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Instrument Method: HPLC-67_Ramithiazide Tablet_RS_Met
Last Update Operator: Gauri Rane

Name
Data Vault
Path

Comment
Description
Run time
Instrument
Created
Last Update

Chromeleon 7,

HPLC-67_Ramithiazide Tablet_RS_Met

QbD_2018

chrom:/igbdser03/QbD_2018/Method Validation/Generic
Healthcare/Ramithiazide Tablet/Related Substances/HPLC-67_17-
Nov-18_A.seq/HPLC-67_Ramithiazide Tablet_ RS_Met.instmeth

Ramithiazide Tablet

Ramithiazide Tablet instrument method created
30.000 [min]

QbD-INST-HPLC-67 on gbd-pc-19

14-Nov-18 16:46:53 +05:30 Gauri Rane
14-Nov-18 16:46:53 +05:30 Gauri Rane

Version 7.2.4.8525, Thermo Fisher Scientific Page 1 of 4
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Instrument Method: HPLC-67_Ramithiazide Tablet_RS_Met
Last Update Operator: Gauri Rane

Script

Chromeleon 7,

Version 7.2.4.8525, Thermo Fisher Scientific

@};ﬂ“ A"L
Nasl

PumpModule.Pump.%A. Equate
PumpModule.Pump.%B.Equate

PumpModule.Pump.%C.Equate
PumpModule.Pump.%D.Equate
PumpModule.Pump.Pressure.LowerLimit
PumpModule.Pump.Pressure. UpperLimit

Stage Time Command Value Comment
min
Instrument Setup
initial

DAD.3DFIELD.MinWavelength 190.0 [nm]
DAD.3DFIELD.MaxWavelength 400.0 [nm]
DAD.3DFIELD.BunchWidth 1 [nm]
DAD.ResponseTime 1.000 [s]
DAD.Data_Collection_Rate 5 [Hz]
ColumnOven.TempCtrl On
ColumnOven. Temperature.Nominal 25.0 [°C]
ColumnOven. Temperature.LowerLimit 5.0[°C]
ColumnOven.Temperature.UpperLimit 80.0[°C]
ColumnOven.EquilibrationTime 0.5 [min]
ColumnOven.ReadyTempDelta 1.0 [°C]
ColumnOven.Column_A ActiveColumn No
ColumnOven.Column_A.SystemPressure  "Pump"
ColumnQven.Column_B.ActiveColumn No
ColumnOven.Column_B.SystemPressure  "Pump"
Sampler.InjectWash Both
Sampler.WashSpeed 20.000 [plfs]
Sampler.WashVolume 75.000 [pl]
Sampler.SampleHeight 2.000 [mm]
Sampler.WasteSpeed 32.000 [ul/s]
Sampler.DispenseDelay 0.000 [s]
Sampler.DispSpeed 20.000 [pl/s]
Sampler.DrawSpeed 5.000 [pl/s]
Sampler.DrawDelay 3.000 [s]
Sampler.InjectMode Normal
Sampler.PumpDevice "Pump"
Sampler.SyncWithPump On
Sampler.LoopWashFactor 2.000
Sampler.TempCitrl On
Sampler.Temperature.Nominal 25.0[°C]
Sampler.ReadyTempDelta 1.5 [°C]
Sampler.Temperature.LowerLimit 4.0 [°C]
Sampler.Temperature.UpperLimit 45.0[°C]

"Mobile Phase A"
"Mobile Phase B"

nopCn
nog

0 [bar]
600 [bar]

PumpModule.Pump.MaximumFlowRampUp 6.000 [ml/min?]

PumpModule.Pump.MaximumFlowRampD 5.998 [ml/min?]

own

Page 2 of 4
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Instrument Method: HPLC-67_Ramithiazide Tablet_RS_Met
Last Update Operator: Gauri Rane

Inject Preparation

Inject

Start Run

Run

Chromeleon 7,

Version 7.2.4.8525, Thermo Fisher Scientific

£
&

0.000

0.000

0.000

0.000

7.000

9.000

25.000

DAD.UV_VIS_1.Wavelength
DAD.UV_VIS_1.Bandwidth
DAD.UV_VIS_1.RefWavelength
DAD.UV_VIS_1.RefBandwidth
DAD.3DFIELD.RefWavelength
DAD.3DFIELD.RefBandwidth

DAD.Autozero
Wait

Sampler.Inject

DAD.UV_VIS_1.AcqOn
DAD.3DFIELD.AcqOn
DAD.Temp_Lamphouse.AcqOn

ColumnOven.ColumnOven_Temp.AcqOn
PumpModule.Pump.Pump_Pressure.AcqOn

PumpModule.Pump.Flow.Nominal
PumpModule.Pump.%B.Value
PumpModule.Pump.%C.Value
PumpModule.Pump.%D.Value
PumpModule.Pump.Curve

PumpModule.Pump.Flow.Nominal
PumpModule.Pump.%B.Value
PumpModule.Pump.%C Value
PumpModule.Pump.%D.Value
PumpModule.Pump.Curve

PumpModule.Pump.Flow.Nominal
PumpModule.Pump.%B.Value
PumpModule.Pump.%C .Value
PumpModule.Pump.%D.Value
PumpModule.Pump.Curve

PumpModule.Pump.Flow.Nominal

PumpModule.Pump.%B.Value
PumpModule.Pump.%C.Value

Page 3 of 4

210.0 [nm]
4 [nm]

Off

1 [nm]
800.0 [nm]
1 [nm]

DAD.Ready And
ColumnOven.Re
ady And
Sampler.Ready
And
PumpModule.Pu
mp.Ready

Duration =
30.000 [min]

1.000 [ml/min]
30.0 [%]

0.0 [%]

0.0 [%]

5

1.000 [ml/min]
30.0 [%]

0.0 [%]

0.0 [%]

5

1.000 [ml/min]
50.0 [%]

0.0 [%]

0.0 [%]

5

1.000 [ml/min]
50.0 [%]
0.0 [%]
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Instrument Method: HPLC-67_Ramithiazide Tablet_RS_Met
Last Update Operator: Gauri Rane

End

Stop Run

30.000

30.000

PumpModule.Pump.%D.Value 0.0 [%]
PumpModule.Pump.Curve 5
PumpModule.Pump.Flow.Nominal 1.000 [ml/min]
PumpModule.Pump.%B.Value 30.0 [%]
PumpModule.Pump.%C.Value 0.0 [%]
PumpModule.Pump.%D.Value 0.0 [%]
PumpModule.Pump.Curve 5

DAD.UV_VIS_1.AcqOff
DAD.3DFIELD.AcqOff
DAD.Temp_Lamphouse.AcqOff
ColumnOven.ColumnOven_Temp.AcqOff
PumpModule.Pump.Pump_Pressure.AcqOf

Script

Chromeleon 7,
Version 7.2.4.8525, Thermo Fisher Scientific Page 4 of 4
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Chromeleon 7.2.4.8525

HPLC-67_17-Nov-18_A1/Sequence

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

mrument ID:
Sequence Name :
Data Vault :
Sequence Path :

QbD-INST-HPLC-67
HPLC-67 17-Nov-18_Al
QbD 2018

Seq. Created By :
Seq. Created On :

Swaraj A. Jadhav
17-11-2018 12:49:53

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18_Al.seq

Inj
No.

Injection Time

Instrument Method

Processing Method

Level

17-11-2018 20:28:57

167_Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P

17-11-2018 21:00:10

:67_Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P

17-11-2018 21:31:22

t67_Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P

17-11-2018 22:02:40

167 _Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P

17-11-2018 22:33:57

:67_Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P

17-11-2018 23:05:15

:67_Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P|

17-11-2018 23:36:32

‘67 _Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P!

