments: 10TH HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ek 0.000
2 STD 1 Unknown kkx 0.655
3 STD 2 Unknown ek 0.657
4 STD 3 Unknown ke 0.655
5 STD 4 Unknown ok 0.655
6 STD5 Unknown ik 0.658
7
N .\Pf‘ © ’ol )'\’02'4
Analysed B Checked B
y y y \
Date:
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Safetab

Software Information

Life science

Wavelengths

Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: Normal Mod
© ode Calibration Curve
Data Information Column for Cal. Curve: WL2§3.Q
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\10-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1*(COHC) + KO
PRECISION--ROBUSTNESS--LOW PH Zero Interception: Not Selected
6.6--DISSO OF MET HCL--1ST
HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 17:12:33
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown Fhkkk 0.000
2 SPL1IN1 Unknown b 0.183
3 SPL1IN2 Unknown ke 0.175
4 SPL1IN3 Unknown s 0.178
5 SPL1IN4 Unknown ok 0.194
6 SPL1INS Unknown s i 0.199
7 SPL1ING6 Unknown ke 0.181
8
VA '
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Analysed By Checked By \\
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Safetab

Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: N | Mod
ode FHES SIS Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\10-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1 *(Conc) + KO
PRECISION--ROBUSTNESS--LOW PH Zero Interception: Not Selected
6.6--DISSO OF MET HCL--3RD
HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 17:33:11
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ke 0.000
2 SPL3IN1 Unknown ke 0.329
3 SPL3IN2 Unknown EhEER 0.338
4 SPL3IN3 Unknown ek 0.338
5 SPL3IN4 Unknown it 0.319
6 SPL3IN5 Unknown el 0.333
7 SPL3IN6 Unknown ol 0.343
8 N
N o) o1)0024
Analysed By Checked By
Date:

Date: Y\Y \\\o\
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Safetab Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
— Rmeakiies Calibration Curve
Data Information Column for Cal. Curve: WL2;53.Q
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Muiti Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/|
\10-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1 *(Conc) + KO
PRECISION--ROBUSTNESS--LOW PH Zero Interception: Not Selected
6.6--DISSO OF MET HCL--10TH
HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 17:56:49
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ek 0.000
2 SPL10IN1 Unknown o 0.641
3 SPL10IN 2 Unknown ool 0.654
4 SPL10IN3 Unknown Fhkkk 0.659
5 SPL10IN 4 Unknown HESER 0.638
6 SPL10IN5 Unknown kkk 0.651
7 SPL10IN6 Unknown R 0.657
8
: 2
NV 10)0\}% 4
Analysed By Checked By \N))\
Date: Date: VY (o
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Safetab Life Science,
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle 5 DISSOLUTION OF METFORMIN IN GLICLAZIDE METFORMIN SUSTAINED RELEASE TABLETS
Product Name : GLIDE-M60/850 Batch size : Not Applicable
Batch Number : G17230801 Mfg.Date : Aug-23
Stage: ROBUSTNESS (HIGH PH 7.0PH) Exp.Date : Jul-26

Domh bk

ST/QC/EQ/041

Instrument ID: ST/QC/EQ/002 Balance ID

|WS/MEF/22/01 [79 Purity (aib) 100.2

Dissolution medium : PH 7.0 Phosphate Buffer

Volume (ml) 1000

Speed 100RPM

Time 1st,3nd and 10th Hours

Standard dilution.: 42.04 mg to ---> 100 ml to ---> 2 ml to ---> 100
Std.conc (in ppm)-8.408 1 ml to ---> 1 mlto ---> 1 ml to ---> 1
Test dilution .: Ore tablet gm to ---> 1000 ml to ---> 1 ml to ---> 100
Test.conc (in ppm)-8.5 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor 1.0000

Labelled content 850

Standard Absorbance :

Unit-1

Unit-2 0.200 258.43 30.40 0.30

Unit-3 0.189 244.22 28.73 0.29 29.9
Unit-4 0.203 262.31 30.86 0.31

Unit-5 0197 254.55 29.95 0.30

Unit-6 0.198 255.85 30.10 0.30

Unit-1

Unit-2 0.344 444.50 52.29 0.523 52.60

Unit-3 0.335 432.87 50.93 0.509 51.21 525
Unit-4 0.353 456.13 53.66 0.537 53.97

Unit-5 0.332 428.99 50.47 0.505 50.77

Unit-6 0.349 450.96 53.05 0.531 53.36

Unit-1 0.650

Unit-2 0.660 852.82 100.33 101.16

Unit-3 0.646 834.73 98.20 99.00 99.6
Unit-4 0.641 828.27 97.44 98.29

Unit-5 0.654 845.07 99.42 100.22

Unit-6 0.646 834.73 98.20 99.03

Acceptance criteria:

%RSD of drug release six unit of preparations should not be more than 5.0 at final time point and meet the specification
limit at individual interval limit.

Andlysedby VIGNESH V VA2 Checked by : X / O\\V\
~ N
A= : 10/01/2024 1o ,o‘ )Q)lef Date : INE W\




Safetab Life science

Y \

Software Information Wavelengths
ngtware Na?:::a UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: | Mod
oce Nosmal Made Calibration Curve
Data Information Column for Cal. Curve: WL2§3.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/I
\10-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1 *(COF\C) + KO
PRECISION--ROBUSTNESS--HIGH PH Zero Interception: Not Selected
7.0--SYSTEM SUITABILITY.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 18:18:52
Comments: SYSTEM SUITABILITY
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown Hhkkk 0.000
2 STD 1 Unknown Hhak 0.653
3 STD 2 Unknown ok 0.651
4 STD 3 Unknown BEREY 0.653
5 STD 4 Unknown ik 0.651
6 STD 5 Unknown A 0.652
7
Analysed By Checked By
Date: Date: V
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Safetab Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: N | Mod
ode ormatiode Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: MultlPoint
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/|
\10-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1*(Conc) + KO
PRECISION--ROBUSTNESS--HIGH PH Zero Interception: Not Selected
7.0 --DISSO OF MET HCL--1ST
HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 18:38:17
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ik 0.000
2 SPL1IN1 Unknown ek 0.193
3 SPL1IN2 Unknown o 0.200
4 SPL1IN3 Unknown kkx 0.189
5 SPL1IN4 Unknown ik 0.203
6 SPL1IN5 Unknown ek 0.197
7 SPL1IN6 Unknown AR 0.198
8
Analysed B Checked By
Yy
Date: Date:

\
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Safetab Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode
e Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\10-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1*(Conc) + KO
PRECISION--ROBUSTNESS--HIGH PH Zero lnterception: Not Selected
7.0--DISSO OF MET HCL--3RD
HOUR .pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 18:49:48
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown el 0.000
2 SPL3IN1 Unknown ool 0.348
3 SPL3IN2 Unknown HHEE 0.344
4 SPL3IN3 Unknown ok 0.335
5 SPL3IN4 Unknown i 0.353
6 SPL3IN5 Unknown . 0.332
7 SPL3ING6 Unknown RERRR 0.349
8
N {0 , o\ ,'LOQ‘}
Analysed By Checked By
Date: Date:
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Safetab Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode N
Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\10-01-2024\GLIDE M60-850-- Selected Wavelength: WL233.0
G17230801--AMV--METHOD Calibration Equation: Abs = K1*(Conc) + KO
PRECISION--ROBUSTNESS--HIGH PH Zero Interception: Not Selected
7.0--DISSO OF MET HCL--10TH
HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 10-01-2024 19:06:51
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown kdkk 0.000
2 SPL10IN 1 Unknown RS 0.650
3 SPL10IN 2 Unknown ool 0.660
4 SPL10IN3 Unknown Ehiex 0.646
5 SPL10IN 4 Unknown b 0.641
6 SPL10IN5 Unknown Fked 0.654
7 SPL10IN6 Unknown Hhkkx 0.646
8
N for Jno24
Analysed By Checked By
Date: Date: A}
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Safetab Life Science,
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle

DISSOLUTION OF METFORMIN IN GLICLAZIDE AND METFORMIN SUSTAINED RELEASE TABLETS

Product Name

GLIDE-M 60/850 Batch size : Not applicable

Batch Number

G17230801 Mfg.Date Aug-23

Parameter

PRECISION (METHOD PRECISION and INTERMEDIATE PRECISION) Exp.Date Jul-26

Each Uncoated bilayered sustained release tablet contains
Metformin HCI BP ----nmemmmmemnnncann 850 mg
6liclazide BP -----=-nemmmmemmemmeean 60 mg

Instrument ID: ST/QC/EQ/002 Balance ID : WS No.: WS/MEF/22/01 |% Purity (aib) |  100.2
Standard dilution : About 42 mg mg to ---> 100 ml o ---> <] ml o ---> 250

Std.conc (in ppm)-8.4 1 ml fo ---> 1 ml to ---> 1 ml fo ---> 1

Test dilution .: Tablet mg to ---> 1000 ml to ---> 1 ml fo ---> 100

Test.conc (in ppm)-8.5 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

_ METHOD PRECISION INTERMEDIATE PRECISION CUMMULATIVE PRECISION

Preparation-1 Preparation-1
97.8 97.9
Preparation-2 100.33 Preparation-2 100.84 99.5
Preparation-3 10074 Preparation-3 101.03
Preparation-4 98.47 Preparation-4 98.38
Preparation-5 Preparation-5
pa 100.17 100.7 P 97.93 101.0
Preparation-6 08.82 Preparation-6 99.78
H : 1.18
Average 99.4 Not applicable Average 99.6 Not applicable
% RSD 1.20 Not applicable % RSD 1.27 Not applicable
Results:
1) % RSD for Dissolution of six preparations of method precision 1.20
2) % RSD for Dissolution of six preparations of Intermediate precision 1.27
3) Cumulative %RSD for Dissolution of twelve preparations 1.18

Acceptance criteria:
1) % RSD for Dissolution of six preparations should not be more than 5.0.

2) Cumulative % RSD for Dissolution of twelve preparations (i.e. method precision and intermediate precision) should not be more than 10.0.

Analysed by :

Date :

N
W

NB'Zs N\
AN

o 1otk

VIGNESH V Checked by :

11-01-2024 Date :




Safetab Life Science,
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

DISSOLUTION OF METFORMIN IN GLICLAZIDE METFORMIN SUSTAINED RELEASE TABLETS

Product Name GLIDE-M60/850 Batch size : Not Applicable
Batch Number : G17230801 Mfg.Date : Aug-23
“Stage: METHOD PRECISION Exp.Date Jul-26

Instrument ID: ST/QC/EQ/002 Balance ID ST/QC/EQ/041 WS No.: WS/MEF/22/01 |% Purity (aib)
Dissolution medium : PH6.8 Phosphate Buffer

Volume (ml) 1000

Speed 100RPM

Time 1st,3nd and 10th Hours

Standard dilution. : 42.26 mg to ---> 100 ml to ---> 2 ml o ---> 100
Std.conc (in ppm)-8.452 1 ml o ---> 1 ml to ---> 1 ml to ---> 1
Test dilution .: One tablet gm to ---> 1000 ml to ---> 1 ml to ---> 100
Test.conc (in ppm)-8.5 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor 1.0000

Labelled content 850 mg

Standard Absorbance :

< %éié\ sk = 7 %é
Unit-1 0.199 255.82 0.30
Unit-2 0.185 237.82 0.28
Unit-3 0.180 231.39 0.27 28.1
Unit-4 0.174 223.68 0.26 ’
Unit-5 0.184 236.53 0.28
Unit-6 0.191 24553 0.29
G |t Relcas 7 Tive ?
. | inmg/Tablet | % (03) | Factor(cF2) | (03+cF) |
Unit-1 = 0.347 446.07 52.48 0.525 52.78
Unit-2 0.352 452.50 53.24 0.5632 53.51
Unit-3 0.334 429.36 50.51 0.505 50.78 52.5
Unit-4 0.338 434.50 51.12 0.511 51.38 ’
Unit-5 0.349 448.64 52.78 0.528 53.06
Unit-6 0.352 452.50 53.24 0.532 53.52
- o ase :
mp , Absorb!

