RAW DATA OF

(SPECIFICITY)




Quality by Dasign

QbD Research & Development Lab. Pvt. Ltd.

RELATED SUBSTANCE VALIDATION

14-Nov-18

\6-

Product Name: Ramitl Tablets Analysis Date:
Label claim (mg): 10 mg And 25 mg
AR No: D2404181193
Batch No.: GP180301
Parameter: Specificity
LNB No./ Page No. 697/106
Preparation of standard solution for W ] &
C A RN ‘eight of standard (mg) Diluted (mL) Concentration (ppm) Purity (As is Basis)
25.19 250
2.0 100.0 202 99.64
2.0 20.0
Ramipril
No. Retention Time Peak Area Time Area of Bkt Standard
1 16.123 2191679 16.117 2170.303
2 16.113 2225651
3 16.110 2208.984
4 16.113 2185.436
5 16.117 2181.993
6 16.117 2165.894
Average 16.116 2193.273 16.116 2189.991
SD 0.0045 21.1470 0.0042 21.1669
%RSD 0.03 0.96 0.03 0.97
[ System Suitability |
| %RSD of Area 0.96 [ NMT 5.0% |
xreparation of standard golwtion R Weight of standard (mg) Diluted (mL) | Concentration (ppm) |  Purity (As is Basis)
25.74 25.0
2.5 100.0 257 99.24
20 200
__Hydrochlorothiazide
Injection No. Retention Time Peak Area Retention Time Area of Bkt Standard
1 5.140 4377810 5.163 4273.060
2 5.147 4276.994
3 5.147 4333.180
4 5143 4271.156
5 5.147 4370513
6 5.147 4271.229
Average 5.145 4316.814 5.148 4310.563
sD 0.0030 50.2399 0.0073 48.7530
%RSD 0.06 116 0.14 113
[ System y
[ %RSD of Area I 1.16 I NMT 5.0% ]
Sample RT (Individual impurity) RT (As such Sample)| RT (Spiked Sample)
Blank Solution ND ND ND
Hyvdrochlorothiazide 5140 5.250 5.133
Ramipril Impurity £ 14.063 14.067 14.057
Ramipril Impurity A 14.640 ND 14.647
Ramipril 16.123 15977 15980
Ramipril Impurity D 23 887 23.870 23847
Done by: #’ ,.‘g Checked by:
Date: pd\) Date:

G

[&-~eovH g




BEN-F)

BU llun&l—xwfwmw

JUAWINDO(] PAUSIS A[[BIIUONID[Y

266l 8\ P ab T LN WY IO PLUILSW @o\\ 8\ 0¥y Tl - ON BV 30399

O1:LT 810T-AON-p! SWIL pajuiid [ Jo | 'ON 93ed

20
m/\q%% -

)
7027_ 3
23 .\%

8z1M109/271/as0 WIN £6618L10rZ0 Hd TSy SIRIgEL BpIZRIGIWEMAN 29 OTdH PoLiBW In eu sipl ivd | 000 umoUB LN nuys| oz
821/100/27/090 ¥IN £6618L70r2a 4™ Su SIoIdEL SPeIILEAN /9 DTdH  Poujaw use 'Y aip| vy | 0008 umouNun uysem| 64
82110210790 WIN £6618170720 4"y SIeldeL SPIZEINWER JeIaE L SPIZEIILEY /S ey alpi ~Zvd | 0008 umOUsUN uonniog pIepuElS Mg | 8l
8ZLI0D VAT WIN £6618170¥20 47 SHSIeIqEL epizeIyIWER T18|qe ] SpIZeIuIWEY L9, eu aIpl /ivd | 000 umowyun uonnjog Yuelg | L
az1/M102/071ag0 VIN £6648470rZd d”SY SIBIgRL SpIZRIUNWERY 18Iq8 L SpIZBIUILEY /9] BU spl  |-8vd | 000E umoLsun [ndu| im peids) uonnjog ajdwes | 91
821/102/27/Q90 WIN £6618L¥0rZ0 7S SIe|qe L BPIZEILILER 188 L SPIZEIYHWEY /9, 'U 8Pl |/ lvd | 000 umousUn uonnjog uelg | Gi
821/102/27/Q90 L0€081LdD £6618170¥2a dTSYTSIBIge L BpIZRIGIWE R 18|qe L SPIZBIIWEY /9] eu apl 7 Lvd | 000E umouun (yong sy) vonnjog sjdwes | pi
82L109/07a9D WIN £6618170v20 47 SYTSIBIgEL SPIZEILIWER 1910B L SPIZRIIWEY /9] Bu epl | Lvd | 0008 UmMOUSUN uonnios yuelg | €L
' 82L100/071/090 Z54-820-dS £6618170v20 4dTSY SIelgRL epIzellweY 1Blqe] SpIZEILILEY /9] L0 epl |, 9vd | 000E umouun | Uonnjog Uoneaynuap! g Alundwi |z
8z1M109/271/a90 ¥80-220-dS £6618L¥0rZ0 4TS SIeIqeL SpIZRIIWE R T1BIqe | SpIZBIYNLEY  LO] 'U el |.5vd | 0008 UMOUYUN | uonnjog uoneaynuapl 3 Awndul | L1
821/100/07/090 ¥9L-£20dS £6618170¥20 H4d~SY SISIgEL SpIZRIUjWER T18|q8 | SpIZEILEY /9 'u apl |, vvd | 000 UMOLBUN | UOYN|OS UonEauspl Y Aundwl | 0L
' 821109/97/a90 WIN €66181 70720 d7 Sy S19Ige L BpIZEILIWELY 19|08 L SPIZRIIWEY /9] eu apl | ~evd | 000E umoLun uonnjog ogedeld | 6
8zLM02DYa90 WIN £6618170v20 d™SHSIelde L BPIZEILILIER JRIqEL SPIZEIILEY 9] 'U aipl “Ivd | 000 UmMOUUN uonnios yuelg | 8
|821109/01/090 VIN €661810rZ0 Hd Sy sIelgeL spIZRIyIWE T18|qe | BpIZBIUNWEY /O] eu aipl <Zvd | 0008 UmMoUUN 9 uonn|og plepuels | L
821/102/0/090 IN £6618170rZd 4dTSYTSIBIgeL SpIZRIUNIWEY T1BIq. | SPIZBIUNEY /9| 'U apl |, Zvd | 000E umMOLB{UN G UORNIOS PIEPUEIS | 9
821102/27/a90 WIN £66181Ly0rZ0d Hd~SYSie|ge L epiZeIL)IWeR 18|08 L SPIZBILHWEY /S BU 8ip| Zvd | 000E umoL{un { uonnios piepuBlS | §
8Z1M02/37/A90 WIN £6618+707Z0 HdTSYTSISIGEL SpIZEIYIWER 1e|qE L SPIZEIIWEY /O] eu aIpl Zvd | 000E umouun € UoN|og PiEpUBIS | 1
2ZL0NDAID WIN €6618170v20 HdSHTSIB|ge | SPIZEIUNIWER 1319R L SPIZBILIWEY /9] 'Y alpl ‘Tvd | 0008 UmMOUNUN Z uonnjog piepuEis | €
[921100/01000 VIN £6618170¥Z0 4d Sy sIeIgeL SpIZRIIWE T12|qE | BpIZBILIWEY L9] eu aipl vy | 000€ umoUNUn L uopnjog piepuBlg | Z
82110, 1" 1/a90 vIN £66181r70F2d 47Su SIoIgRL SpIZeIy, Lo 1eIge L SPIZEIUNWEY Lo 'u aip} Ivd | 000% mouun uohnjog Juelg | L
ecs - I "oN aL adfL N
ON NWN102 ON"HOLVE ON" ¥V 1oAeT | powaiy Buissasold poulaly Juawnysul awy) uonaelu| smels [eIn | awnjop uopoaly aweN uonaful fu)
bosy g 1-AON-F1 £9-) TdH\S2OURISANS PAIR[AYI[(E ], APIZEIY)IWEH\DIEIY)[ESH ILIDUID\UONEPIBA POYRIA : e 2duanbag|
STO1LI 810T-11-¥1 uQ parepdp) isery ‘bag LTIS91 810Z-11-b1 : UQ pareas) “bag 8107 490 1 )neA BjEQ
aeypef "y feremg : kg paepdp) ise 'bag Arype[ 'y [elemg &g pawad) ‘bag V SI-AON-¥1 L9-DT1dH : dwey dauanbag
L9-DTdH-LSNI-A90 : ([ Judwnasuy
LEptag &y A e
‘aLT "LAd VT INTWJOTIATA ANV HOUVASIH A90

aouanbag/ A S Woday aunmoy

CTEY YL uodpWOIYY



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 Tabiet_RS_Met

QbD_2018

chrom://qbdser03/QbD_2018/Method Validation/Generic
Healthcare/Ramithiazide Tablet/Related Substances/HPLC-67_14-
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 qbd-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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Printed by Swaraj Jadhav
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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