18-11-2018 00:07:45

67_Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P!

CioiNiojonislw|N

18-11-2018 00:39:02

167_Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P

-
o

18-11-2018 01:10:15

:67_Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P

-

18-11-2018 01:41:28

167 _Ramithiazide Tablet_R

Xamithiazide Tablets_RS_P

18-11-2018 02:12:41

167_Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P

18-11-2018 02:43:54

167_Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P

18-11-2018 03:15:07

:567_Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P

18-11-2018 03:46:19

:67_Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P

18-11-2018 04:17:32

167_Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P

18-11-2018 04:48:45

167_Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P

18-11-2018 05:19:58

67 _Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P!

18-11-2018 05:51:11

+67_Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P

18-11-2018 06:22:23

:67_Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P

18-11-2018 06:53:36

:67_Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P

18-11-2018 07:24:54

:67_Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P

18-11-2018 07:56:06

167_Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P!

18-11-2018 08:27:24

167 _Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P

18-11-2018 08:58:36

67_Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P

18-11-2018 09:29:49

167 _Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P!|

18-11-2018 10:01:02

167 _Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P|

18-11-2018 10:32:19

67_Ramithiazide Tablet_R

Ramithiazide Tablets_RS_P

18-11-2018 11:03:37

167_Ramithiazide Tablet_R

amithiazide Tablets_RS_P

18-11-2018 11:38:45

‘ash method _HPLC 67_Ne

Ramithiazide Tablets_RS_P

Injection Name Injection Volume | Vial Status
Type uL No.
Blank Solution Unknown 30.00 RA1 Finished
Blank Solution Unknown 30.00 RA1 Finished
Standard Solution 1 Unknown 30.00 RA2 Finished
Standard Solution 2 Unknown 30.00 RA2 Finished
Standard Solution 3 Unknown 30.00 RA2 Finished
Standard Solution 4 Unknown 30.00 RA2 Finished
Standard Solution 5 Unknown 30.00 RA2 Finished
Standard Solution 6 Unknown 30.00 RAZ2 Finished
Blank Solution Unknown 30.00 RA1 Finished
LOQ Level 1 Unknown 30.00 RA3 Finished
LOQ Level 2 Unknown 30.00 RA3 Finished
LOQ Level 3 Unknown 30.00 RA3 Finished
50 % Level 1 Unknown 30.00 RA4 Finished
50 % Level 2 Unknown 30.00 RA4 Finished
50 % Level 3 Unknown 30.00 RA4 Finished
80 % Level 1 Unknown 30.00 RA5 Finished
80 % Level 2 Unknown 30.00 RAS Finished
80 % Level 3 Unknown 30.00 RA5 Finished
100 % Level 1 Unknown 30.00 RAB Finished
100 % Level 2 Unknown 30.00 RAB Finished
100 % Level 3 Unknown 30.00 RA6 Finished
120 % Level 1 Unknown 30.00 RA7 Finished
120 % Level 2 Unknown 30.00 RA7 Finished
120 % Level 3 Unknown 30.00 RA7 Finished
150 % Level 1 Unknown 30.00 RA8 Finished
150 % Level 2 Unknown 30.00 RAB Finished
150 % Level 3 Unknown 30.00 RAB Finished
Blank Solution Unknown 30.00 RA1 Finished
Bracketing Standard Solution Unknown 30.00 RA2 Finished
Wash Unknown 30.00 RA1 Finished
Shut Unknown 30.00 RA1 Finished

18-11-2018 12:44.02

Ramithiazide Tablets_RS_P

ut method _HPLC 67_New

Swaraj Jadhav

Page No. 1 of 34 Printed Time 19-Nov-2018 19:56
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Chromeleon 7.

2.4.8525

HPLC-67_17-Nov-18_Al1/Sequence

Seq. Last Updated By :
Seq. Last Updated On

Swaraj A. Jadhav
19-11-2018 19:53:16

AR_NO BATCH_NO COLUMN_NO
D2404181993 N/A QbD/LC/COL/128
D2404181993 N/A QbD/LC/COL/128
D2404181993 N/A QbD/LC/COL/128
D2404181993 N/A QbD/LC/COLM28
D2404181993 N/A QbD/LC/COL/128
D2404181993 N/IA QbD/LC/COLM28
D2404181993 NI/A QbD/LC/COL/128
D2404181993 N/A QbD/LC/COL/M28
D2404181993 N/A QbD/LC/COL/128
D2404181993 N/A QbD/LC/COL/128
D2404181993 N/A QbD/LC/COLM28
D2404181993 N/A QbD/LC/COLIN28
D2404181993 N/A QbD/LC/COL/M28
D2404181993 N/A QbD/LC/COL/128
D2404181993 N/A QbD/LC/COL/M28
D2404181993 N/A QbD/LC/COL/128
D2404181993 N/IA QbD/LC/COL/M28
D2404181993 N/A QbD/LC/COL/M28
D2404181993 NIA QbD/LC/COL/128
D2404181993 N/A QbD/LC/COL/128
D2404181993 N/A QbD/LC/COLM28
D2404181993 N/A QbD/LC/COL/M28
D2404181993 N/A QbD/LC/COL/M28
D2404181993 N/A QbD/LC/COL/128
D2404181993 N/A QbD/LC/COL/M28
D2404181993 N/A QbD/LC/COL/128
D2404181993 N/A QbD/LC/COL/M28
D2404181993 NIA QbD/LC/COL/128
D2404181993 N/A QbD/LC/COL/128

N/A N/A QbD/LC/COLM28
NIA N/A QbD/LC/COL/128

k Refes AR N0~ D2404 181193 instead of AR No - P24041g 10073

Swaraj Jadhav

Y
2N

0’“)‘2
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Chromeleon 7.2.4.8525 HPLC-67_17-Nov-18_A1/Processing Method

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Processing Method

Processing Method Name : Ramithiazide Tablets RS PR
Processing Method Path : Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_17-Nov-18_A1l seq
Processing Method Created By : Swaraj A. Jadhav Processing Method Last Updated By :  Swaraj A. Jadhav
Processing Method Created On : 17-11-2018 13:03:23 Processing Method Last Updated On :  19-11-2018 19:53:16
Detection Alogrithm Chromeleon 6 Version 3

Detection Parameter

Ret. Time Param. Name Param. Value Inj. Type Channel
min
0.000 Minimum Area 50.0000 [Signal*min] Any All Channels
0.000 Valley To Valley On Any All Channels
0.000 Minimum Width 0.450 [min] Any All Channels
4.000 Minimum Width 0.000 [min] Any All Channels
7.796 Inhibit Integration On Any All Channels
12.959 Inhibit Integration Off Any All Channels
Peak Table
No. Peak Name Ret. Time
1 Hydrochlorothiazide 5.147
2 Impurity E 14.100
8 Impurity A 14.643
4 Ramipril 16.123
S Impurity D 23,927

Swaraj Jadhav Page No. 3 of 34 Printed Time 19-Nov-2018 19:56Electronically Signed Document Swaraj Jadhav



Chromeleon 7.2.4.8525

HPLC-67_17-Nov-18_A1/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-

Sample Type :-
Vial Position :-

Column No. :-
Instrument ID. :-

Analyst :-
Sequence Path :-

Sample Number :-

Injection Volume :-

Injection Date & Time :-

Ramithiazide Tablet
Blank Solution

1

Unknown

30.00 uL

RA1
QbD/LC/COL/128
QbD-INST-HPLC-67
17-11-2018 20:28:57
Swaraj Jadhav

Batch No. :- N/A

AR. No. :- D2404181993
Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 19-11-2018 19:53:16
Linearity