Unit-1 0.641 824.01 97.77
Unit-2 0.658 845.86 100.33
Unit-3 0.661 849.72 100.74 99 4 1.20
Unit-4 0.646 830.44 98.47
Unit-5 0.657 844.58 100.17
Unit-6 0.648 833.01 98.82

Acceptance criteria:

%RSD of drug release six unit of preparations should not be more than 5.0 at final time point and meet the specification

limit at individual interval limit. /

o’
W
Analysed by VIGNESH V NAG; Checked by : X QZ\
- %
DATE 28/12/2023 281 ')—) 1025 Date ; e
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Safetab Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mod
ode orm ode Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Foint
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/|
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION--SYSTEM Calibration Equation: Abs = K1*(Conc) + KO
SUITABILITY.pho Zero Interception: Not Selected
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 12:28:38
Comments: SYSTEM SUITABILITY
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown it 0.000
2 STD 1 Unknown bl 0.660
3 STD 2 Unknown el 0.658
4 STD 3 Unknown hiad 0.659
5 STD 4 Unknown ek 0.659
6 STD 5 Unknown ALY 0.658
7
NN, 2[4 por
Analysed By Checked By
Date: Date: §
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Safetab

Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: N | Mod
ode ormatiode Calibration Curve
Data Information Column for Cal. Curve: WL2.33.(_)
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit. mg/l
12-2023\GLIDE M60-850--G17230801-- Selected Wavelsngth; WelEBS0:
AMV--METHOD PRECISION-- Calibration Equatlon: Abs = K1 (Conc) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interception: Not Selected
1ST HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 12:37:07
Comments: 1ST HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown e 0.000
2 SPL1IN1 Unknown AR 0.199
3 SPL1IN2 Unknown ek 0.185
4 SPL1IN3 Unknown Tk 0.180
5 SPL1IN4 Unknown ek 0.174
6 SPL1IN5 Unknown il 0.184
7 SPL1ING6 Unknown ok 0.191
8
\J,‘l'f\'gg ] m_}’),olﬁ
Analysed B Checked B
y Yy y
Date:

Date: A}

=
qZ\\J\

)7



Safetab

Software Information

Life science

Wavelengths

Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: Normal Mode

Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Gunis Lype: Muitl Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/|
12-2023\GLIDE M60-850--G17230801-- Selgcteq Waveler)gth. WL233,0*
AMV--METHOD PRECISION-- Calibration Equatlon: Abs = K1 (COHC) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interception: Not Selected
3RD HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 12:59:18
Comments: 3RD HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown HEUER 0.000
2 SPL3IN1 Unknown ek 0.347
3 SPL3IN2 Unknown HEERS 0.352
4 SPL3IN3 Unknown Hakk 0.334
5 SPL3IN4 Unknown aid 0.338
6 SPL3IN5 Unknown ke 0.349
7 SPL3ING6 Unknown Bl 0.352
8
N ﬂgﬁ' )*)_)’10'13
Analysed By Checked By
Date: Date: N
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Safetab

Life science

Software Informati Wavelengths
el S Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
de: N M
Mode ormal Mode Calibration Curve
Data Information Column for Cal. Curve: WL2§3.Q
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Muilti Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/|
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION-- Calibration Equation: Abs = K1*(Conc) + KO
DISSOLUTION OF METFORMIN HCL-- Zero |nterception: Not Selected
10TH HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 13:24:13
Comments: 10TH HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown e 0.000
2 SPL10IN 1 Unknown AREER 0.641
3 SPL10IN 2 Unknown ol 0.658
4 SPL10IN 3 Unknown Ll 0.661
5 SPL10IN 4 Unknown ik 0.646
6 SPL10IN 5 Unknown i 0.657
g SPL10ING6 Unknown ok 0.648
8
\[ ) ‘ i ’
'+ +9,b7 , ‘1)')1)25
Analysed B Checked B
y y Y.
Date: Date: '
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Safetab Life Science,

Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle DISSOLUTION OF METFORMIN IN GLICLAZIDE METFORMIN SUSTAINED RELEASE TABLETS
Product Name GLIDE-M60/850 Batch size : Not Applicable
Batch Number G17230801 Mfg.Date Aug-23
Stage: INTERMEDIATE PRECISION Exp.Date : Jul-26

Balance ID

HYDROCHI

ST/QC/EQ/041

Instrument ID: ST/QC/EQ/002 WS No.: WS/MEF/22/01 |% Purity (aib) 100.2
Dissolution medium : PH6.8 Phosphate Buffer

Volume (ml) 1000

Speed 100RPM

Time 1st,3nd and 10th Hours

Standard dilution. : 42.14 mg to ---> 100 ml to ---> 2 ml to ---> 100
Std.cone (in ppm)-8.428 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Test dilution .: One tablet gm to ---> 1000 ml o ---> 1 ml to ---> 100
Test.conc (in ppm)-8.5 1 ml o ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor 1.0000

Labelled content 850 mg

Standard Absorbance :

Unit-1

Unit-2 0.180 234.43 27.58 0.28

Unit-3 0.190 247 .46 29.11 0.29 28.0
Unit-4 0.181 235.74 27.73 0.28

Unit-5 0.172 224.02 26.35 0.26

Unit-6 0.183 238.34 28.04 0.28

Unit-1
Unit-2
Unit-3 0.346 450.64 53.02 0.530 53.31 510
Unit-4 0.328 427.19 50.26 0.503 50.54 ’
Unit-5 0.340 442,82 52.10 0.521 52.36
Unit-6 0.335 436.31 51.33 0513 51.61
ok : & TR
- Sam | g
: b i ‘.» : e soae
Unit-1 0.643 837.45 99.34 97.9
Unit-2 0.653 850.48 100.84 :
YR B 7 o
Unit-3 0.654 851.78 101.03 99 5 . . . 1.27
Unit-4 0.637 829.64 98.38 |
Unit-5 0.634 825.73 97.93 101.0
Unit-6 0.646 841.36 99.78 ’
Acceptance criteria:
%RSD of drug release six unit of preparations should not be more than 5.0 at final time point and meet the specification
limit at individual interval limit. )\/
\\J>‘
Analysed by RAGAVAN K KQ Checked by : S \P\
v ~ \\
DATE ) 2 Date : Y
11/01/2024 1 )oy | Wty




Safetab

Life science

Checked By

Software Information Wavelengths
Software Name:  UVProbs Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
oce ormat Mode Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\11-01-2024\GLIDE M 60-850-- Selected Wavelength: WL233.0
G17230801--AMV--INTERMEDIATE Concentration: 8.400
PRECISION--DISSO OF MET HCL--
SYSYTEM SUITABILITY.pho
Title: GLIDE M 60-850--G17230801
Analyst: RAGAVAN K
Date/Time: 11-01-2024 16:19:04
Comments: SYSYTEM SUITABILITY
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown kkk 0.000
2 STD 1 Unknown Ak 0.649
3 STD 2 Unknown bl 0.648
4 STD 3 Unknown it 0.647
5 STD 4 Unknown ek 0.648
6 STD 6 Unknown litss 0.650
7
Firdg Pt
Analysed By
Date: Date:



\| Safetab Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
oce ormatode Calibration Curve
Data Information Column for Cal. Curve: WL233.0 .
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\11-01-2024\GLIDE M 60-850-- Selected Wavelength: WL233.0
G17230801--AMV--INTERMEDIATE Concentration: 8.400
PRECISION--DISSOLUTION OF MET
HCL--1ST HOUR.pho
Title: GLIDE M 60-850--G17230801
Analyst: RAGAVAN K
Date/Time: 11-01-2024 16:41:52
Comments: 1ST HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown sl 0.000
2 SPL1IN1 Unknown ok 0.190
3 SPL1IN2 Unknown SEEES 0.180
4 SPL1IN3 Unknown MR 0.190
() SPL1IN4 Unknown ol 0.181
6 SPL1IN5 Unknown SRS 0.172
7 SPL1ING6 Unknown ok 0.183
8
&, Jor)1r02y
Analysed By Checked B
Date: Date:
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A Safetab Life science

Software Information Wavelengths
Sgﬁware Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
oce ormat Mode Calibration Curve
Data Information Column for Cal. Curve: WL233.0 .
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\11-01-2024\GLIDE M 60-850-- Selected Wavelength: WL233.0
G17230801--AMV—-INTERMEDIATE Concentration: 8.400
PRECISION--DISSO OF MET HCL--3RD
HOUR.pho
Title: GLIDE M 60-850--G17230801
Analyst: RAGAVAN K
Date/Time: 11-01-2024 16:59:57
Comments: 3RD HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown b 0.000
2 SPL3IN1 Unknown Hhkkk 0.342
3 SPL3IN2 Unknown s 0.330
4 SPL3IN3 Unknown i 0.346
5 SPL3IN4 Unknown Hikik 0.328
6 SPL3INS5 Unknown ook 0.340
7 SPL3IN6 Unknown ERRER 0.335
8
K. By lléo\)%z‘f
Analysed y Checked B
Date: Date:
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Safetab Life science

Software Information Wavelengths
Software Name:  UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode N
Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2024\JAN- 2024 Cal. Curve Unit: mg/l
\11-01-2024\GLIDE M 60-850-- Selected Wavelength: WL233.0
G17230801--AMV—-INTERMEDIATE Concentration: 8.400
PRECISION--DISSO OF MET HCL--10TH
HOUR.pho
Title: GLIDE M 60-850--G17230801
Analyst: RAGAVAN K
Date/Time: 11-01-2024 17:28:20
Comments: 10TH HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ok 0.000
2 SPL 10 IN 1 Unknown rERRE 0.643
3 SPL10IN 2 Unknown el 0.653
4 SPL10IN3 Unknown LAk 0.654
5 SPL 10N 4 Unknown ko 0.637
6 SPL10IN5 Unknown e 0.634
7 SPL10IN6 Unknown kR 0.646
8

K' p’(" \ACI)%’“}
Analysed y Checked By
Date: Date: \



Safetab Life Science,
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle DISSOLUTION OF METFORMIN IN GLICLAZIDE AND METFORMIN SUSTAINED RELEASE TABLETS
Product Name GLIDE-M 60/850 Batch size : Not applicable
Batch Number G17230801 Mfg.Date : Aug-23
Parameter SYSTEM SUITABILITY Exp.Date : Jul-26

Each Uncoated bilayered sustained release tablet contains
Metformin HCl BP =----nvemmemmmeeee 850 mg
Gliclazide BP ------mmmmmmecomemeee 60 mg

~ DISSOLUTION OF METFORMIN HYDROCHLORIDE

Instrument ID:

ST/QC/EQ/002 Balance ID : I ST/QC/EQ/041 IWs No.: I WS/MEF/22/01  |% Purity (aib) 100.2

Standard dilution :

- 42.26 mg to ---> 100 ml to ---> 2 ml to ---> 100

Std.conc (in ppm)-8.452

1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Absorbance of M
Hydroehion
0
1 0.660
2 0.658
3 0.659
4 0.659
5 0.658
Average 0.659
RSD % 0.127

Results :

1) % RSD of absorbance of Meformin Hydrochloride 0.127

Acceptance criteria:
% RSD of absorbance of replicate Standard should not be more than 2.0.

Analysed by :

Date :

b/

V.VIGNESH \}.’\r"\“ S Checked by : ! Y \
28/12/2023 23 I / w \\ Qr(i\

Date :




Safetab

Software Information

Wavelengths

Life science

Software Name: UVProbe Wavelength Name: WL233.0
Vgrsion: 210 Wavelength: 233.00 nm
Mode: N | Mod
ode ormatvode Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Muilti Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit. mg/|
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION--SYSTEM Calibration Equation: Abs = K1 (Conc) + KO
SUITABILITY.pho Zero Interception: Not Selected
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 12:28:38
Comments: SYSTEM SUITABILITY
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown e 0.000
2 STD 1 Unknown o 0.660
3 STD 2 Unknown o 0.658
4 STD 3 Unknown AR 0.659
5 STD 4 Unknown ke 0.659
6 STD 5 Unknown i 0.658
7
N3 2o
N 23/)2 2025
Analysed By Checked By
Date: Date:
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Safetab Life Science,
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle DISSOLUTION OF METFORMIN IN GLICLAZIDE AND METFORMIN SUSTAINED RELEASE TABLETS
Product Name GLIDE-M 60/500 & GLIDE-M 60/850 Batch size : NA
Batch Number : G1722093 & G17230801 Mfg.Date NA
Parameter LINEARITY AND RANGE Exp.Date : NA

Each Uncoated bilayered sustained release tablet contains
Metformin HCI BP -- 500/850 mg
Gliclazide BP

ST/QC/EQ/002 Balance ID : ST/QC/EQ/041 WS No.: WS/MEF/22/01

% Purity (aib)