AR
A

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

PumpModule.Pump.%C.Equate
PumpModule.Pump.%D.Equate
PumpModule.Pump.Pressure.LowerLimit
rumpModule.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]
ColumnQven. Temperature. UpperLimit 80.0 [°C]
ColumnOQven.EquilibrationTime 0.5 [min]
ColumnQven.ReadyTempDelta 1.0 [°C]
ColumnOven.Column_A ActiveColumn No
ColumnQOven.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 [p1]
“ampler.SampleHeight 2.000 [mm]
Sampler.WasteSpeed 32.000 [pl/s]
Sampler.DispenseDelay 0.000 [s]
Sampler.DispSpeed 20.000 [ul/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. TempCtrl 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" ~

nof "
"o, D"

0 [bar]
600 [bar]

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

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

own

Page 2 of 4

Printed by Swaraj Jadhav

14-11-18 17:11
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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

éf i h\y\s

\krv

0.000

0.000

0.000

0.000

,7.000

9.000
£

L

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.AcgOn

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

~umpModule.Pump.Flow.Nominal

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

Page 3 of 4

210.0 [nm]
4 [nmj

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 [mU/min] ,
30.0 [%] -

0.0 [%]

0.0 [%]

5

1.000 [ml/min] ~
30.0 [%)] -

0.0 [%]

0.0 [%]

5

1.000 [mi/min] ,
50.0 [%] -

0.0 [%]

0.0 [%]

5

1.000 [ml/min] ~
50.0 [%] -
0.0 [%]

Script

Printed by Swaraj Jadhav
14-11-18 17:11
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Instrument Method: HPLC-67_Ramithiazide Tablet_RS_Met
Last Update Operator: Gauri Rane

Stop Run

End

_ 30.000

- 30.000

PumpModule.Pump.%D.Value
PumpModule.Pump.Curve

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

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

0.0 [%]
5

1.000 [ml/min] ©
30.0 [%] *

0.0 [%]

0.0 [%]

5

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_14-Nov-18_A/Sequence

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Instrument ID : QbD-INST-HPLC-67
Sequence Name : HPLC-67_14-Nov-18_A Seq. Created By : Swaraj A. Jadhav
Data Vault : QbD 2018 Seq. Created On : 14-11-2018 16:51:27
Sequence Path : Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_14-Nov-18_A seq
Inj Injection Name Injection Volume | Vial Status Injection Time Instrument Method Processing Method Level
No. Type L No.
1 {Blank Solution Unknown 30.00 RA1 Finished 14-11-2018 17:28:52 167_Ramithiazide Tablet_RRamithiazide Tablets_RS_P!
2 | Standard Solution 1 Unknown 30.00 RA2 Finished 14-11-2018 18:00:05 (67_Ramithiazide Tablet_Ramithiazide Tablets_RS_PR
3 | Standard Solution 2 Unknown 30.00 RA2 Finished 14-11-2018 18:31:23 }67_Ramithiazide Tablet_Ramithiazide Tablets_RS_PR
4 | Standard Solution 3 Unknown 30.00 RAZ2 Finished 14-11-2018 19:02:37 }67_Ramithiazide Tablet_Ramithiazide Tablets_RS_PR
5 | Standard Solution 4 Unknown 30.00 RA2 Finished 14-11-2018 19:33:50 {67_Ramithiazide Tablet_Ramithiazide Tablets_RS_PR
6 | Standard Solution 5 Unknown 30.00 RAZ Finished 14-11-2018 20:05:03 {67_Ramithiazide Tablet_Ramithiazide Tablets_RS_PR
7 | Standard Solution 6 Unknown 30.00 RA2 Finished 14-11-2018 20:36:16 167_Ramithiazide Tablet_Rlamithiazide Tablets_RS_PR
8 |{Blank Solution Unknown 30.00 RA1 Finished 14-11-2018 21:07:34 |67 _Ramithiazide Tablet_RRamithiazide Tablets_RS_P!|
9 | Placebo Solution Unknown 30.00 RA3 Finished 14-11-2018 21:38:52 {67 _Ramithiazide Tablet_RRamithiazide Tablets_RS_P
10 {Impurity A identification Solution | Unknown 30.00 RA4 Finished 14-11-2018 22:10:05 167_Ramithiazide Tablet_Ramithiazide Tablets_RS_PR
11 | Impurity E identification Solution | Unknown 30.00 RAS Finished 14-11-2018 22:41:18 (67_Ramithiazide Tablet_Ramithiazide Tablets_RS_PR
12 | Impurity D identification Solution | Unknown 30.00 RAB6 Finished 14-11-2018 23:12:31 {67_Ramithiazide Tablet_Rjamithiazide Tablets_RS_PR
13 |Blank Solution Unknown 30.00 RA1 Finished 14-11-2018 23:43:44 }67_Ramithiazide Tablet_RRamithiazide Tablets_RS_P!|
14 | Sample Solution (As Such) Unknown 30.00 RA7 Finished 15-11-2018 00:14:57 [67_Ramithiazide Tablet_RRamithiazide Tablets_RS_P
15 |Blank Solution Unknown 30.00 RA1 Finished 15-11-2018 00:46:11 67_Ramithiazide Tablet_RRamithiazide Tablets_RS_P
16 | Sample Solution (Spiked with Impu{ Unknown 30.00 RA8 Finished 15-11-2018 01:17:24 }67_Ramithiazide Tablet_RRamithiazide Tablets_RS_P
17 | Blank Solution Unknown 30.00 RA1 Finished 15-11-2018 01:48:37 {67_Ramithiazide Tablet_RRamithiazide Tablets_RS_P!
18 Bkt Standard Solution Unknown 30.00 RA2 Finished 15-11-2018 02:19:55 {67_Ramithiazide Tablet_Ramithiazide Tablets_RS_PR
19 {Wash Unknown 30.00 RA1 Finished 15-11-2018 02:54:58 fash method _HPLC 67_Ngamithiazide Tablets_RS_PR
20 |Shut Unknown 30.00 RA1 Finished 15-11-2018 04:00:12 jput method _HPLC 67_Newamithiazide Tablets_RS_PR

Swaraj Jadhav

Page No. 1 of 53 Printed Time 16-Nov-2018 18:58
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Chromeleon 7.2.4.8525 HPLC-67_14-Nov-18_A/Sequence

Seq. Last Updated By : Swaraj A. Jadhav
Seq. Last Updated On 16-11-2018 18:54:39
AR_NO BATCH_NO COLUMN_NO
D2404181993 N/A QbD/LC/COL/128
D2404181993 NIA QbD/LC/COL/128
D2404181993 N/A QbD/LC/COLI28
D2404181993 N/A QbDILC/COL/128
D2404181993 N/A QbD/LC/COL/28
D2404181993 NIA QbDILC/COLI128
D2404181993 N/A QbD/LC/COLI128
D2404181993 NIA QbD/LC/COL/28
D2404181993 N/A QbD/LCICOL/A28
D2404181993 SP-023-164 QbDILCICOLA28
D2404181993 SP-027-084 QbD/LC/COL/128
D2404181993 SP-028-152 QbD/LC/COL/128
D2404181993 N/A QbD/LC/COL/128
D2404181993 GP180301 QbD/LC/COLI128
D2404181993 N/A QbDILC/COL/128
D2404181993 N/A QbDILC/COLI28
D2404181993 NIA QbDILC/COL/128
D2404181993 NIA QbD/LC/COL/28
D2404181993 NIA QbD/LC/COL/128
D2404181993 N/A QbDILC/COL/28

E Referr AR N0 D2A0AIE1NA3 fnshead of AR NO:-D2404181983
‘gfo\y\g

n &N

Swaraj Jadhav Page No. 2 of 53 Printed Time 16-Nov-2018 18:58 Electronically Signed Document Satish Dodtale



Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Sys_suit.(USP)

Qoalty by Cwsige |

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

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

Ramithiazide Tablet
Blank Solution
1

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 L 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 :- 16-11-2018 18:54:59

Injection Date & Time :- 14-11-2018 17:28:52 Experiment Name:- Specificity
Analyst :- Swaraj Jadhav Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_14-Nov-18 A seq
1.50.000 % HPLC-67 14-Nov-18 A Blank Solution #1 UV_VIS_1 WVL:210 nm
1,40,000 | *AY
1,20,000
1,00,000
80,000
60,000
1 ¥
1 &
40,000 Qe\"
1 5
] 2
0]
j min
-15,000
—_———— e —
0.0 5.0 10.0 15.0 20.0 25.0 30.0
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min Y% (EP/USP) (USP) (USP)
1 Blank 12.130 29730.276 100.00 2.08 395 FALSE n.a.