210. nm

Gauri Rane
14-11-2018 16:46:54

Experiment Name:-

Wavelength:-

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_17-Nov-18 Al seq

HPLC-67_Ramithiazide Tablet RS_M

Ramithiazide Tablets_RS_PR

% HPLC-67_17-Nov-18_Al

Blank Solution #1

UV_VIS_ 1 WVL:210 nm

2,00,000 4
J| pAU
1,50,000 4
=
<
=
o 1,00,000 -
Q
= |
©
2
[=]
8
2 ]
50,000 -
04
j min
-20,000
r T T T T T T T T T T T —
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min % (EP/USP) (USP) (USP)

Swaraj Jadhav

Page No. 4 of 34 Printed Time 19-Nov-2018 19:56 Electronically signed document
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HPLC-67_17-Nov-18_Al1/Sys_suit.(USP)

Chromeleon 7.2.4.8525

Qbp|

Q.alte by Cesigy

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-

Sample Name :-

Sample Number :-
Sample Type :-

Injection Volume :-

Vial Position :-

Column No. :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-

Sequence Path :-

Ramithiazide Tablet
Blank Solution

2

Unknown

30.00 uL

RAI
QbD/LC/COL/128
QbD-INST-HPLC-67
17-11-2018 21:00:10
Swaraj Jadhav

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18 Al.seq

Batch No. :- N/A

AR. No. :- D2404181993

Instrument Method :- HPLC-67 Ramithiazide Tablet RS_M
Instrument Method Created By :- Gauri Rane

Instrument Method Created On :- 14-11-2018 16:46:54

Processing Method :- Ramithiazide Tablets_RS_PR

Processing Method Last Updated By :- Swaraj A. Jadhay
Processing Method Last Updated On :- 19-11-2018 19:53:16
Experiment Name:- Linearity
Wavelength:- 210. nm

2 00.000 - g HPLC-67 17-Nov-18_Al Blank Solution #2 UV_VIS_1 WVL:210 nm
R ]l AU
1,50,000 <
=)
<< ]
=
 1,00,000
Q
e ]
(]
£
o
8
2 ]
50,000 A
04
J min
-20,000
T T 7 R e e ————————— —
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min Yo (EP/USP) (USP) (USP)

Swaraj Jadhav

Page No. 5 of 34 Printed Time 19-Nov-2018 19:56 Electronically signed document Satish Dodtale



Chromeleon 7.2.4.8525

HPLC-67_17-Nov-18_A1/Sys_suit.(USP’

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Column No, :-
Instrument ID. :-

QbD/LC/COL/128
QbD-INST-HPLC-67

Product Name :- Ramithiazide Tablet Batch No. :- N/A

Sample Name :- Standard Solution 1 AR. No. :- D2404181993

Sample Number :- 3 Instrument Method :- HPLC-67_Ramithiazide Tablet RS M
Sample Type :- Unknown Instrument Method Created By :- Gauri Rane

Injection Volume :- 30.00 pL Instrument Method Created On :- 14-11-2018 16:46:54

Vial Position :- RA2 Processing Method :- Ramithiazide Tablets_RS PR

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 19-11-2018 19:53:16

Injection Date & Time :- 17-11-2018 21:31:22
Analyst :-

Linearity
Swaraj Jadhav Wavelength:- 210. nm
Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18 Al .5eq

Experiment Name:-

Sequence Path :-

2.00.000 - B HPLC-67 17-Nov-18_Al Standard Solution 1 #3 UV_VIS_ 1 WVL:210 nm
B HAU
1,50,000
=
E
1,00,000
g \0@
@ ‘&o
L o'
< 1 5° a
50,000 - & &
] & &
o )
I RS
] J\ K3
I
04 T IAJ
J min
-20,000
r bl . v ¥ T T v : T T T T T ¥ T T T ¥ T T T T ¥ T v b BN |
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min Yo (EP/USP) (USP) (USP)
1 Hydrochlorothiazidd 5.163 4302.226 67.29 1.10 5681 FALSE n.a.
2 Ramipril 16.133 2091.691 32.71 1.01 26196 FALSE 32.61

Swaraj Jadhav Page No. 6 of 34 Printed Time 19-Nov-2018 19:56 Electronically signed document Satish Dodtale




Chromeleon 7.2.4.8525 HPLC-67_17-Nov-18_A1/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
.'G[f" by Es:ig |
Product Name :- Ramithiazide Tablet Batch No. :- N/A
Sample Name :- Standard Solution 2 AR. No. :- D2404181993
Sample Number :- 4 Instrument Method :- HPLC-67_Ramithiazide Tablet RS_M
Sample Type :- Unknown Instrument Method Created By :- Gauri Rane
Injection Volume :- 30.00 puL. Instrument Method Created On :- 14-11-2018 16:46:54
Vial Position :- RA2 Processing Method :- Ramithiazide Tablets_RS_PR
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-67 Processing Method Last Updated On :- 19-11-2018 19:53:16
Injection Date & Time :- 17-11-2018 22:02:40 Experiment Name:- Linearity
Analyst :- Swaraj Jadhav Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18 Al .5eq
2.00.000 2 HPLC-67_17-Nov-18_Al Standard Solution 2 #4 UV_VIS_1 WVL:210 nm
O | I
1,50,000 +
)
( 1
= 1,00,000 -
ot il
@ g
= \,,P@
4 &
< 1 &° &
50,000 R &
i o &
] I‘o &
N
] A K3
|
ol : |/'\l
1 min
_20‘000 5 r T T T T T T T T T T T T T T T T T T T T T T T T T T T T = |
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min % (EP/USP) (USP) (USP)
1 Hydrochlorothiazid 5173 4297.689 67.31 112 5508 FALSE n.a.
2 Ramipril 16.150 2087.062 32.69 0.99 25509 FALSE 32,13
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Chromeleon 7.2.4.8525

HPLC-67_17-Nov-18_A1/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-

Ramithiazide Tablet
Standard Solution 3
o}

Batch No. :-
AR. No. :-
Instrument Method :-

N/A
D2404181993
HPLC-67_Ramithiazide Tablet_ RS M

Sample Type :- Unknown Instrument Method Created By :- Gauri Rane

Injection Volume :- 30.00 uL Instrument Method Created On :- 14-11-2018 16:46:54

Vial Position :- RA2 Processing Method :- Ramithiazide Tablets_RS_PR
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav

Instrument ID. :- QbD-INST-HPLC-67
Injection Date & Time :- 17-11-2018 22:33:57
Analyst :-

Processing Method Last Updated On :- 19-11-2018 19:53:16
Linearity

Swaraj Jadhav Wavelength:- 210. nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18 Al.seq