Instrument ID: 100.2
Linearity Level-I : 125.02 mg to ---> 100 ml to ---> 10 ml to ---> 100
Std.conc (in ppm)-1.00016 2 ml to ---> 250 ml to ---> 1 ml to ---> 1
Linearity Level-II : 125.02 mg fo ---> 100 ml to ---> 10 ml to ---> 100
Std.conc (in ppm)-5.0008 2 ml to ---> 50 ml to ---> 1 ml to ---> 1
Linearity Level-III : 125.02 mg to ---> 100 ml to ---> 10 ml o ---> 100
Std.conc (in ppm)-7.5012 3 ml to ---> 50 ml to ---> 1 ml to ---> 1
Linearity Level-IV : 125.02 mg to ---> 100 ml to ---> 10 ml to ---> 100
Std.conc (in ppm)-10.0016 4 ml to ---> 50 ml to ---> 1 ml to ---> 1
Linearity Level-V : 125.02 mg fo ---> 100 ml to ---> 10 ml to ---> 100
Std.conc (in ppm)-12.502 5 ml to ---> 50 ml to ---> 1 ml to ---> 1
Linearity Level-VI : 125.02 mg to ---> 100 ml to ---> 10 ml to ---> 100
Std.conc (in ppm)-15.0024 3 ml to ---> 50 ml to ---> 1 ml to ---> 1
1 0.082 0.398 0.607 0.804 1.015 1.208
2 0.083 0.399 0.605 0.803 1016 1.209
3 0.082 0.397 0.608 0.802 1.016 1.205
Average 0.082 0.398 0.607 0.803 1.016 1.207
RSD% 0.701 0.251 0.252 0.125 0.057 0.172

LINEARITY GRAPH

Results :
1) Squared correlation coefficient of Metformin Hydrochloride
2) InRange , %RSD of areas at 10%,50%, 75%, 100%, 125 & 150% levels within limits.

Acceptance criteria:
1) To conclude the linearity, the squared correlation coefficient (r®) should be Not less than 0.995.

2) To conclude the range , %RSD of areas at 10%,50%, 75%, 100%, 125 & 150% levels should be Not more than 2.0%.

Analysed by :

Date :
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Safetab

Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode o
Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\16- Cal. Curve Unit: mg/l
12-2023\GLIDE M 60-500-850---AMV-- Selected Wavelength: WL233.0
METHOD PRECISION---LINEARITY Concentration: 10.000
10%.pho
Title: GLIDE M 60-500-850---AMV--METHOD
PRECISION
Analyst: VIGNESH V
Date/Time: 16-12-2023 07:56:54
Comments: LINEARITY 10%
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ok 0.000
2 SPL 1 Unknown e 0.082 | LINEARITY 10%
3 SPL 2 Unknown ol 0.083 | LINEARITY 10%
4 SPL 3 Unknown ke 0.082
5
V-V e /')o 2%
Analysed By Checked By \vﬁ
a . AV
Date: Date: § (0\\
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Safetab

Life science

Software Informatio Wavelengths
Software Name: SVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
¢ ormat Mode Calibration Curve
Data Information Column for Cal. Curve: WL233.0 ]
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_ BACKUP\2023\DEC-2023\16- Cal. Curve Unit: mg/l
12-2023\GLIDE M 60-500-850---AMV-- Selected Wavelength: Wiass0
METHOD PRECISION---LINEARITY Concentration: 10.000
50%.pho
Title: GLIDE M 60-500-850---AMV--METHOD
PRECISION
Analyst: VIGNESH V
Date/Time: 16-12-2023 08:00:09
Comments: LINEARITY 50%
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown bl 0.000
2 SPL1 Unknown Hkik 0.398
3 SPL 2 Unknown Hanw 0.399
4 SPL 3 Unknown el 0.397
5

Analysed By
Date:

Checked B /‘/“;\'V5
Date: § \
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Safetab

Software Information

Life science

Wavelengths

Software Name:  UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mod
© m © Calibration Curve
Data Information Column for Cal. Curve: WL233.0 )
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\16- Cal. Curve Unit: mg/|
12-2023\GLIDE M 60-500-850--AMV~- Selected Wavelength: WL233.0
METHOD PRECISION---LINEARITY Concentration: 10.000
75%.pho
Title: GLIDE M 60-500-850---AMV--METHOD
PRECISION
Analyst: VIGNESH V
Date/Time: 16-12-2023 08:10:09
Comments: LINEARITY 75%
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown Hhkiok 0.000
2 SPL 1 Unknown 0.607 | LINEARITY 75%
3 SPL 2 Unknown 0.605 | LINEARITY 75%
4 SPL3 Unknown 0.608
5
VR ()12 )202%
Analysed By Checked By V\W
Date: Date: \

VK o
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Safetab

Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode
© rmat Mo Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\16- Cal. Curve Unit: mg/l
12-2023\GLIDE M 60-500-850-—-AMV~- Selected Wavelength: WL233.0
METHOD PRECISION---LINEARITY Concentration: 10.000
100%.pho
Title: GLIDE M 60-500-850---AMV--METHOD
PRECISION
Analyst: VIGNESH V
Date/Time: 16-12-2023 08:20:36
Comments: LINEARITY 100%
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ool 0.000
2 SPL1 Unknown i 0.804 | LINEARITY 100%
3 SPL 2 Unknown ok 0.803 | LINEARITY 100%
4 SPL 3 Unknown el 0.802
5

VA (b2 hoas
Analysed By

Date:

Checked By )r/ %

Date:



Safetab

Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode —_
Calibration Curve
Data Information Column for Cal. Curve: WL233.0 )
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\16- Cal. Curve Unit: mg/!
12-2023\GLIDE M 60-500-850---AMV-- Selected Wavelength: WL233.0
METHOD PRECISION---LINEARITY Concentration: 10.000
125%.pho
Title: GLIDE M 60-500-850---AMV--METHOD
PRECISION
Analyst: VIGNESH V
Date/Time: 16-12-2023 08:23:45
Comments: LINEARITY 125%
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown kit 0.000
2 SPL 1 Unknown ool 1.015 | LINEARITY 125%
3 SPL 2 Unknown i 1.016 | LINEARITY 125%
4 SPL 3 Unknown Hkar 1.016
5

VA (5122025

Analysed By
Date:

3
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Safetab Life science

\

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
© ormat ode Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\16- Cal. Curve Unit: mg/l
12-2023\GLIDE M 60-500-850-—-AMV-- Selected Wavelength: WiL.233.0
METHOD PRECISION---LINEARITY Concentration: 10.000
150%.pho
Title: GLIDE M 60-500-850---AMV--METHOD
PRECISION
Analyst: VIGNESH V
Date/Time: 16-12-2023 08:28:25
Comments: LINEARITY 150%
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown Hkkk 0.000
2 SPL 1 Unknown o 1.208 | LINEARITY 150%
3 SPL 2 Unknown o 1.209 | LINEARITY 150%
4 SPL 3 Unknown i 1.205
5
NV 42 Jiors
Analysed By Checked By
Date: Date:
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Safetab Life Science,
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle DISSOLUTION OF METFORMIN IN GLICLAZIDE AND METFORMIN SUSTAINED RELEASE TABLETS
Product Name GLIDE-M 60/500 & GLIDE M-60/850 Batch size : NA
Batch Number G1722093, G17230801 Mfg.Date : NA
Parameter SPECIFICITY Exp.Date : NA