Swaraj Jadhav

Page No. 3 of 53 Printed Time 16-Nov-2018 18:58 Electronically signed document Satish Dodtale



Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Peak Purity

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
Standard Solution 1
2

Unknown

30.00 pL

RA2
QbD/LC/COL/128
QbD-INST-HPLC-67
14-11-2018 18:00:05
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 R
Gauri Rane

14-11-2018 16:46:54
Ramithiazide Tablets_RS PRI

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 16-11-2018 18:54:59

Experiment Name:-
Wavelength:-

Specificity
210. nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 14-Nov-18_A seq

150000 2 HPLC-67_14-Nov-18_A Standard Solution 1 #2 UV VIS 1 WVL210 nm
140000 —
120000 -
100000 4
=y
E_' 80000
8
S ]
g 60000
@ 1 %\\'b
g | é\\o‘o
40000 - &°
FS) &S
A é‘;&‘
] s 2
20000 4 AL
- |\
AN
(o | KRR :
-15000 '
r T T v ¥ L) T T
0.0 50 10.0 15.0 20.0 25.0 3OI.O
Time [min]
Peak Peak Ret. Time Area Area Height Match Manipulated Peak Type
No. Name min BAU*min % pAU Factor
1 Hydrochlorothiazide 5.140 4377.810 66.64 24328 1000 FALSE BMB
2 Ramipril 16.123 2191.679 33.36 8174 ' 1000 FALSE BMB
Total 100.00

Swaraj Jadhav

Page No. 4 of 53 Printed Time 16-Nov-2018 18:58 Electronically signed document.
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Chromeleon 7.2.4.8525 HPLC-67_14-Nov-18_A/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Product Name :- Ramithiazide Tablet Batch No. :- N/A
Sample Name :- Standard Solution 1 AR. No. :- D2404181993
Sample Number :- 2 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_PR1
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 :- 16-11-2018 18:54:59
Injection Date & Time :- 14-11-2018 18:00:05 Experiment Name:- Specificity
Analyst :- Swaraj Jadhav Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_14-Nov-18_A seq
e 3 HPLC-67 14-Nov-18 A Standard Solution 1 #2 UV_VIS_1 WVL:210 nm
1,40,000 J| *AY
1,20,000
1,00,000
80,000
J ®
] &
60,000 - &
] P
4 b‘oﬁ &
40,000 - = &
} R q.,bé‘
] M i
1 i K
20,000 &
4 1
N\
0+ ~ ] . T
1 min
-15,000 - r ¥ r 2 v T v T T T T T T T T T Y Y 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
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min Yo (EP/USP) (USP) (USP)
1 Hydrochlorothiazid 5.140 4377.810 66.64 1.26 5529 FALSE il
2 Ramipril 16.123 2191.679 33.36 1.11 22827 FALSE 31.23

Swaraj Jadhav Page No. 5 of 53 Printed Time 16-Nov-2018 18:58 Electronically signed document Satish Dodtale



Chromeleon 7.2.4.8525 HPLC-67_14-Nov-18_A/Processing Method

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
ooty by Dwvign
Processing Method
Processing Method Name : Ramithiazide Tablets RS PR1
Processing Method Path : Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_14-Nov-18_A seq
Processing Method Created By : Swaraj A. Jadhav Processing Method Last Updated By :  Swaraj A, Jadhav
Processing Method Created On : 14-11-2018 16:59:55 Processing Method Last Updated On:  16-11-2018 18:54:59
Detection Alogrithm Chromeleon 6 Version 4
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 0.400 [min] Any All Channels
4.000 Minimum Width 0.000 [min] Any All Channels
11.000 Minimum Width 2.500 [min] Any All Channels
13.500 Minimum Width 0.000 [min] Any All Channels
16.000 Minimum Height 1600.000 [Signal ] Any All Channels
18.000 Minimum Height 0.000 [Signal] Any All Channels
Peak Table
No. Peak Name Ret. Time
1 Hydrochlorothiazide 5.140
2 Impurity E 14.063
3 Impurity A 14.640
4 Ramipril 16.123
5 Impurity D 23.887
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Sys_suit.(USP’

Qb

#¢ by Ceiign |

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Instrument ID. :-

Analyst :-

Injection Date & Time :-

QbD-INST-HPLC-67
14-11-2018 18:31:23

Swaraj Jadhav

Product Name :- Ramithiazide Tablet Batch No. :- N/A
Sample Name :- Standard Solution 2 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 uL Instrument Method Created On :- 14-11-2018 16:46:54

Vial Position :- RA2 Processing Method :- Ramithiazide Tablets_RS_PR1
Column No. :- QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A, Jadhav

Processing Method Last Updated On :- 16-11-2018 18:54:59

Experiment Name:-

Wavelength:-

Specificity
210. nm

Sequence Path :-

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 14-Nov-18 A.seq

1.50.000 ?’3 HPLC-67_14-Nov-18 A Standard Solution 2 #3 UV_VIS_1 WVL:210 nm
1.40,000 4| #AY
1,20,000
1,00,000 ]
80,000 4
] ,,;1>°°
5 G
60,000 éc'i‘”
1 &
(<)
] & &
40,000 - ‘\% &
] K o
e %' ‘b
4 1 \’\
20,000 o
1 1
] l/\
U-_ - T
] min
-15,000 - T T T T T T T v 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
¥ .
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min Yo (EP/USP) (USP) (USP)
1 Hydrochlorothiazid 5.147 4276.994 65.77 1.25 5545 FALSE n.a.
2 Ramipril 16.113 2225.651 34.23 1.14 22223 FALSE 30.94
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Chromeleon 7.2.4.8525 HPLC-67_14-Nov-18_A/Processing Method

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Processing Method
Processing Method Name : Ramithiazide Tablets RS_PR1
Processing Method Path : Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_14-Nov-18_A seq
Processing Method Created By : Swaraj A. Jadhav Processing Method Last Updated By :  Swaraj A. Jadhav
Processing Method Created On : 14-11-2018 16:59:55 Processing Method Last Updated On:  16-11-2018 18:54:59
Detection Alogrithm Chromeleon 6 Version 4
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 0.400 [min] Any All Channels
4.000 Minimum Width 0.000 [min] Any All Channels
11.000 Minimum Width 2.500 [min] Any All Channels
13.500 Minimum Width 0.000 [min] Any All Channels
16.000 Minimum Height 1600.000 [Signal] Any All Channels
18.000 Minimum Height 0.000 [Signal Any All Channels
Peak Table
No. Peak Name Ret. Time
1 Hydrochlorothiazide 5.140
2 Impurity E 14.063
3 Impurity A 14.640
4 Ramipril 16.123
5 Impurity D 23.887
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/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, :-

Ramithiazide Tablet
Standard Solution 3
4

Unknown

30.00 pL

RA2
QbD/LC/COL/128
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 :- Swaraj A. Jadhav
Processing Method Last Updated On :- 16-11-2018 18:54:59

N/A
D2404181993

HPLC-67_Ramithiazide Tablet RS_M

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

Ramithiazide Tablets_RS_PRI1

Injection Date & Time :- 14-11-2018 19:02:37 Experiment Name:- Specificity
Analyst :- Swaraj Jadhav Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 _14-Nov-18 A seq
SRt o0 7 HPLC-67 14-Nov-18_A Standard Solution 3 #4 UV_VIS_ 1 WVL:210 nm
1,40,000 4| PAY
1,20,000 -
1,00,000
80,000
] ®
] ,,5\'51}
60,000 - &
] O
&
& a
40,000 ,\Qﬂ &
] K q:&@
. 6' o
E I ,\\
20,000 - '
1 1
. A
o I§
] min
-15,000 - r T T T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min Yo (EP/USP) (USP) (USP)
1 Hydrochlorothiazidq 5.147 4333.180 66.23 1.26 5498 FALSE n.a.
Z Ramipril 16.110 2208.984 33.77 1.12 21841 FALSE 30.72
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Processing Method

bl

2-alty by Dwiian

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Processing Method

Processing Method Name :
Processing Method Path :
Processing Method Created By :
Processing Method Created On :

Ramithiazide Tablets_ RS_PR1

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_14-Nov-18_A seq
Processing Method Last Updated By :
Processing Method Last Updated On :