Experiment Name:-

Sequence Path :-

e % HPLC-67_17-Nov-1 8 Al Standard Solution 3 #5 UV_VIS 1 WVL:210 nm
G J| HAU
1,50,000 A
S
< ]
=
1,00,000 4
g . &
] o
g o"&
@ &
0 ()
5 ] > Q>
50,000 - RS &
] A el
K &
o (4
! N
'A \6.
1
[TAN
0+ : T
1 min
-20’000 - r T T T T T T T T T T T T T T T T T T T T T T T T T T T 1
0.0 5.0 10.0 15.0 20.0 250 30.0
Time [min]
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min %o (EP/USP) (USP) (USP)
1 Hydrochlorothiazidg i i 4308.221 67.66 1.11 5593 FALSE n.a.
2 Ramipril 16.147 2059.705 32.34 1.02 25396 FALSE 32.16
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Chromeleon 7.2.4.8525 HPLC-67_17-Nov-18_A1/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
? h by}'-‘c;gx
Product Name :- Ramithiazide Tablet Batch No. :- N/A
Sample Name :- Standard Solution 4 AR. No. :- D2404181993
Sample Number :- 6 Instrument Method :- HPLC-67_Ramithiazide Tablet_RS_M
Sample Type :- Unknown Instrument Method Created By :- Gauri Rane
Injection Volume :- 30.00 pL Instrument Method Created On :- 14-11-2018 16:46:54
Vial Position :- RA2 Processing Method :- Ramithiazide Tablets_ RS_PR
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhay
Instrument ID. :- QbD-INST-HPLC-67 Processing Method Last Updated On :- 19-11-2018 19:53:16
Injection Date & Time :- 17-11-2018 23:05:15 Experiment Name:- Linearity
Analyst :- Swaraj Jadhav Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18_Al.seq
S i 7 HPLC-67_17-Nov-1 8 Al Standard Solution 4 #6 UV_VIS 1 WVL:210 nm
| T
1,50,000 A
=}
i ]
9 1,00,000 - &
5 - &
£ &
5] &°
8 &
* ] & &
50,000 - & =
| P @6\
N <
] o A
| W
I
0 T Ij\]
j min
-20'000 r T T T T T T T T T T T T T T T T T T T T T T T T T T T =
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area [ Asymmetry Plates Manipulated Resolution
No. Name min pAU*min % (EP/USP) (USP) (USP)
1 Hydrochlorothiazid 5.180 4292.629 67.39 1.10 5529 FALSE na.
2 Ramipril 16.147 2077.548 32.61 1.00 24898 FALSE 31.88
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Chromeleon 7.2.4.8525

HPLC-67_17-Nov-18_A1/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-

Column No, :-
Instrument ID. :-

Analyst :-

Sample Number :-

Injection Date & Time :-

Ramithiazide Tablet
Standard Solution 5
g

QbD/LC/COL/128
QbD-INST-HPLC-67
17-11-2018 23:36:32
Swaraj Jadhav

Batch No. :-
AR. No. :-
Instrument Method :-

N/A
2404181993

HPLC-67_Ramithiazide Tablet_ RS_M

Sample Type :- Unknown Instrument Method Created By :- Gauri Rane
Injection Volume :- 30.00 pL. Instrument Method Created On :- 14-11-2018 16:46:54
Vial Position :- RA2 Processing Method :- Ramithiazide Tablets_RS PR

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 19-11-2018 19:53:16

Experiment Name:-

Wavelength:-

Linearity
210. nm

Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18 Al.seq

2 00.000 - & HPLC-67_17-Nov-18_Al Standard Solution 5 #7 UV_VIS 1 WVL210 nm
I pAU
1,50,000 -
=)
.‘E(L. ]
) 1,00,000 - -
c 1 &
8 N
5 5
] 6\0
< e
& a
50,000 - & &
] & &
J o S
| W
] A o
] [}
o] , —4,
J min
-20,000 T T T T T T T T T T T T T T T T T T T T T T T T T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
L Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min Yo (EP/USP) (USP) (USsP)
1 Hydrochlorothiazidg 5.183 4306.128 67.33 1.11 5385 FALSE n.a.
2 Ramipril 16.140 2089.534 32.67 1.00 24025 FALSE 31.35
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Chromeleon 7.2.4.8525

HPLC-67_17-Nov-18_A1/Sys_suit.(USP)

sigt

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablet Batch No. :- N/A

Standard Solution 6 AR. No. :- D2404181993

8 Instrument Method :- HPLC-67 Ramithiazide Tablet RS M
Unknown Instrument Method Created By :- Gauri Rane

30.00 pL. Instrument Method Created On :- 14-11-2018 16:46:54

RA2 Processing Method :- Ramithiazide Tablets_RS_PR
QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
QbD-INST-HPLC-67 Processing Method Last Updated On :- 19-11-2018 19:53:16

18-11-2018 00:07:45 Experiment Name:- Linearity

Swaraj Jadhav Wavelength:- 210. nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18 Al.seq

2.00.000 - B HPLC-67_17-Nov-18_Al Standard Solution 6 #8 UV_VIS_1 WVL:210 nm
s ]| vAU
1,50,000
=
< ]
=
1,00,000 A
5 5
<
«
50,000 - & &
& a
o o
| N
\
| 1]
ol | |/\|
4 min
-20,000 4
r T v T T T T L T T v T ¥ T T T g |
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min % (EP/USP) (USP) (USP)
1 Hydrochlorothiazidg 5.180 4289.416 67.38 L1 5392 FALSE n.a.
2. Ramipril 16.130 2076.330 32.62 1.02 25262 FALSE 31.83
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Chromeleon 7.2.4.8525 HPLC-67_17-Nov-18_Al/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Product Name :- Ramithiazide Tablet Batch No. :- N/A
Sample Name :- Blank Solution AR. No. :- D2404181993
Sample Number :- 9 Instrument Method :- HPLC-67_Ramithiazide Tablet_RS_M
Sample Type :- Unknown Instrument Method Created By :- Gauri Rane
Injection Volume :- 30.00 pL Instrument Method Created On :- 14-11-2018 16:46:54
Vial Position :- RAI Processing Method :- Ramithiazide Tablets RS PR
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-67 Processing Method Last Updated On :- 19-11-2018 19:53:16
Injection Date & Time :- 18-11-2018 00:39:02 Experiment Name:- Linearity
Analyst :- Swaraj Jadhav Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18 Al .seq
= B N : :
200,000 - 2 HPLC-67_17-Nov-18_Al Blank Solution #9 UV_VIS_1 WVL:210 nm
1l AU
1,50,000
=y
< ]
=)
o 1,00,000 -
Q
p2 |
3
2
O
2 |
50,000
04 —
g min
-20,000 -
T T T T T T T T T T T T T T T T T T T T T T T T T T T ¥ . P
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min _pAU*min % (EP/USP) (USP) (USP)
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Chromeleon 7.2.4.8525

HPLC-67_17-Nov-18_A1/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablet
LOQ Level 1

10

Unknown

30.00 pL

RA3
QbD/LC/COL/128
QbD-INST-HPLC-67
18-11-2018 01:10:15

Swaraj Jadhav

Batch No. :-

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

N/A
D2404181993

HPLC-67_Ramithiazide Tablet RS_M

Gauri Rane
14-11-2018 16:46:54
Ramithiazide Tablets_RS_PR

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 19-11-2018 19:53:16

Experiment Name:-

Wavelength:-

Linearity
210. nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18_Al.seq

2 00.000 -2 HPLC-67_17-Nov-18_Al LOQ Level 1 410 UV_VIS_1 WVL:210 an
Sl T
1,50,000
=
< |
=
) 1,00,000 A
c 1 4
g v &
[=]
E \)86 /\\&Q
~ 50,000 o > i
) “ b‘ébé\w:\ _\Q{\ i
N \(oQ &
00 \'{'b
N
1 1 I
0 R L‘“ﬂr—“‘. T
j min
-20,000 L . , ———— T
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min UAU*min % | (EP/USP) (USP) (USP)
1 Impurity E 14,100 294.601 1.17 0.93 30858 FALSE n.a.
2 Impurity A 14.643 5993.015 23.89 0.91 21484 FALSE 1251
3 Ramipril 16.123 684.597 2.73 0.97 25483 FALSE 3.68
4 Impurity D 23.927 18113.100 72.21 1.06 16979 FALSE 13.71
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Chromeleon 7.2.4.8525