Each Uncoated bilayered sustained release tablet contains
Metformin HCI BP

MIN HYDROCHLORIDE

1

Not applicable

Blank
2 WS for Metformin 500 mg Metformin 0.805 Not applicable
3 WS for Metformin 850 mg Metformin 0.659 Not applicable
4 Blank NA 0 Not applicable
5 WS for Gliclazide Gliclazide 0.001 Not applicable
6 Placebo for Metformin 500mg NA 0.002 Not applicable
7 Placebo for Metformin 850mg NA 0.003 Not applicable
8 Placebo for Gliclazide NA 0.001 Not applicable
9 Placebo+ Eliclazide WS Gliclazide 0.001 Not applicable
10 Placebo+ Metformin WS 500mg Metformin 0.801 Not applicable
11 Placebo+ Metformin WS 850mg Metformin 0.662 Not applicable
12 Metformin 500-Test solution Metformin 0.779 Not applicable
13 Metformin 850-Test solution Metformin 0.658 Not applicable
Results :

1) Blank , Placebo solutions are not interfere with Metformin Hydrochloride in test preparation.

Acceptance criteria:

1) Should No significant interference from blank, placebo .

ST/QC/EQ/04 |ws No.: WS/MEF/22/01 |x Purity (aib) | 100.2
Standard dilution 50.15 mg to ---> 100 ml to ---> 5 ml to ---> 250
Test.conc (in ppm)-10.03 1 ml to ---> 1 ml to ---> 1 ml to ---> i
Standard dilution 42.26 mg to ---> 100 ml to ---> 5 ml to ---> 250
Test.conc (in ppm)-8.452 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Standard dilution 60.03 mg to ---> 1000 ml to ---> 2 ml to ---> 100
Test.conc (in ppm)-1.200 1 ml to ---> 1 ml to ---> 1 ml to ---> 1

Analysed by :

Date :

VIGNESH v
28/12/2023

\VA'L's
%Ii'l}"‘ﬂﬁ’

\
Checked b : N
ecked by :
Date : ?n (Yl\
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Safetab Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod!
ode ormat vode Calibration Curve
Data Information Column for Cal. Curve: WL233.0 .
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve TYP?: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-500-850--AMV-- Selected Wavelength: WL233.0
METHOD PRECISION-- Concentration: 10.000
SPECIFICITY.pho
Title: SPECIFICITY
Analyst: VIGNESH V
Date/Time: 28-12-2023 15:14:35
Comments:
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown b 0.000
2 STD FOR MET 500MG Unknown hkkk 0.805
3 STD FOR MET 850MG Unknown i 0.659
4 BLANK. Unknown ke 0.000
5 STD FOR GLICLACIDE Unknown b 0.001
6 PLACEBO FOR MET 500MG Unknown hkkk 0.002
7 PLACEBO FOR MET 850MG Unknown ik 0.003
8 PLACEBO FOR GLICLAZIDE Unknown ik 0.001
9 PLACEBO+GLICLAZIDE STD Unknown ekt 0.001
10 PLACEBO+STD MET 500MG Unknown ok 0.801
11 PLACEBO+STD MET 850MG Unknown i 0.662
12 DS TEST SPL FOR MET 500 Unknown ek 0.779
13 DS TEST SPL FOR MET 850 Unknown ek 0.658
14
Analysed By Checked By / \4
Date: 2 3/, 1/7.023 Date: N o
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Safetab Life Science,
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET

Tittle _ DISSOLUTION OF METFOIFRVMIN\’IN. "GLicu;sz AND METFORMIN SUSTAINED RELEASE TABLETS
Product Name : GLIDE-M 60/500 & GLIDE M-60/850 Batch size : NA
Batch Number : G1722093, G17230801 Mfg.Date : NA
Parameter A ACCURACY STUDY(RECOVERY) Exp.Date : NA

: YDROCHL , Y T ,

Instrument ID: ST/QC/EIOOZ ST)QC/EQ/MI IWS No.: l WS/MEF/22/01  |% Purity (aib) 100.;
Standard dilution : 4252 mg to ---> 100 ml to ---> 2 ml to ---> 100
Std.conc (in ppm)-8.504 1 ml fo ---> 1 ml fo ---> 1 ml to ---> 1
Recovery 25% Dilution: 4252 mg to ---> 100 ml to ---> 20 ml o ---> 100
Std.conc (in ppm)-0.8504 2 ml fo ---> 200 ml fo ---> 1 ml to ---> 1
Recovery 50% Dilution: 4252 mg to ---> 100 ml to ---> 20 ml to ---> 100
Std.conc (in ppm)-4.252 5 ml to ---> 100 ml to ---> 1 ml to —--> 1
Recovery 100% Dilution: 42.52 mg to ---> 100 ml to ---> 20 ml fo ---> 100
Std.conc (in ppm)-8.504 10 ml to ---> 100 ml to ---> 1 ml to ---> 1
Recovery 150% Dilution: 42.52 mg to ---> 100 mi to ---> 20 ml to ---> 100
Std.conc (in ppm)-12.756 15 ml to ---> 100 ml o ---> 1 ml to ---> 1