Swaraj A. Jadhav
14-11-2018 16:59:55

Swaraj A. Jadhav
16-11-2018 18:54:59

Detection Alogrithm Chromeleon 6 Version 4
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 0.400 [min] Any All Channels
4.000 Minimum Width 0.000 [min] Any All Channels
11.000 Minimum Width 2.500 [min] Any All Channels
13.500 Minimum Width 0.000 [min] Any All Channels
16.000 Minimum Height 1600.000 [Signal] Any All Channels
18.000 Minimum Height 0.000 [Signal] Any All Channels
Peak Table
No. Peak Name Ret. Time
1 Hydrochlorothiazide 5.140
2 Impurity E 14.063
3 Impurity A 14.640
4 Ramipril 16.123
5 Impurity D 23.887

Swaraj Jadhav
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/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
Standard Solution 4
5

Unknown

30.00 uL

RA2
QbD/LC/COL/128
QbD-INST-HPLC-67
14-11-2018 19:33:50
Swaraj Jadhav

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 :- 16-11-2018 18:54:59

Experiment Name:-

Wavelength:-

N/A
D2404181993

HPLC-67_Ramithiazide Tablet RS_M

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

Ramithiazide Tablets_RS_PR1

Specificity
210. nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substancest\HPLC-67 14-Nov-18 A seq

3 HPLC-67_14-Nov-18 A

Standard Solution 4 #5

UV_VIS_1 WVL:210 nm

1,50,000 -
1,40,000 | #AY
1,20,000
1,00,000
80,000 4
@
'\'5&
60,000 4 &
J )
&
1 &° X
40,000 5 ,@Q‘\
o Sl
4 I N
[N
20,000 o«
TAN
04— T I
] min
= 5'000 i T T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min Yo (EP/USP) (USP) (USP).
1 Hydrochlorothiazid 5.143 4271.156 66.15 1.28 5503 FALSE na.
2 Ramipril 16.113 2185.436 33.85 1.11 22364 FALSE 30.97
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Chromeleon 7.2.4.8525 HPLC-67_14-Nov-18_A/Processing Method

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

QbD|

2ality by Beiigr

Processing Method

Processing Method Name : Ramithiazide Tablets RS_PR1

Processing Method Path : Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_14-Nov-18_A seq

Processing Method Created By : Swaraj A. Jadhav Processing Method Last Updated By :  Swaraj A. Jadhav

Processing Method Created On : 14-11-2018 16:59:55 Processing Method Last Updated On :  16-11-2018 18:54:59
Detection Alogrithm Chromeleon 6 Version 4

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 0.400 [min] Any All Channels
4.000 Minimum Width 0.000 [min] Any All Channels
11.000 Minimum Width 2.500 [min] Any All Channels
13.500 Minimum Width 0.000 [min] Any All Channels
16.000 Minimum Height 1600.000 [Signal] Any All Channels
18.000 Minimum Height 0.000 [Signal] Any All Channels
Peak Table
No. Peak Name Ret. Time
1 Hydrochlorothiazide 5.140
2 Impurity E 14.063
3 Impurity A 14.640
4 Ramipril 16.123
3 Impurity D 23.887
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18 A/Sys suit.(USP)

_al'ty by Ceiign

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Sample Number :-

Sequence Path :-

6

Instrument Method :-

Product Name :- Ramithiazide Tablet Batch No. :- N/A
Sample Name :- Standard Solution 5 AR. No. :- 02404181993

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 PRI
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 :- 16-11-2018 18:54:59
Injection Date & Time :- 14-11-2018 20:05:03 Experiment Name:- Specificity

Analyst :- Swaraj Jadhav Wavelength:- 210. nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 14-Nav-18 Aseq

1.50.000 - ‘% HPLC-67_14-Nov-18 A Standard Solution 5 #6 UV_VIS_1 WVL:210 nm
1,40,000 ]| HAY
1,20,000 1
1,00,000 4
80,000
j ®
| $'§>
60,000 4 «©
] e
&
] 5° i
40,000 - ‘\%‘\ {L_\\Qx\
] o &
i | '\’:\
20,000 5
i A\
04 1 | T
| min
-15,000 - r T T T T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min % (EP/USP) (USP) (USP)
1 Hydrochlorothiazid 5.147 4370.513 66.70 1.26 5419 FALSE n.a.
2 Ramipril 16.117 2181.993 33.30 1.10 21441 FALSE 30.48
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Processing Method

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Processing Method

Processing Method Name :
Processing Method Path :

Ramithiazide Tablets RS_PR1
Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_14-Nov-18_A seq

Processing Method Created By : Swaraj A. Jadhav Processing Method Last Updated By :  Swaraj A. Jadhav
Processing Method Created On : 14-11-2018 16:59:55 Processing Method Last Updated On:  16-11-2018 18:54:59
Detection Alogrithm Chromeleon 6 Version 4
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 0.400 [min] Any All Channels
4.000 Minimum Width 0.000 [min] Any All Channels
11.000 Minimum Width 2.500 [min] Any All Channels
13.500 Minimum Width 0.000 [min] Any All Channels
16.000 Minimum Height 1600.000 [Signal] Any All Channels
18.000 Minimum Height 0.000 [Signal] Any All Channels
Peak Table
No. Peak Name Ret. Time
1 Hydrochlorothiazide 5.140
2 Impurity E 14.063
3 Impurity A 14.640
4 Ramipril 16.123
5 Impurity D 23.887

Swaraj Jadhav
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Sys_suit.(USP

@l by Ewilgs

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

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

Ramithiazide Tablet
Standard Solution 6
7

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

Vial Position :- RA2 Processing Method :- Ramithiazide Tablets_RS_PR1
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 :- 16-11-2018 18:54:59
Injection Date & Time :- 14-11-2018 20:36:16 Experiment Name:- Specificity

Analyst :- Swaraj Jadhav Wavelength:- 210. nm

Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 14-Nov-18 A seq

1.50.000 % HPLC-67_14-Nov-18_A Standard Solution 6 #7 UV_VIS_1 WVL:210 nm
1,40,000 J| #AY
1,20,000 4
1,00,000 4
80,000 4
] o
4 o
60,000 - &
] )
] &
1 & &
40,000 - - &
] @ &
1 e <
] | \(\
20,000 A e
o-j Lol : l/\I
i min
-1 5'000 = 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 T 2l
0.0 50 10.0 15.0 20.0 25.0 30.0
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min % (EP/USP) (USP) (USP)
1 Hydrochlorothiazidg 5.147 4271.229 66.35 1.30 5342 FALSE n.a.
2 Ramipril 16.117 2165.894 33.65 1.14 21995 FALSE 30.63 :
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Chromeleon 7.2.4.8525 HPLC-67_14-Nov-18_A/Processing Method

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

al'ty by Bwmsign

Processing Method
Ramithiazide Tablets_RS_PR
Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HHPLC-67_14-Nov-18_A.seq
Processing Method Last Updated By :  Swaraj A. Jadhav
Processing Method Last Updated On:  16-11-2018 18:54:59

Processing Method Name :
Processing Method Path :
Processing Method Created By :
Processing Method Created On :

Swaraj A. Jadhav
14-11-2018 16:59:55

Detection Alogrithm Chromeleon 6 Version 5

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
5.000 Minimum Width 0.250 [min] Any All Channels
5.500 Minimum Width 0.000 [min] Any All Channels
11.000 Minimum Height 6000.000 [Signal] Any All Channels
13.000 Minimum Height 0.000 [Signal] Any All Channels
17.500 Minimum Height 1000.000 [Signal] Any All Channels
19.000 Minimum Height 0.000 [Signal] Any All Channels
Peak Table

No. Peak Name Ret. Time

1 Unknown 4.133

s Placebo 4617

3 Hydrochlorothiazide 5.140

4 Unknown 7.963

5 Placebo 11.197

6 Blank 12.130

7 Impurity E 14.063

8 Impurity A 14.640

9 Ramipril 16.123

10 Impurity D 23.887

Swaraj Jadhav
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Chromeleon 7.2.4.8525 HPLC-67_14-Nov-18_A/Processing Method

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Processing Method
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/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
Blank Solution

8

Unknown

30.00 uL

RAI
QbD/LC/COL/128
QbD-INST-HPLC-67
14-11-2018 21:07:34

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 :- 16-11-2018 18:54:59

Experiment Name:-
Wavelength:-

Specificity
210. nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 14-Nov-18 A.seq

150,000 & HPLC-67_14-Nov-18_A Blank Solution #8 UV_VIS_1 WVL210 nm
1,40,000 ]| AV
1,20,000
1,00,000
80,000 ]
60,000 4
40,000
20,000
04
i
-15,000 J! : , —_—— . m-
0.0 5.0 10.0 15.0 20.0 25.0 30.0
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No, Name min pAU*min % (EP/USP) (USP) (USP)