HPLC-67_17-Nov-18_A1/Sys_suit.(USP)

oy e

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-

Sample Name :- LOQ Level 2
Sample Number :- 11

Sample Type :- Unknown
Injection Volume :- 30.00 pL

Vial Position :- RA3

Column No. :- QbD/LC/COL/128

Instrument ID. :-
Injection Date & Time :-
Analyst :- Swaraj Jadhav

Sequence Path :-

Ramithiazide Tablet

QbD-INST-HPLC-
18-11-2018 01:41:28

Batch No. :-

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 19-11-2018 19:53:16

67
Experiment Name:-

Wavelength:-

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_17-Nov-18_ Al .seq

N/A

D2404181993
HPLC-67_Ramithiazide Tablet RS M
Gauri Rane

14-11-2018 16:46:54

Ramithiazide Tablets_ RS PR

Linearity
210. nm

B HPLC-67_17-Nov-18_Al

LOQ Level 2 #11

UV_VIS_1 WVL:210 nm

2,00,000 ~
]| vAU
1,50,000 -
=
< ]
=)
= 1,00,000 -
- o7
5 s &
2 & &
0 &
<< 1 @QQ, Q"lrb
50,000 - S & o
] F & & |
I'\ \@Q Q;‘b
£
&
1 | 1
0 K o W lof ' t,\l |
1 min
-20,000 J r T T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min % (EP/USP) (USP) (USP)
1 Impurity E 14.087 300922 1.20 0.96 41661 FALSE n.a.
2 Impurity A 14,643 5971.960 23.91 0.91 21689 FALSE 1.65
3 Ramipril 16.117 673.977 2.70 1.00 26435 FALSE 3.71
4 Impurity D 23.920 18029.972 72.19 1.08 17030 FALSE 13.82
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Chromeleon 7.2.4.8525

HPLC-67_17-Nov-18_A1/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. ;-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablet
LOQ Level 3

12

Unknown

30.00 pL

RA3
QbD/LC/COL/128
QbD-INST-HPLC-67
18-11-2018 02:12:41
Swaraj Jadhav

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_17-Nov-18 Al.seq

Batch No. :-

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 19-11-2018 19:53:16

Experiment Name:-

Wavelength:-

N/A

D2404181993

HPLC-67 Ramithiazide Tablet RS_M
Gauri Rane

14-11-2018 16:46:54

Ramithiazide Tablets RS PR

Linearity
210. nm

Z HPLC-67_17-Nov-18_Al

LOQ Level 3 #12

UV_VIS_1 WVL:210 nm

2,00,000 -
]| pAU
1,50,000 -
D
x
=
8 1,00,000 4
& ] S
£ v &
3 “ @
] 3> &)
< &QQ, Gy
50,000 - ey & o
] wé"“'\,{\ & |
N \@Q e
o w2
ﬁ ¥
1 | I
0 i A ey
1 min
-20,000 - f T T T T T T T T Tl
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min uAU*min % (EP/USP) (USP) (USP)
1 Impurity E 14.090 301.402 1.20 0.96 41693 FALSE n.a.
2 Impurity A 14.643 5992314 23.96 0.90 21607 FALSE 1.64
3 Ramipril 16.113 654.499 2.62 1.05 25939 FALSE 3.68
4 Impurity D 23913 18064.532 72.22 1.07 16860 FALSE 13.72
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Chromeleon 7.2.4.8525

HPLC-67_17-Nov-18_Al/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablet
50 % Level 1

13

Unknown

30.00 L

RA4
QbD/LC/COL/128
QbD-INST-HPLC-67
18-11-2018 02:43:54

Swaraj Jadhav

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18 Al.seq

Batch No. :-
AR. No. :-
Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-

Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 19-11-2018 19:53:16

Experiment Name:-

Wavelength:-

N/A

D2404181993
HPLC-67_Ramithiazide Tablet_RS_M
Gauri Rane

14-11-2018 16:46:54

Ramithiazide Tablets_RS_PR

Linearity
210. nm

oD % HPLC-67_17-Nov-18 Al 50 % Level 1 #13 UV_VIS_1 WVL:210 nm
REk e | B
1,50,000
S
EY ] &
o 1,00,000 &
o] | \o NS
] S )
o oi\ o®
2 «* Qe
O "~ I
& ] AR
50,000 R R
| ! & &
\@Q *
e
4 |,\6-
04 _/\_ Y l/’\I | .
1 min
-20,000 ! - : , , —
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min % (EP/USP) (USP) (USPr)
1 Impurity E 14.083 520.246 125 0.98 43433 FALSE n.a.
2 Impurity A 14.643 10103.214 2421 0.90 21531 FALSE 1.67
3 Ramipril 16.113 1181.781 2.83 1.00 23402 FALSE 3.58
4 Impurity D 23.910 29918.477 g 1.07 16861 FALSE 13.47
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Chromeleon 7.2.4.8525

HPLC-67_17-Nov-18_A1/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Sample Name :-

Sample Number :-
Sample Type :-
Injection Volume :-

Vial Position :-

Column No. :-
Instrument ID., :-
Injection Date & Time :-
Analyst :-

Sequence Path :-

Ramithiazide Tablet
50 % Level 2

14

Unknown

30.00 uL

RA4
QbD/LC/COL/128
QbD-INST-HPLC-67
18-11-2018 03:15:07

Swaraj Jadhav

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18 Al .seq

Batch No. :-

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhay
Processing Method Last Updated On :- 19-11-2018 19:53:16

Experiment Name:-

Wavelength:-

N/A

D2404181993
HPLC-67_Ramithiazide Tablet_ RS M
Gauri Rane

14-11-2018 16:46:54

Ramithiazide Tablets_RS_PR

Linearity
210. nm

5 00 000, B HPLC-67_17-Nov-18_Al 50 % Level 2 #14 UV_VIS_1 WVL:210 nm
i | VAT
1,50,000 -
=
<r31 00,000 \}{s\o
© {\6 S
£ & "
2 o .
< bﬁ’b' <
50,000 - A &
4 ) @9
\@Q Q?
S \.(\
W
4 1 1
0 /’L '"’ T T T
min
-20,000 L . - ———— —, ——
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min %o (EP/USP) (USP) (USP)
1 Impurity E 14.083 514.168 123 0.98 42561 FALSE n.a.
2 Impurity A 14.640 10114.870 2427 091 21464 FALSE 1.65
3 Ramipril 16.117 1134.645 292 1.00 25603 FALSE 3.68 ¢
4 Impurity D 23.907 29912.041 7177 1.07 16780 FALSE 13.65
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Chromeleon 7.2.4.8525

HPLC-67_17-Nov-18_A1/Sys_suit.(USP)

2. :.- - r:ig!