Metformin Hydrochloride 0.802
Standard con. in ppm. 8.504
. _ _ _ i L CALCULATION FORMULA
42.52 0.084 0.850 0.89 104.74
1(10%) 42.52 0.081 0.850 0.86 101.00 .
- Quantity added in ppm
42.52 0.082 0.850 0.87 102.24
MEAN 102.7 Standard weight x dilution x 1000
%RSD 1.855 100
42.52 0.404 4.252 4.28 100.75
: Quantity recovered in ppm
I1(50%) 42.52 .:0/406 5 4.252 4.31 101.25 /
42.52 : 0.401 4.252 4.25 100.00 Sample area x std.conc in ppm
MEAN 100.7 Standard average area
%RSD 0.623
42.52 0.805 8.504 8.54 100.37
% Recovery
II1(100%) 42.52 0.807 8.504 8.56 100.62
42.52 0.804 8.504 8.53 100.25 Quantity recovered in ppm x 100
MEAN 100.4 Quantity added in ppm
%RSD 0.190
42.52 1.209 12.756 12.82 100.50
I1I(150%) 42.52 1.207 12.756 12.80 100.33
42.52 1.208 12.756 12.81 100.42
MEAN 100.4
%RSD 0.083
Results:
The % Recovery was complies at each levels.
Acceptance criteria:
The mean % Recovery at each level should be 95.0 to 105.0. /
Analysed by : VIGNESH. V V. V&S Eneckedb: \\'V
Date : 16/12/2023 ; \\ N4
‘ b l '2 )'),ﬂ% Date : N
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Safetab Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mode
Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\16- Cal. Curve Unit: mg/l
12-2023\GLIDE M 60-500-850-—-AMV-- Selected Wavelength: WL233.0
METHOD PRECISION---DISSOLUTION Concentration: 10.000
OF METFORMIN HCL--RECOVERY
10%.pho
Title: GLIDE M 60-500-850---AMV---
RECOVERY 10%
Analyst: VIGNESH V
Date/Time: 16-12-2023 13:41:20
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1 STD Standard 10.000 0.802 1.000
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown 0.005 0.000
2 SPL 1 Unknown 1.044 0.084 | RECOVERY 10%
3 SPL 2 Unknown 1.011 0.081 | RECOVERY 10%
4 SPL 3 Unknown 1.023 0.082
3]

\/r\fl, (,/)9,)’)/023\ >
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Analysed By Checked B§ \\M\
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Safetab Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: N | Mod
i ormativiode Calibration Curve
Data Information Column for Cal. Curve: WL233.0 )
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\16- Cal. Curve Unit: mg/l
12-2023\GLIDE M 60-500-850---AMV-- Selected Wavelength: WL233.0
METHOD PRECISION---DISSOLUTION Concentration: 10.000
OF METFORMIN HCL--RECOVERY
50%.pho
Title: GLIDE M 60-500-850---AMV---
RECOVERY 50%
Analyst: VIGNESH V
Date/Time: 16-12-2023 13:50:01
Standard Table
Sample ID Type Ex Conc WL233.0 Wogt.Factor Comments
1 STD Standard 10.000 0.802 1.000
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown 0.005 0.000
2 SPL 1 Unknown 5.031 0.404 | RECOVERY 50%
3 SPL 2 Unknown 5.060 0.406 | RECOVERY 50%
4 SPL 3 Unknown 4.995 0.401
5
NN b iz po2s
Analysed By Checked B \vq7
Date: Date: % \\'V
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Safetab

Life science

N\

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: Normal Mod ’
oae ormatiode Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \192.168.1.21\qe protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\16- Cal. Curve Unit: mg/l
12-2023\GLIDE M 60-500-850-—-AMV~- Selected Wavelength: WL233.0
METHOD PRECISION---DISSOLUTION Concentration: 10.000
OF METFORMIN HCL--RECOVERY
100%.pho
Title: GLIDE M 60-500-850---AMV---
RECOVERY 100%
Analyst: VIGNESH V
Date/Time: 16-12-2023 13:56:28
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1 STD Standard 10.000 0.802 1.000
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown 0.005 0.000
2 SPL 1 Unknown 10.035 0.805 | RECOVERY 100%
3 SPL 2 Unknown 10.061 0.807 | RECOVERY 100%
4 SPL 3 Unknown 10.023 0.804
5
NV (6 [12]2023 ;
N
Analysed By Checked By \\*>>\
Date: Date: ? 3 ©



Safetab

Life science

Software Information Wavelengths
Software Name:  UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mod
ode a ode Calibration Curve
Data Information Column for Cal. Curve: WL233.0 )
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Single Point
\UV_DATA_BACKUP\2023\DEC-2023\16- Cal. Curve Unit: mg/l
12-2023\GLIDE M 60-500-850---AMV/-- Selected Wavelength: WL233.0
METHOD PRECISION---DISSOLUTION Concentration: 10.000
OF METFORMIN HCL--RECOVERY
150%.pho
Title: GLIDE M 60-500-850---AMV---
RECOVERY 150%
Analyst: VIGNESH V
Date/Time: 16-12-2023 14:02:51
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1 STD Standard 10.000 0.802 1.000
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown 0.005 0.000
2 SPL 1 Unknown 15.077 1.209 | RECOVERY 150%
3 SPL 2 Unknown 15.045 1.207 | RECOVERY 150%
4 SPL 3 Unknown 15.066 1.208
5
A /
V- 4!6"9 %02%
Analysed By Checked B
Date: Date:
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Safetab Life Science,
Puducherry - 605 107

QUALITY CONTROL ANALYTICAL METHOD VALIDATION CALCULATION SHEET
- DISSOLUTION OF METFORMIN IN GLICLAZIDE AND METFORMIN SUSTAINED RELEASE TABLETS

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

Each Uncoated bilayered sustained release tablet contains
Metformin HCl BP -----eeeeeeeeeeeee 850 mg
Gliclazide BP =----cmcmmemmmcmeeaae 60 mg

Instrument ID: % Purity (aib)

ST/QC/EQ/002

WS/MEF/22/01

Standard dilution : 42.26 mg to ---> 100 ml to ---> 2 ml to —--> 100
Std.conc (in ppm)-8.452 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Sample dilution : One tablet mg to ---> 1000 ml to ---> 1 ml to ---> 100
Test.conc (in ppm)-8.5 1 ml to ---> 1 ml to ---> 1 ml to ---> 1
Conversion factor : 1.0000

Labelled claim  : 850 mg

Metfromin Hydrochloride

Tnitial 0.659 0.655 99.03 Not applicable
2 Hours 0660 0.653 98.58 0.46
4 Hours 0.659 0.656 99.18 -0.15
6 Hours 0659 0.655 99.03 0.00
16 Hours 0657 0.655 99.33 -0.30
20 Hours 0.659 0.654 98.88 0.15
24 Hours 0.658 0653 98.88 0.15
28 Hours 0658 0.654 99.03 0.00
32 Hours 0.657 0.653 99.03 0.00
40 Hours 0.659 0.654 98.88 0.15
44 Hours 0.657 0.652 98.88 0.16
48 Hours 0.656 0.651 98.87 0.16

Results :

Standard solution and Sample solution was stable upto 48 hrs at room temperature.

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%.