Swaraj Jadhav

Page No. 18 of 53 Printed Time 16-Nov-2018 18:58 Electronically signed document

Satish Dodtale



Chromeleon 7.2.4.8525 HPLC-67_14-Nov-18_A/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_14-Nov-18_A seq

Processing Method Created By : Swaraj A. Jadhav Processing Method Last Updated By :  Swaraj A. Jadhav

Processing Method Created On : 14-11-2018 16:59:55 Processing Method Last Updated On:  16-11-2018 18:34:59
Detection Alogrithm Chromeleon 6 Version 5

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
5.000 Minimum Width 0.250 [min] Any All Channels
5.500 Minimum Width 0.000 [min] Any All Channels
11.000 Minimum Height 6000.000 [Signal] Any All Channels
13.000 Minimum Height 0.000 [Signal] Any All Channels
17.500 Minimum Height 1000.000 [Signal] Any All Channels
19.000 Minimum Height 0.000 [Signal] Any All Channels
Peak Table

No. Peak Name Ret. Time

1 Unknown 4.133

2 Placebo 4617

3 Hydrochlorothiazide 5.140

4 Unknown 7.963

5 Placebo 11.197

6 Blank 12.130

7 Impurity E 14.063

8 Impurity A 14.640

9 Ramipril 16.123

10 Impurity D 23.887
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Chromeleon 7.2.4.8525 HPLC-67_14-Nov-18_A/Processing Method

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Processing Method
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Sys_suit.(USP

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

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

Ramithiazide Tablet
Placebo Solution
9

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 :- RA3 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 :- 16-11-2018 18:54:59

Injection Date & Time :- 14-11-2018 21:38:52 Experiment Name:- Specificity
Analyst :- Swaraj Jadhav Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 14-Nov-18 A.seq
1 50.000 . & HPLC-67_14-Nov-18_A Placebo Solution #9 UV_VIS_1 WVL:210 nm
1,40,000 ]| "AY
1,20,000
1,00,000
80,000
60,000 1
40,000 ] 0690
] Q\‘b
] G
20,000 1"\"\
04 ‘/J ﬂ(\
1 min
-15,000 - T T r T T T y T v T T T T T v T T T T J T Y T v v T J J T v =)
0.0 5.0 10.0 15.0 20.0 25.0 30.0
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min % (EP/USP) (USP) (USP)
1 Placebo 4.617 11684913 84.50 0.73 1067 FALSE n.a.
2 Placebo 11.197 2142.841 15.50 1.09 10778 FALSE 13.20
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Chromeleon 7.2.4.8525 HPLC-67_14-Nov-18_A/Processing Method

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

alty by Evit

Processing Method

Processing Method Name : Ramithiazide Tablets RS_PR1

Processing Method Path : Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_14-Nov-18_A seq

Processing Method Created By : Swaraj A. Jadhav Processing Method Last Updated By :  Swaraj A. Jadhav

Processing Method Created On : 14-11-2018 16:59:55 Processing Method Last Updated On :  16-11-2018 18:54:59
Detection Alogrithm Chromeleon 6 Version 4

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 0.400 [min] Any All Channels
4.000 Minimum Width 0.000 [min] Any All Channels
11.000 Minimum Width 2 500 [min] Any All Channels
13.500 Minimum Width 0.000 [min] Any All Channels
16.000 Minimum Height 1600.000 [Signal] Any All Channels
18.000 Minimum Height 0.000 [Signal] Any All Channels

Peak Table

No. Peak Name Ret. Time

1 Hydrochlorothiazide 5.140

2 Impurity E 14.063

3 Impurity A 14.640

4 Ramipril 16.123

5 Impurity D 23.887
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Chromeleon 7.2.4.8525 HPLC-67_14-Nov-18_A/Peak Purity

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Product Name :- Ramithiazide Tablet Batch No. :- SP-023-164
Sample Name :- Impurity A identification Solution AR. No. :- D2404181993
Sample Number :- 10 Instrument Method :- HPLC-67_Ramithiazide Tablet R
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 :- RA4 Processing Method :- Ramithiazide Tablets_ RS PRI
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 : 16-11-2018 18:54:59
Injection Date & Time :- 14-11-2018 22:10:05 Experiment Name:- Specificity
Analyst :- Swaraj Jadhav Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_14-Nov-18_A seq
150000 - ] HPLC-67_14-Nov-18_A Impurity A identification Solution #10 UV_VIS_1 WVL:210 nm
140000 4
120000
0000 ‘\dv-
QO
] ot
100000 o5
5 |
< 80000 -
3 J
= 1
= ]
2 60000
[=]
2 |
( <
40000 -
20000
04 N
'15°°0J.--..---..‘.-.....,........,
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
Peak Peak Ret. Time Area Area Height Match Manipulated Peak Type
No. Name min nAU*min Yo uAU Factor
1 Impurity A 14.640 22842.451 100.00 89291 1000 FALSE BMB
Total 100.00
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Chromeleon 7.2.4.8525 HPLC-67_14-Nov-18_A/Sys_suit.(USP’

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Product Name :- Ramithiazide Tablet Batch No. :- SP-023-164
Sample Name :- Impurity A identification Solution AR. No. :- D2404181993
Sample Number :- 10 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 :- RA4 Processing Method :- Ramithiazide Tablets_RS_PRI1
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 :- 16-11-2018 18:54:59
Injection Date & Time :- 14-11-2018 22:10:05 Experiment Name:- Specificity
Analyst :- Swaraj Jadhav Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 14-Nov-18 A.seq
150,000 - 7 HPLC-67_14-Nov-18_A Impurity A identification Solution #10 UV_VIS_1 WVL:210 nm
1,40,000 | MAY
\s
1,20,000 &
: «*
] »
1,00,000 - K4
50,000 4
60,000
40,000
20,000 4
] 1 t -
04 A
| min
-15,000 4
R e e e e — ————— —— ——
0.0 5.0 10.0 15.0 20.0 25.0 30.0
T g
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min Yo (EP/USP) (USP) (USP)
1 Impurity A 14.640 22842451 100.00 0.99 20082 FALSE n.a.
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Processing Method

QbD|

e -rluj__ by Ceiign |

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Processing Method

Processing Method Name :
Processing Method Path :

Ramithiazide Tablets RS _PR1
Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_14-Nov-18_A seq

Processing Method Created By : Swaraj A. Jadhav Processing Method Last Updated By :  Swaraj A. Jadhav
Processing Method Created On : 14-11-2018 16:59:55 Processing Method Last Updated On:  16-11-2018 18:54:59
Detection Alogrithm Chromeleon 6 Version 4
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 0.400 [min] Any All Channels
4.000 Minimum Width 0.000 [min] Any All Channels
11.000 Minimum Width 2.500 [min] Any All Channels
13.500 Minimum Width 0.000 [min] Any All Channels
16.000 Minimum Height 1600.000 [Signal] Any All Channels
18.000 Minimum Height 0.000 [Signal Any All Channels
Peak Table
No. Peak Name Ret. Time
1 Hydrochlorothiazide 5.140
2 Impurity E 14.063
3 Impurity A 14.640
4 Ramipril 16.123
S Impurity D 23.887

Swaraj Jadhav
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Peak Purity

Q_aly by Desigs

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name

Sample Numbe
Sample Type :-

Vial Position :-
Column No, :-
Instrument ID.

Sample Name :-

r -

Injection Volume :-

Injection Date & Time :-

Ramithiazide Tablet

Impurity E identification Solution

11

Unknown

30.00 ul

RAS
QbD/LC/COL/128
QbD-INST-HPLC-67
14-11-2018 22:41:18

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 :

Experiment Name:-

SP-027-084
D2404181993

HPLC-67_Ramithiazide Tablet R

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

Ramithiazide Tablets_RS_PR1
- Swaraj A. Jadhav
-16-11-2018 18:54:59

Specificity

Analyst :- Swaraj Jadhav Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 14-Nov-18_A.seq

150000 - 7 HPLC-67_14-Nov-18 A Impurity E identification Solution #11 UV_VIS_1 WVL:210 nm

140000

120000 -

100000 —
=5 ]
43 80000 -
8
% |
£ 60000 4
o
2 ]
{ <4

40000 +
] %
20000 —
04—
-15000 1 . , —_—— . .
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Time [min]
Peak Peak Ret. Time Area Area Height Match Manipulated Peak Type
No. Name min mAU*min %o MAU Factor

1 Impurity E 14.063 1083.127 100.00 5467 1000 FALSE BMB
Total 100.00
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Chromeleon 7.2.4.8525 HPLC-67_14-Nov-18_A/Sys_suit.(USP