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-

Sample Name :- 50 % Level 3

Sample Number :- 15

Sample Type :- Unknown
Injection Volume :- 30.00 pl

Vial Position :- RA4

Column No. :- QbD/LC/COL/128

Instrument ID. :-
18-11-2018 03:46:

Swaraj Jadhav

Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablet

QbD-INST-HPLC-67

Batch No. :-

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

Processing Method Last Updated By :-
Processing Method Last Updated On :- 19-11-2018 19:53:16

19 Experiment Name:-

Wavelength:-

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18 Al .5eq

N/A

02404181993
HPLC-67_Ramithiazide Tablet RS_M
Gauri Rane

14-11-2018 16:46:54

Ramithiazide Tablets_RS_ PR

Swaraj A. Jadhav

Linearity
210. nm

o B0 2 HPLC-67_17-Nov-18_A1l 50 % Level 3 #15 UV_VIS_1 WVL:210 nm
L ]| vAU
1,50,000 -
=)
A 3
¢ 1,00,000 1 &
o) ] \d &
@ i\d Q'b
£ 3> >
] « o
Qa S |
< 1 J’h <
50,000 - N &
] R é\Q
« @
A u’:\
o
4 1 [
o /L {4 1/\' .
j min
-20,000
T T T T T r T L 5e |
0.0 50 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min % (EP/USP) (USP) (USP)
| Impurity E 14.087 520.090 1:25 0.95 42856 FALSE n.a.
2 Impurity A 14.640 10104.716 2424 091 21477 FALSE 1.65
3 Ramipril 16.117 1139.525 2.73 1.00 25014 FALSE 3.66
4 Impurity D 23.903 29917.663 71.78 1.07 16688 FALSE 13:57
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Chromeleon 7.2.4.8525

HPLC-67_17-Nov-18_

Al/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID., :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablet
80 % Level 1

16

Unknown

30.00 L

RA3
QbD/LC/COL/128
QbD-INST-HPLC-67
18-11-2018 04:17:32

Swaraj Jadhav

Batch No, :-
AR. No. :-
Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-

Processing Method :-

N/A
D2404181993

HPLC-67_Ramithiazide Tablet RS M

Gauri Rane
14-11-2018 16:46:54

Ramithiazide Tablets_RS_PR

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 19-11-2018 19:53:16

Experiment Name:-

Wavelength:-

Linearity
210. nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 _17-Nov-18 Al .seq

2 00.000 7 HPLC-67_17-Nov-18 Al 80 % Level 1 #16 UV_VIS_1 WVL:210 nm
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j min
-20,000 I T T T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min Y% (EP/USP) (USP) (USP)
1 Impurity E 14.087 836.407 1.27 0.97 40264 FALSE n.a.
2 Impurity A 14.640 15989.488 24.22 0.92 21544 FALSE 1.63
3 Ramipril 16.117 1918.400 291 1.01 25068 FALSE 3.66
4 Impurity D 23.897 47276.501 71.61 1.08 16693 FALSE 13.57

Swaraj Jadhav

Page No. 19 of 34 Printed Time 19-Nov-2018 19:56 Electronically signed document

Satish Dodtale



Chromeleon 7.2.4.8525 HPLC-67_17-Nov-18_A1/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Qstte by Ewily
Product Name :- Ramithiazide Tablet Batch No. :- N/A
Sample Name :- 80 % Level 2 AR. No. :- D2404181993
Sample Number :- 17 Instrument Method :- HPLC-67_Ramithiazide Tablet RS M
Sample Type :- Unknown Instrument Method Created By :- Gauri Rane
Injection Volume :- 30.00 pL Instrument Method Created On :- 14-11-2018 16:46:54
Vial Position :- RAS Processing Method :- Ramithiazide Tablets_RS_PR
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-67 Processing Method Last Updated On :- 19-11-2018 19:53:16
Injection Date & Time :- 18-11-2018 04:48:45 Experiment Name:- Linearity
Analyst :- Swaraj Jadhav Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_17-Nov-18_Al seq
5 601000 % HPLC-67 17-Nov-18_Al 80 % Level 2 #17 UV_VIS_1 WVL:210 nm
w AT
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] min
-20'000 I ¥ ¥ T T T : T T T T T T T T T T T T T ¥ T T T T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min Y% (EP/USP) (USP) (USP)
1 Impurity E 14.083 839.639 1.27 0.98 41661 FALSE n.a.
2 Impurity A 14.633 15988.949 24.25 0.92 21412 FALSE 1.63
3 Ramipril 16.110 1890.667 2.87 1.00 24570 FALSE 3.64
4 Impurity D 23.893 47211.271 71.61 1.08 16633 FALSE 13.51
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Chromeleon 7.2.4.8525

HPLC-67_17-Nov-18_A1/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :- Ramithiazide Tablet Batch No. :- N/A
Sample Name :- 80 % Level 3 AR. No. :- D2404181993
Sample Number :- 18 Instrument Method :- HPLC-67_Ramithiazide Tablet_RS_M
Sample Type :- Unknown Instrument Method Created By :- Gauri Rane
Injection Volume :- 30.00 uL Instrument Method Created On :- 14-11-2018 16:46:54
Vial Position :- RAS Processing Method :- Ramithiazide Tablets_RS PR
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-67 Processing Method Last Updated On :- 19-11-2018 19:53:16
Injection Date & Time :- 18-11-2018 05:19:58 Experiment Name:- Linearity
Analyst :- Swaraj Jadhav Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_17-Nov-18_Al.seq
500 000 B HPLC-67_17-Nov-18_Al 80 % Level 3 #18 UV_VIS 1 WVL:210 nm
B ]| bAU
1,50,000 S (\60
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o 1,00,000 &
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0+ Y '/\I L |
1 min
-20,000 JI T T T T T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min Yo (EP/USP) (USP) (USP)
1 Impurity E 14.083 838.133 1.27 0.96 41229 FALSE n.a.
2 Impurity A 14.637 15988.124 24.26 0.91 21465 FALSE 1.63
3 Ramipril 16.117 1912.607 2.90 0.99 24787 FALSE 3.66
4 Impurity D 23.893 47162.870 71.57 1.07 16537 FALSE 13.49
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Chromeleon 7.2.4.8525

HPLC-67_17-Nov-18_Al /Sys_suit.(USP)

Cwiign |

Q.alty by

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablet
100 % Level 1

19

Unknown

30.00 uL

RA6
QbD/LC/COL/128
QbD-INST-HPLC-67
18-11-2018 05:51:11

Swaraj Jadhav

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18 Al .seq

Batch No. :-

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 19-11-2018 19:53:16

Experiment Name:-

Wavelength:-

N/A

D2404181993
HPLC-67_Ramithiazide Tablet .RS_M
Gauri Rane

14-11-2018 16:46:54

Ramithiazide Tablets RS PR

Linearity
210. nm

2.00.000 - E{' HPLC-67_17-NOV-18_A] 100 % Level 1 #19 UV_VIS_1 WVL:210 nm
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J min
-20,000 ! . - , ——; T
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min % (EP/USP) (USP) (USP)
| Impurity E 14.083 1057.842 1.28 0.95 41071 FALSE na.
2 Impurity A 14.637 20077.899 2435 0.91 21234 FALSE 1.63
3 Ramipril 16.113 2407.134 292 1.00 24679 FALSE 3.64
4 Impurity D 23.887 58928.184 71.45 1.07 16542 FALSE 13.48 .
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Chromeleon 7.2.4.8525

HPLC-67_17-Nov-18_A1/Sys_suit (USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No, :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablet
100 % Level 2