1N

Analysed by : V.VIGNESH V-Vt Checked by : \\'V

Date : 30/12/2023 P o) Il) w23 Date : F (\'70
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Software Information

Wavelengths

Safetab Life science

Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
ode ormat Mode Calibration Curve
Data Information Column for Cal. Curve: WL2§3.(_)
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION-- Calibration Equation: Abs = K1*(Conc) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interceptlon: Not Selected
SOLUTION STABILITY--INITIAL
HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 14:01:24
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ok 0.000
2 STD Unknown AL 0.659
3 SPL Unknown b 0.655
4
i /
J \Mfl 3] 12 ) 25
Analysed By Checked B
Date: Date: §
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Software Information

Wavelengths

Safetab Life science

Software Name: UVProbe Wavelength Name: WL233.0
Versioan: 2.1or Wavelength: 233.00 nm
Mode: N | Mod
ode ormal Mode Calibration Curve
Data Information Column for Cal. Curve: WL233.Q
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/|
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION-- Calibration Equa'tlon: Abs = K1*(Conc) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interception: Not Selected
SOLUTION STABILITY--2ND HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 16:07:42
Comments: SOLUTION STABILITY--2ND HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ek 0.000
2 STD Unknown FAREE 0.660 | 2ND HOUR
3 SPL Unknown ool 0.653 | 2ND HOUR
4
Analysed By Checked By,
Date: Date: v S %
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Safetab Life science

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: N | Mod
© ormat ode Calibration Curve
Data Information Column for Cal. Curve: WL2.33.0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA BACKUP\2023\DEC-2023\28- Cal. Curve Unit. mg/l
12-2023\GLIDE MB0-850--G 17230801 Slated Wenelongi WL2SSD
AMV--METHOD PRECISION-- Calibration Equatlon: Abs = K1 (Conc) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interception: Not Selected
SOLUTION STABILITY--4TH HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 18:19:54
Comments: SOLUTION STABILITY--4TH HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown AR 0.000
2 STD Unknown kk 0.659 | 4TH HOUR
3 SPL Unknown FRERS 0.656 | 4TH HOUR
4
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Analysed By Checked By
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Software Information

Wavelengths

)| Safetab Life science

Software Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
s EpRaeEs Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\28- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION-- Calibration Equa.tlon: Abs = K1*(Conc) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interceptlon: Not Selected
SOLUTION STABILITY--6TH HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 28-12-2023 20:05:26
Comments: SOLUTION STABILITY--6TH HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown R 0.000
2 STD Unknown Hkkk 0.659
3 SPL Unknown . 0.655
4
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Safetab Life science

Software Information Wavelengths
Stire Nener | LVProhs Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
ode ormat Mode Calibration Curve
Data Information Column for Cal. Curve: WL2_33,(?
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\29- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION-- Calibration Equa'tlon: Abs = K1 (COHC) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interceptlon: Not Selected
SOLUTION STABILITY--16TH HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 29-12-2023 06:28:12
Comments: SOLUTION STABILITY--16TH HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown ol 0.000
2 STD Unknown i 0.657 | 16TH HOUR
3 SPL Unknown ek 0.655
4
n
Analysed By Checked By
Date: Date: )



Safetab Life science

Abs = K1*(Conc) + KO

Software Information Wavelengths
Software Name: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: Normal Mode
Calibration Curve
Data Information Column for Cal. Curve: WL233,0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\29- Cal. Curve Unit: . mg/l
12-2023\GLIDE M60-850--G 17230801~ Selected Wavelength: WL233.0
AMV--METHOD PRECISION-- Calibration Equation:
DISSOLUTION OF METFORMIN HCL-- Zero Interception: Not Selected
SOLUTION STABILITY--20TH HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 29-12-2023 10:17:42
Comments: SOLUTION STABILITY--20TH HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown bt 0.000
2 STD Unknown ik 0.659 | 20TH HOUR
3 SPL Unknown kex 0.654 | 20TH HOUR
4
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Software Information

Wavelengths

Safetab Life science

Software Name:  UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: Normal Mod
© ode Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Gall; Glirve Type: Mults Pairit
\UV_DATA_BACKUP\2023\DEC-2023\29- Cal. Curve Unit: mg/|
12-2023\GLIDE M60-850--G17230801-- Selected Wauslengih: WL233.0
AMV--METHOD PRECISION-- Calibration Equa.tlon: Abs = K1 *(COI’]C) + KO
DISSOLUTION OF METFORMIN HCL-- Zero Interceptlon: Not Selected
SOLUTION STABILITY--24TH HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 29-12-2023 14:39:19
Comments: SOLUTION STABILITY--24TH HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wgt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown RS 0.000
2 STD Unknown b 0.658 | 24TH HOUR
3 SPL Unknown ek 0.653
4
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Date: Date: & @0

E\

y

A



Safetab Life science

Software Information Wavelengths
Softw:re Name: UVProbe Wavelength Name: WL233.0
Version: 2.10 Wavelength: 233.00 nm
Mode: N | Mod
ode ormatiiode Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \\192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\29- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--METHOD PRECISION-- Calibration Equation: Abs = K1*(Conc) + KO
DISSOLUTION OF METEORMIN HCL-- Zero Interception: Not Selected
SOLUTION STABILITY--28TH HOUR.pho
Title: GLIDE M60-850--G17230801
Analyst: VIGNESH V
Date/Time: 29-12-2023 18:17:55
Comments: SOLUTION STABILITY--28TH HOUR
Standard Table
Sample ID Type Ex Conc WL233.0 Wagt.Factor Comments
1
Sample Table
Sample ID Type Ex Conc WL233.0 Comments
1 BLANK Unknown it 0.000
2 STD Unknown o 0.658 | 28TH HOUR
3 SPL Unknown BEAR 0.654 | 28TH HOUR
4
Analysed By Checked By
Date: Date: "
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Safetab Life science

Soft Information Wavelengths
Sgﬁxz: I\Tame: UVProbe Wavelength Name: WL233.0
Version: 210 Wavelength: 233.00 nm
Mode: Normal Mod
ode rmatode Calibration Curve
Data Information Column for Cal. Curve: WL233.0
Filename: \192.168.1.21\qc protocols\QC FILES Cal. Curve Type: Multi Point
\UV_DATA_BACKUP\2023\DEC-2023\29- Cal. Curve Unit: mg/l
12-2023\GLIDE M60-850--G17230801-- Selected Wavelength: WL233.0
AMV--ME<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>