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Product Name :- Ramithiazide Tablet Batch No. :- SP-027-084
Sample Name :- Impurity E identification Solution AR. No. :- D2404181993
Sample Number :- 11 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_PR1
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 :- 16-11-2018 18:54:59
Injection Date & Time :- 14-11-2018 22:41:18 Experiment Name:- Specificity
Analyst :- Swaraj Jadhav Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 14-Nov-18 A seq
1.60.000 a2 HPLC-67_14-Nov-18_A Impurity E identification Solution #11 UV_VIS_ | WVL:210 nm
1,40,000 | #AY
1,20,000 -
1,00,000 -
80,000
60,000 1
40,000 {s\@
] &
'5\@
1 ©
20,000 oS
I
0- ———
1 min
-15,000 -
T T v T T T T T T 4 T T T T T T ¥ T T T T v T T T T T T L B |
0.0 5.0 10.0 15.0 20.0 25.0 30.0
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min % (EP/USP) (USP) (USP)
1 Impurity E 14.063 1083.127 100.00 1.47 26839 FALSE n.a
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Processing Method

alty by Cwsigr |

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Processing Method

Processing Method Name :
Processing Method Path :

Ramithiazide Tablets RS PR1
Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_14-Nov-18_A.seq

Processing Method Created By : Swaraj A. Jadhav Processing Method Last Updated By :  Swaraj A. Jadhav
Processing Method Created On : 14-11-2018 16:59:55 Processing Method Last Updated On :  16-11-2018 18:54:59
Detection Alogrithm Chromeleon 6 Version 4
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 0.400 [min] Any All Channels
4.000 Minimum Width 0.000 [min] Any All Channels
11.000 Minimum Width 2.500 [min] Any All Channels
13.500 Minimum Width 0.000 [min] Any All Channels
16.000 Minimum Height 1600.000 [Signal] Any All Channels
18.000 Minimum Height 0.000 [Signal] Any All Channels
Peak Table
No. Peak Name Ret. Time
1 Hydrochlorothiazide 5.140
2 Impurity E 14.063
3 Impurity A 14.640
4 Ramipril 16.123
3 Impurity D 23.887

Swaraj Jadhav
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Peak Purity

Qb

Qb by Cesign

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

Impurity D identification Solution

12

Unknown

30.00 pL

RA6
QbD/LC/COL/128
QbD-INST-HPLC-67
14-11-2018 23:12:31
Swaraj Jadhav

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 :
Experiment Name:-

Wavelength:-

SP-028-152
D2404181993

HPLC-67_Ramithiazide Tablet_R

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

Ramithiazide Tablets |

Swaraj A. Jadhav
16-11-2018 18:54:59
Specificity

210. nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 14-Nov-18_A seq

RS PRI

150000 - 7 HPLC-67_14-Nov-18_A Impurity D identification Solution #12 UV_VIS_1 WVL:210 nm
i 60
140000 - &
] «®
&
4 “'ib.
120000
100000
5 ]
f% 80000 -
8
= ]
2 60000
o
2 ]
< -4
40000 S
20000 »
0 T
-1 5000 J r T T ll 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 Height Match Manipulated Peak Type
No. Name min pAU*min % pAU Factor
1 Impurity D 23.887 58414.946 100.00 120125 1000 FALSE BMB
Total 100.00
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Chromeleon 7.2.4.

8525

HPLC-67_14-Nov-18_A/Sys suit.(USP

Qualty by Casigs |

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Column No.

Analyst :-
Sequence Pa

Product Name :-
Sample Name :-
Sample Number :-
Sample Type :-
Injection Volume :-
Vial Position :-

Instrument ID., :-
Injection Date & Time :-

th :-

Ramithiazide Tablet

Impurity D identification Solution

12

Unknown

30.00 uL

RA6
QbD/LC/COL/128
QbD-INST-HPLC-67
14-11-2018 23:12:31

Swaraj Jadhav

Batch No. :-

AR. No. :-

Instrument Method :-

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

SP-028-152
D2404181993

HPLC-67_Ramithiazide Tablet RS_M

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

Ramithiazide Tablets_ RS_PRI

Processing Method Last Updated By :- Swaraj A. Jadhav
Processing Method Last Updated On :- 16-11-2018 18:54:59

Experiment Name:-

Wavelength:-

Specificity
210. nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 14-Nov-18 A.seq

7 HPLC-67_14-Nov-18_A

Impurity D identification Solution #12

UV_VIS_1 WVL:210 nm

1,50,000 - )
140,000 1| *AY &
] &
N
1,20,000 | &
20, o
1,00,000
80,000
60,000 -
40,000
20,000 -
1) | LA T
] min
-15,000 ! : - —— . 3
0.0 5.0 10.0 15.0 20.0 25.0 30.0
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min Yo (EP/USP) (USP) (USP)
1 Impurity D 23.887 58414.946 100.00 1.41 15572 FALSE na.
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Processing Method

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Processing Method

Processing Method Name :
Processing Method Path :

Ramithiazide Tablets RS_PR
Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_14-Nov-1 8_Aseq

Processing Method Created By : Swaraj A. Jadhav Processing Method Last Updated By :  Swaraj A. Jadhav
Processing Method Created On : 14-11-2018 16:59:55 Processing Method Last Updated On:  16-11-2018 18:54:59
Detection Alogrithm Chromeleon 6 Version 5
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
5.000 Minimum Width 0.250 [min] Any All Channels
5.500 Minimum Width 0.000 [min] Any All Channels
11.000 Minimum Height 6000.000 [Signal] Any All Channels
13.000 Minimum Height 0.000 [Signal] Any All Channels
17.500 Minimum Height 1000.000 [Signal] Any All Channels
19.000 Minimum Height 0.000 [Signal] Any All Channels
Peak Table
No. Peak Name Ret. Time
1 Unknown 4.133
2 Placebo 4.617
3 Hydrochlorothiazide 5.140
4 Unknown 7.963
5 Placebo 11.197
6 Blank 12.130
7 Impurity E 14.063
8 Impurity A 14.640
9 Ramipril 16.123
10 Impurity D 23.887

Swaraj Jadhav
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Chromeleon 7.2.4.8525 HPLC-67_14-Nov-18_A/Processing Method

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Processing Method
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Sys suit.(USP'

.llr_.'

‘
i;?‘

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Analyst :-

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

Sequence Path :-

Ramithiazide Tablet
Blank Solution

13

Unknown

30.00 pL

RAI
QbD/LC/COL/128
QbD-INST-HPLC-67
14-11-2018 23:43:44

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 :- 16-11-2018 18:54:59

Experiment Name:-

Wavelength:-

Specificity
210. nm

Method Validation\Genetic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 14-Nov-18 A.seq

1+ 50.000 1 HPLC-67_14-Nov-18_A Blank Solution #13 UV _VIS 1 WVL210 nm
1.40,000 4| *AY
1,20,000 4
1,00,000
80,000 4
60,000 .
40,000 4
20,000 -
0
J min
-15,000 ! - , — . ]
0.0 5.0 10.0 15.0 20.0 25.0 30.0
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min % (EP/USP) (USP) (USP)

Swaraj Jadhav
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Processing Method

by Cmiiga

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Processing Method

Processing Method Name :
Processing Method Path :
Processing Method Created By :
Processing Method Created On :

Ramithiazide Tablets_RS_PR
Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_14-Nov-18_A seq
Processing Method Last Updated By :
Processing Method Last Updated On :

Swaraj A. Jadhav
14-11-2018 16:59:55

Swaraj A. Jadhav
16-11-2018 18:54:59

Detection Alogrithm Chromeleon 6 Version 5
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
5.000 Minimum Width 0.250 [min] Any All Channels
5.500 Minimum Width 0.000 [min] Any All Channels
11.000 Minimum Height 6000.000 [Signal] Any All Channels
13.000 Minimum Height 0.000 [Signal Any All Channels
17.500 Minimum Height 1000.000 [Signal] Any All Channels
19.000 Minimum Height 0.000 [Signal] Any All Channels
Peak Table
No. Peak Name Ret. Time
1 Unknown 4.133
2 Placebo 4617
3 Hydrochlorothiazide 5.140
4 Unknown 7.963
5 Placebo 11.197
6 Blank 12.130
7 Impurity E 14.063
8 Impurity A 14.640
9 Ramipril 16.123
10 Impurity D 23.887
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QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Processing Method
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Peak Purity

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
Sample Solution (As Such)
14

Unknown

30.00 pL.