20

Unknown

30.00 pL

RA6
QbD/LC/COL/128
QbD-INST-HPLC-67
18-11-2018 06:22:23
Swaraj Jadhav

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18 Al .seq

Batch No. :-

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 19-11-2018 19:53:16

Experiment Name:-

Wavelength:-

N/A

D2404181993
HPLC-67_Ramithiazide Tablet RS_M
Gauri Rane

14-11-2018 16:46:54

Ramithiazide Tablets_RS_PR

Linearity
210. nm

2 00,000 e HPLC-67_17-Nov-18_Al 100 % Level 2 #20 UV_VIS 1 WVL:210 nm
i J| uAU
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J min
-20'000 r T T ¥ T T T T T T T T T T ¥ T T T —1
0.0 5.0 10.0 15.0 20.0 250 30.0
Time [min]
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min uAU*min %o (EP/USP) (USP) (USP)
1 Impurity E 14.080 1049.836 1524 0.94 40620 FALSE n.a.
2 Impurity A 14.630 20061.336 2433 0.92 21385 FALSE 1.62
3 Ramipril 16.103 2366.662 2.87 1.01 24730 FALSE 3.64
4 Impurity D 23.877 58983.775 71:53 1.08 16368 FALSE 13.45
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Chromeleon 7.2.4.8525 HPLC-67_17-Nov-18_A1/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Product Name :- Ramithiazide Tablet Batch No. :- N/A
Sample Name :- 100 % Level 3 AR. No. :- D2404181993
Sample Number :- 21 Instrument Method :- HPLC-67_Ramithiazide Tablet RS M
Sample Type :- Unknown Instrument Method Created By :- Gauri Rane
Injection Volume :- 30.00 uL Instrument Method Created On :- 14-11-2018 16:46:54
Vial Position :- RA6 Processing Method :- Ramithiazide Tablets RS_PR
Column No, :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-67 Processing Method Last Updated On :- 19-11-2018 19:53:16
Injection Date & Time :- 18-11-2018 06:53:36 Experiment Name:- Linearity
Analyst :- Swaraj Jadhav Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18 Al .seq
'72 00,000 7 HPLC-67_17-Nov-18_A1l 100 % Level 3 #21 UV_VIS_1 WVL:210 nm
g HAU
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04 Q L T
j min
-20‘000 r T T T T T T T T T T T T T T T T T T T T T T T T T T T T T 1]
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min %o (EP/USP) (USP) (USP)
1 Impurity E 14.080 1045242 1.27 0.94 41050 FALSE n.a,
2 Impurity A 14.630 20019.508 24.30 0.92 21271 FALSE 1.62
3 Ramipril 16.107 2376.389 2.88 0.99 24197 FALSE 3.62
4 Impurity D 23.880 58930.123 71.54 1.07 16254 FALSE 13.36
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Chromeleon 7.2.4.8525

HPLC-67_17-Nov-18_A1/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablet
120 % Level 1

22

Unknown

30.00 pL

RA7
QbD/LC/COL/128
QbD-INST-HPLC-67
18-11-2018 07:24:54
Swaraj Jadhav

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18 Al .seq

Batch No. :-

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 19-11-2018 19:53:16

Experiment Name:-

Wavelength:-

N/A
D2404181993
HPLC-67_Ramithiazide Tablet_RS_M
Gauri Rane

14-11-2018 16:46:54
Ramithiazide Tablets RS PR

Linearity
210. nm

2.00.000 g HPLC-67_17-Nov-18_Al 120 % Level 1 #22 UV_VIS_1 WVL:210 nm—‘
]| AU & 60
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i 1 >
§ 1,00,000 A
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2
<
50,000 4
04 T
1 min
-20'000 Jl T T T T T LT
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min Y (EP/USP) (USP) (USP)
1 Impurity E 14.073 1268.187 1.28 0.98 40386 FALSE n.a.
2 Impurity A 14.627 23979.960 2422 0.92 21083 FALSE 1.62
3 Ramipril 16.103 2883.472 291 0.99 23722 FALSE 3.60
4 Impurity D 23.873 70886.768 71.59 1.07 16152 FALSE 13.29
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Chromeleon 7.2.4.8525 HPLC-67_17-Nov-18_A1/Sys_suit.(USP'

@il | QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
@.alty by Cesign |
Product Name :- Ramithiazide Tablet Batch No. :- N/A
Sample Name :- 120 % Level 2 AR. No. :- D2404181993
Sample Number :- 23 Instrument Method :- HPLC-67_Ramithiazide Tablet RS_M
Sample Type :- Unknown Instrument Mcthod Created By :- Gauri Rane
Injection Volume :- 30.00 pL Instrument Method Created On :- 14-11-2018 16:46:54
Vial Position :- RA7 Processing Method :- Ramithiazide Tablets_RS_PR
Column No, :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-67 Processing Method Last Updated On :- 19-11-2018 19:53:16
Injection Date & Time :- 18-11-2018 07:56:06 Experiment Name:- Linearity
Analyst :- Swaraj Jadhay Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18 Al.seq
2.00.000 ] HPLC-67 17-Nov-18_Al 120 % Level 2 #23 UV_VIS_1 WVL:210 nm
0 {| AU \4
é\d
«
Cal
1,50,000 - - >
~:.¢\
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— ’\\
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3 ] K4
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e J
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04 T T ' T
1 min
-20‘000 - r T T T T T T T T T T T T T T T T T T T T T T T T u T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min Yo (EP/USP) (USP) (USP)
1 Impurity E 14.070 1273.170 1.29 0.98 39803 FALSE n.a.
2 Impurity A 14.627 23997.252 2423 0.92 21042 FALSE 1.62
3 Ramipril 16.100 2871.566 2.90 1.01 23711 FALSE 3.59
4 Impurity D 23.863 70900.499 71.59 1.07 16194 FALSE 13.29
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Chromeleon 7.2.4.8525 HPLC-67_17-Nov-18_A1/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
e by Eaiigy
Product Name :- Ramithiazide Tablet Batch No. :- N/A
Sample Name :- 120 % Level 3 AR. No. :- D2404181993
Sample Number :- 24 Instrument Method :- HPLC-67_Ramithiazide Tablet RS M
Sample Type :- Unknown Instrument Method Created By :- Gauri Rane
Injection Volume :- 30.00 puL Instrument Method Created On :- 14-11-2018 16:46:54
Vial Position :- RA7 Processing Method :- Ramithiazide Tablets RS PR
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-67 Processing Method Last Updated On :- 19-11-2018 19:53:16
Injection Date & Time :- 18-11-2018 08:27:24 Experiment Name:- Linearity
Analyst :- Swaraj Jadhav Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPL.C-67 17-Nov-18 Al .5€q
2 00.000 % HPLC-67_17-Nov-18_Al 120 % Level 3 #24 UV_VIS_1 WVL:210 nm
1| pAU @\o
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-20,000 J T T T T T T o T T T ¥ v T T T T T T T ¥ T T T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min PAU*min %o (EP/USP) (USP) (USP)
1 Impurity E 14.073 1282.744 1.29 0.96 39520 FALSE n.a.
2 Impurity A 14.633 24010.189 2423 0.92 20930 FALSE 1.63
3 Ramipril 16.107 2842.489 2.87 1.01 23509 FALSE 3.57
4 Impurity D 23.857 70967.075 71.61 1.08 16049 FALSE 13.21
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Chromeleon 7.2.4.8525

HPLC-67_17-Nov-18_A1/Sys_suit.(USP)

O bD J QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Qalty by Cesigy
Product Name :- Ramithiazide Tablet Batch No. :- N/A
Sample Name :- 150 % Level 1 AR. No. :- D2404181993
Sample Number :- 25 Instrument Method :- HPLC-67_Ramithiazide Tablet RS
Sample Type :- Unknown Instrument Mcthod Created By :- Gauri Rane
Injection Volume :- 30.00 L. Instrument Method Created On :- 14-11-2018 16:46:54
Vial Position :- RAS8 Processing Method :- Ramithiazide Tablets_RS_PR
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-67 Processing Method Last Updated On :- 19-11-2018 19:53-16
lnject_iun Date & Time :- 18-11-2018 08:58:36 Experiment Name:- Linearity
Analyst :- Swaraj Jadhav Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18§ Al.seq
= i 2 - o, .
2.00,000 -2 HPLC-67 _17-Nov-18_Al 150 % Level 1 #25 UV_VIS_1 WVL:210 nm
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-20,000 | : . —_—
0.0 5.0 10.0 15.0 20.0 25.0 30.0
L Time [min] b
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min HAU*min Y (EP/USP) (USP) (USP)
1 Impurity E 14.070 1608.814 1.29 0.96 39748 FALSE n.a.
2 Impurity A 14.630 30264.148 24.34 0.93 20936 FALSE 1.63
3 Ramipril 16.107 3632.981 292 1.01 23028 FALSE 3.56 .
4 Impurity D 23.847 88810.638 71.44 1.07 15935 FALSE 13.12
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Chromeleon 7.2.4.8525 HPLC-67_17-Nov-18_Al1/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Product Name :- Ramithiazide Tablet Batch No. :- N/A
Sample Name :- 150 % Level 2 AR. No. :- D2404181993
Sample Number :- 26 Instrument Method :- HPLC-67_Ramithiazide Tablet RS M
Sample Type :- Unknown Instrument Method Created By :- Gauri Rane
Injection Volume :- 30.00 pL Instrument Method Created On :- 14-11-2018 16:46:54
Vial Position :- RA8 Processing Method :- Ramithiazide Tablets_RS_PR
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
Instrument ID. :- QbD-INST-HPLC-67 Processing Method Last Updated On :- 19-11-2018 19:53:16
Injection Date & Time :- 18-11-2018 09:29:49 Experiment Name:- Linearity
Analyst :- Swaraj Jadhav Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18 Al.seq
54 oo . 7 HPLC-67_17-Nov-18 Al 150 % Level 2 #26 UV_VIS 1 WVL:210 nm
R [T YE )
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0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min HAU*min % (EP/USP) (USP) (USP)
1 Impurity E 14.067 1620.526 1.30 0.95 39147 FALSE n.a.
2 Impurity A 14.627 30290.129 2433 0.93 20698 FALSE 1.62
3 Ramipril 16.103 3593.575 2.89 1.01 22980 FALSE 3155
4 Impurity D 23.837 89011.311 71.49 1.07 15817 FALSE 13.07
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Chromeleon 7.2.4.8525

HPLC-67_17-Nov-18_Al/Sys_suit.(USP'

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID., :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablet
150 % Level 3

27

Unknown

30.00 puL

RAS
QbD/LC/COL/128
QbD-INST-HPLC-67
18-11-2018 10:01:02
Swaraj Jadhay

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18 Al.seq

Batch No. :- N/A

AR. No. :- D2404181993

Instrument Method :- HPLC-67_Ramithiazide Tablet RS M
Instrument Method Created By :- Gauri Rane

Instrument Method Created On :- 14-11-2018 16:46:54

Processing Method :- Ramithiazide Tablets RS _PR

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 19-11-2018 19:53:16
Experiment Name:- Linearity
Wavelength:- 210. nm

2 00,000 - B HPLC-67_17-Nov-18 Al 150 % Level 3 #27 UV_VIS 1 WVL:210 nm
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-20,000 1 - , e e e e
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min] b
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min Yo (EP/USP) (USP) (USP)
I Impurity E 14.063 1617.725 1.30 0.96 39532 FALSE n.a.
2 Impurity A 14.623 30300.255 2434 0.93 20701 FALSE 1.62
3 Ramipril 16.100 3596.265 2.89 1.01 23142 FALSE 3.56
4 Impurity D 23.823 88948.005 71.47 1.08 15774 FALSE 13.07
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Chromeleon 7.2.4.8525 HPLC-67_17-Nov-18_A1/Sys_suit.(USP)

e ‘ QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
_.-:n.- Ceiig
Product Name :- Ramithiazide Tablet Batch No. :- N/A
Sample Name :- Blank Solution AR. No. :- D2404181993
Sample Number :- 28 Instrument Method :- HPLC-67_Ramithiazide Tablet_RS_M
Sample Type :- Unknown Instrument Method Created By :- Gauri Rane
Injection Volume :- 30.00 pL Instrument Method Created On :- 14-11-2018 16:46:54
Vial Position :- RAL Processing Method :- Ramithiazide Tablets_RS_PR
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A, Jadhav
Instrument ID. :- QbD-INST-HPLC-67 Processing Method Last Updated On :- 19-11-2018 19:53:16
Injection Date & Time :- 18-11-2018 10:32:19 Experiment Name:- Linearity
Analyst :- Swaraj Jadhav Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_17-Nov-18 Al seq
e e HPLC-67_17-Nov-18_Al Blank Solution #28 UV_VIS_1 WVL:210 nm
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QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-
Injection Date & Time :-
Analyst :-
Sequence Path :-

Ramithiazide Tablet

Bracketing Standard Solution

29

Unknown

30.00 pL

RA2
QbD/LC/COL/128
QbD-INST-HPLC-67
18-11-2018 11:03:37
Swaraj Jadhav

Batch No. :-

AR. No. :-

Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-
Processing Method :-

N/A
D2404181993

HPLC-67_Ramithiazide Tablet RS M

Gauri Rane
14-11-2018 16:46:54

Ramithiazide Tablets_RS_PR

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 19-11-2018 19:53:16

Experiment Name:-
Wavelength:-

Linearity
210. nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-1 8 Al.seq

7 HPLC-67_17-Nov-18_Al

Bracketing Standard Solution #29

UV_VIS_1 WVL:210 nm
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Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min %o (EP/USP) (USP) (USP).
1 Hydrochlorothiazid 5.187 4340.357 67.67 1.12 4970 FALSE n.a.
2 Ramipril 16.087 2074.057 32.33 1.02 22079 FALSE 29.97
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QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-

Injection Date & Time :-

Analyst :-
Sequence Path :-

Wash method created
Wash

30

Unknown

30.00 pL.

RA1
QbD/LC/COL/128
QbD-INST-HPLC-67
18-11-2018 11:38:45

Swaraj Jadhav

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18 Al.seq

Batch No. :-
AR. No. :-
Instrument Method :-

Instrument Method Created By :-
Instrument Method Created On :-

Processing Method :-

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 19-11-2018 19:53:16

Experiment Name:-

Wavelength:-

N/A

N/A

Wash method _HPLC 67 New
Satish R Dodtale

11-11-2017 19:41:38
Ramithiazide Tablets_ RS_PR

Linearity
210. nm

Channel UV_VIS_1 is not available for injection #30 - Wash.
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Analyst :-

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-
Column No. :-
Instrument ID. :-
Injection Date & Time :-

Sequence Path :-

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Shut method Batch No. :- N/A
Shut AR. No. :- N/A
31 Instrument Method :- Shut method HPLC 67_New-1
Unknown Instrument Method Created By :- Santosh K Padmere
30.00 pL Instrument Method Created On :- 09-11-2017 20:07:07
RAl Processing Method :- Ramithiazide Tablets_RS_PR
QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
QbD-INST-HPLC-67 Processing Method Last Updated On :- 19-11-2018 19:53:16
18-11-2018 12:44:02 Experiment Name:- Linearity
Swaraj Jadhay Wavelength:- 210. nm
Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 17-Nov-18_Al.seq

Channel UV_VIS_1 is not available for injection #31 - Shut.

Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min n.a. %Yo (EP/USP) (USP) (USP)
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