RA7

QbD/LC/COL/128
QbD-INST-HPLC-67
15-11-2018 00:14:57
Swaraj Jadhav

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_14-Nov-18_A 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 = 16-11-2018 18:54:59

Experiment Name:-
Wavelength:-

GP180301

D2404181993
HPLC-67_Ramithiazide Tablet_RS
Gauri Rane

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

Specificity
210. nm

150000 - 2_HPLC-67_14-Nov-18_A Sample Solution (As Such) #14 UV _VIS_1 WVL210 nm
] o &
140000 - Qg’} q_,,,é*q
] © A
@c"&n k""\
1 kS
120000 - éf‘
| o
Q
)
&
100000 «
J\Q
2o
< 80000 -
= |
e
= ]
£ 60000 4
o B
a8
{ B
40000 -
20000 4
o_- J T T
_1 5000 —- r T T T T |
0.0 50 10.0 15.0 20.0 25.0 30.0
Time [min]
Peak Peak Ret. Time Area Area Height Match Manipulated Peak Type
No. Name min pAU*min % pAU Factor
1 Unknown 4.133 202.102 0.01 1358 995 FALSE BMb
2 Placebo 4.620 7091.044 0.39 36073 1000 FALSE bMb
B Hydrochlorothiazide 5.250 935376.293 5091 2479507 973 FALSE bMB
4 Unknown 7.963 126.279 0.01 594 999 FALSE BMB
5 Placebo 11.190 1830.436 0.10 6749 1000 FALSE BMB
6 Impurity E 14.067 418.679 0.02 2088 999 FALSE BMB
7 Ramipril 15.977 853968.840 46.48 2161853 1000 FALSE BMB
8 Impurity D 23.870 38191.298 2.08 79375 1000 FALSE BMB
Total 100.00
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Chromeleon 7.2.4.8525 HPLC-67_14-Nov-18_A/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Product Name :- Ramithiazide Tablet Batch No. :- GP180301
Sample Name :- Sample Solution (As Such) AR. No. :- D2404181993
Sample Number :- 14 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 :- 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 :- 16-11-2018 18:54:59
Injection Date & Time :- 15-11-2018 00:14:57 Experiment Name:- Specificity
Analyst :- Swaraj Jadhav Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_14-Nov-18 A seq
1.565 B HPLC-67_14-Nov-18_A Sample Solution (As Such) #14 UV_VIS_1 WVL:210 nm
4 ] N
1. 4s5 ][ HAY a7 6;@"‘
] & &
O
] ° ¢
1.2e5 - & N3
4 & <
\a )
] ol &
1.0e5 4 @ N
] A2
] q,:,?»'
8.0e4 - |
6.0e4
4.0e4
2.0e4 ]
0.0e0 4 T
] min
-1.5e4 - 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 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min % (EP/USP) (USP) (USP)
1 Unknown 4.133 202.102 0.01 1.03 4727 FALSE n.a.
2 Placebo 4.620 7091.044 0.39 1.02 3778 FALSE 1.80
3 Hydrochlorothiazid 5.250 935376.293 50.91 0.94 2164 FALSE 1.68
4 Unknown 7.963 126.279 0.01 0.99 12446 FALSE 7.36
5 Placebo 11.190 1830.436 0.10 1.11 11155 FALSE 9.10
6 Impurity E 14.067 418.679 0.02 1.47 18796 FALSE 6.90
7 Ramipril 15977 853968.840 46.48 1.36 12524 FALSE 3.89
8 Impurity D 23.870 38191.298 2.08 1.42 15919 FALSE 11.89

Swaraj Jadhav Page No. 37 of 53 Printed Time 16-Nov-2018 18:58 Electronically signed document Satish Dodtale



Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Processing Method

Swaraj Jadhav

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_14-Nov-1 8_A.seq
Processing Method Created By : Swaraj A. Jadhav Processing Method Last Updated By :  Swaraj A. Jadhav
Processing Method Created On : 14-11-2018 16:59:55 Processing Method Last Updated On:  16-11-2018 18:54:59
Detection Alogrithm Chromeleon 6 Version 5
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
5.000 Minimum Width 0.250 [min] Any All Channels
5.500 Minimum Width 0.000 [min] Any All Channels
11.000 Minimum Height 6000.000 [Signal Any All Channels
13.000 Minimum Height 0.000 [Signal Any All Channels
17.500 Minimum Height 1000.000 [Signal] Any All Channels
19.000 Minimum Height 0.000 [Signal] Any All Channels
Peak Table
No. Peak Name Ret. Time
1 Unknown 4.133
2 Placebo 4.617
3 Hydrochlorothiazide 5.140
4 Unknown 7.963
5 Placebo 11.197
6 Blank 12.130
il Impurity E 14.063
8 Impurity A 14.640
9 Ramipril 16.123
10 Impurity D 23.887
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Chromeleon 7.2.4.8525 HPLC-67_14-Nov-18_A/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 :- 15 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 :- RA1 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 :- 16-11-2018 18:54:59
Injection Date & Time :- 15-11-2018 00:46:11 Experiment Name:- Specificity
Analyst :- Swaraj Jadhav Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 14-Nov-18 A.seq
1.50.000 7 HPLC-67_14-Nov-18_A Blank Solution #15 UV_VIS_ 1 WVL:210 nm
1,40,000 ]| ¥AY
1,20,000
1,00,000 4
80,000
60,000
40,000 1
20,000
04
] min
-15,000 -
e T — ———
0.0 5.0 10.0 15.0 20.0 25.0 30.0
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_14-Nov-18_A/Processing Method

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Processing Method
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Chromeleon 7.2.4.8525 HPLC-67_14-Nov-18_A/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\HHPLC-67_14-Nov-18_A seq
Processing Method Created By : Swaraj A. Jadhav Processing Method Last Updated By: Swaraj A. Jadhav
Processing Method Created On : 14-11-2018 16:59:55 Processing Method Last Updated On :  16-11-2018 18:54:59
Detection Alogrithm Chromeleon 6 Version 5
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
5.000 Minimum Width 0.250 [min] Any All Channels
5.500 Minimum Width 0.000 [min] Any All Channels
11.000 Minimum Height 6000.000 [Signal] Any All Channels
13.000 Minimum Height 0.000 [Signal] Any All Channels
17.500 Minimum Height 1000.000 [Signal] Any All Channels
19.000 Minimum Height 0.000 [Signal] Any All Channels
Peak Table
No. Peak Name Ret. Time
1 Unknown 4.133
2 Placebo 4617
3 Hydrochlorothiazide 5.140
4 Unknown 7.963
5 Placebo 11.197
6 Blank 12.130
7/ Impurity E 14.063
8 Impurity A 14.640
9 Ramipril 16.123
10 Impurity D 23.887
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Chromeleon 7.2.4.8525 HPLC-67_14-Nov-18_A/Processing Method

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Processing Method
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Peak Purity

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

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

Ramithiazide Tablet

Sample Solution (Spiked with Impurities)

16
Unknown
30.00 pL

RAS

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

Batch No. :- N/A

AR. No. :- 02404181993

Instrument Method :- HPLC-67_Ramithiazide Tablet R
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 = 16-11-2018 18:54:59

Injection Date & Time :- 15-11-2018 01:17:24 Experiment Name:- Specificity
Analyst :- Swaraj Jadhay Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_14-Nov-18_A seq
150000 ] HPLC-67_14-Nov-18_A Sample Solution (Spiked with Impurities) #16 UV_VIS_1 WVL:210 nm
] o &
140000 4 & o
J & o
& &F
J &0 N
120000 - e
o
] oF
1 o
100000 Q\,‘\d
] &
&
= 1 R
“:3 80000 A i
51 4o
& : o
E 60000 ovo @"\
£L
< P
40000 -
20000 A
0] T
-15000 J
I 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 Height Match Manipulated Peak Type
No. Name min pAU*min Yo pAU Factor
1 Unknown 4.137 194.776 0.01 1302 997 FALSE BMb
2 Placebo 4.620 7071.940 0.38 36238 1000 FALSE bMB
3 Hydrochlorothiazide 5.133 934604.589 50.80 2472839 952 FALSE BMB
4 Unknown 7.953 118.781 0.01 583 1000 FALSE BMB
5 Placebo 11.173 2317.601 0.13 8880 1000 FALSE BMB
6 Impurity E 14.057 813.001 0.04 4542 1000 FALSE BMb
7 Impurity A 14.647 11386.109 0.62 44804 1000 FALSE bMB
8 Ramipril 15.980 845250.780 4595 2140317 1000 FALSE BMB
9 Impurity D 23.847 37850.978 2.06 78472 1000 FALSE BMB
Total 100.00
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Sys_suit.(USP

stJ

2-alty by Deiign

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

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

Ramithiazide Tablet

Sample Solution (Spiked with Impurities)
16

Unknown

30.00 pL

RAS

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

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 :- 16-11-2018 18:54:59

Injection Date & Time :- 15-11-2018 01:17:24 Experiment Name:- Specificity
Analyst :- Swaraj Jadhav Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 14-Nov-18 A.seq
1.565 3 HPLC-67_14-Nov-18 A Sample Solution (Spiked with Impurities) #16 UV_VIS_1 WVL:210 nm
1.4e5 ]| VAV P o
J s PL
1 3 o
1.2e5 <& N
] (S <
; o &
1.0e5 - o &
o
] %
8.0e4 - H
6.0e4
4.0e4 ]
2.0e4
0.0e0 , i
1 min
-1.5e4 - ; - - T T 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min Yo (EP/USP) (USP) (USP)
1 Unknown 4.137 194.776 0.01 1.08 5180 FALSE n.a.
2 Placebo 4.620 7071.940 0.38 1.01 3837 FALSE 1.83
3 Hydrochlorothiazidg 5:133 934604.589 50.80 1.67 2049 FALSE 1.37
4 Unknown 7953 118.781 0.01 0.94 8112 FALSE 6.99
5 Placebo 11.173 2317.601 0.13 1.08 11659 FALSE 8.39
6 Impurity E 14.057 813.001 0.04 1.34 34630 FALSE 8.05
7 Impurity A 14.647 11386.109 0.62 1.01 20157 FALSE 1.65
8 Ramipril 15.980 845250.780 4595 1.33 12513 FALSE 2.71
9 Impurity D 23.847 37850.978 2.06 1.43 15800 FALSE 11.83
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Chromeleon 7.2.4.8525 HPLC-67_14-Nov-18_A/Processing Method

1
! QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
0;531 |
Processing Method
Processing Method Name : Ramithiazide Tablets RS_PR
Processing Method Path : Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_14-Nov-18_A seq
Processing Method Created By : Swaraj A. Jadhav Processing Method Last Updated By :  Swaraj A. Jadhav
Processing Method Created On : 14-11-2018 16:59:55 Processing Method Last Updated On:  16-11-2018 18:54:59
Detection Alogrithm Chromeleon 6 Version 5
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
5.000 Minimum Width 0.250 [min] Any All Channels
5.500 Minimum Width 0.000 [min] Any All Channels
11.000 Minimum Height 6000.000 [Signal] Any All Channels
13.000 Minimum Height 0.000 [Signal] Any All Channels
17.500 Minimum Height 1000.000 [Signal] Any All Channels
19.000 Minimum Height 0.000 [Signal] Any All Channels
Peak Table
No. Peak Name Ret. Time
1 Unknown 4.133
2 Placebo 4.617
3 Hydrochlorothiazide 5.140
4 Unknown 7.963
5 Placebo 11.197
6 Blank 12.130
7 Impurity E 14.063
8 Impurity A 14.640
9 Ramipril 16.123
10 Impurity D 23.887
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Chromeleon 7.2.4.8525 HPLC-67_14-Nov-18_A/Processing Method

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Processing Method
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Sys_suit.(USP)

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Product Name :-
Sample Name :-

Ramithiazide Tablet
Blank Solution

Batch No. :-
AR. No. :-

N/A
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 :- RAL
Column No. :- QbD/LC/COL/128
Instrument ID., :- QbD-INST-HPLC-67

Processing Method :- Ramithiazide Tablets_RS_PR
Processing Method Last Updated By :- Swaraj A. Jadhav

Processing Method Last Updated On :- 16-11-2018 18:54:59
Injection Date & Time :- 15-11-2018 01:48:37 Specificity

Swaraj Jadhav Wavelength:- 210. nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 14-Nov-18 A.seq

Experiment Name:-

Analyst :-

Sequence Path :-

1 50.000 [ HPLC-67_14-Nov-18_A Blank Solution #17 UV_VIS_I WVL:210 nm
1,40,000 J| MAY
1,20,000 1
1,00,000 4
80,000
60,000 4
40,000
20,000
U: ———
b in
-15,000 - r T T H ¥ T T T T T T T T T T T T T T T T T T Y ¥ T T T T 'm 1
0.0 5.0 10.0 15.0 20.0 25.0 30.0
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min PAU*min % (EP/USP) (USP) (USP)
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Swaraj Jadhav

Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Processing Method

Q.--: t¢ by Cwiign

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Processing Method

Processing Method Name :
Processing Method Path :

Ramithiazide Tablets RS_PR1
Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_14-Nov-18_A seq

Processing Method Created By : Swaraj A. Jadhav Processing Method Last Updated By :  Swaraj A, Jadhav
Processing Method Created On : 14-11-2018 16:59:55 Processing Method Last Updated On:  16-11-2018 18:54:59
Detection Alogrithm Chromeleon 6 Version 4
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 0.400 [min] Any All Channels
4.000 Minimum Width 0.000 [min] Any All Channels
11.000 Minimum Width 2.500 [min] Any All Channels
13.500 Minimum Width 0.000 [min] Any All Channels
16.000 Minimum Height 1600.000 [Signal] Any All Channels
18.000 Minimum Height 0.000 [Signal] Any All Channels
Peak Table
No. Peak Name Ret. Time
1 Hydrochlorothiazide 5.140
2 Impurity E 14.063
3 Impurity A 14.640
4 Ramipril 16.123
5 Impurity D 23.887
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Chromeleon 7.2.4 8525 ; HPLC-67_14-Nov-18_A/Sys_suit.(USP’

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Product Name :- Ramithiazide Tablet Batch No. :- N/A
Sample Name :- Bkt Standard Solution AR. No. :- 02404181993
Sample Number :- 18 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_PR1
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 :- 16-11-2018 18:54:59
Injection Date & Time :- 15-11-2018 02:19:55 Experiment Name:- Specificity
Analyst :- Swaraj Jadhav Wavelength:- 210. nm
Sequence Path :- Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 14-Nov-18 A.seq
1.50.000 g2 HPLC-67_14-Nov-18_A Bkt Standard Solution #18 UV_VIS_1 WVL:210 nm
1,40,000 ]| *AY
1,20,000 1
1,00,000
80,000 -
: ®
J ‘\\O'b
60,000 &
4 ®0
] &
40,000 - < o
1 <&
] l"t\ (\Q?
20,000 l\q,ﬁ
] TAN
O-: - T
1 min
= 5'000 B T T T T T T T T T T u T 4 T 4 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
T
Peak Peak Ret. Time Area Area | Asymmetry Plates Manipulated Resolution
No. Name min pAU*min % (EP/USP) (USP) (USP)
1 Hydrochlorothiazid 5.163 4273.060 66.32 1.31 5214 FALSE n.a.
2 Ramipril 16.117 2170.303 33.68 1.16 21498 FALSE 30.19

Swaraj Jadhav Page No. 49 of 53 Printed Time 16-Nov-2018 18:58 Electronically signed document Satish Dodtale



Chromeleon 7.2.4.8525 HPLC-67_14-Nov-18_A/Processing Method

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.
Processing Method
Processing Method Name : Ramithiazide Tablets RS PRI
Processing Method Path : Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPL.C-67 14-Nov-18_A seq
Processing Method Created By : Swaraj A. Jadhav Processing Method Last Updated By :  Swaraj A. Jadhav
Processing Method Created On : 14-11-2018 16:59:55 Processing Method Last Updated On:  16-11-2018 18:54:59
Detection Alogrithm Chromeleon 6 Version 4
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 0.400 [min] Any All Channels
4.000 Minimum Width 0.000 [min] Any All Channels
11.000 Minimum Width 2.500 [min] Any All Channels
13.500 Minimum Width 0.000 [min) Any All Channels
16.000 Minimum Height 1600.000 [Signal] Any All Channels
18.000 Minimum Height 0.000 [Signal] Any All Channels
Peak Table
No. Peak Name Ret. Time
1 Hydrochlorothiazide 5.140
2 Impurity E 14.063
3 Impurity A 14.640
4 Ramipril 16.123
5 Impurity D 23.887
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Sys_suit.(USP.

G.al# by Cwiigy

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

19

Unknown

30.00 pL

RAI
QbD/LC/COL/128
QbD-INST-HPLC-67
15-11-2018 02:54:58

Swaraj Jadhav

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

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

Processing Method :-

N/A
D2404181993

Wash method _HPLC 67_New

Satish R Dodtale

11-11-2017 19:41:38
Ramithiazide Tablets_RS_PR1

Processing Method Last Updated By :- Swaraj A. Jadhav

Processing Method Last Updated On :- 16-11-2018 18:54:59

Experiment Name:-

Wavelength:-

Specificity
210. nm

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 14-Nov-18 A.seq

Channel UV_VIS_1 is not available for injection #19 - Wash.

Peak Peak

Area

Area

Asymmetry

Plates

Manipulated

Resolution

No. Name

Ret. Time
min

n.a.

Yo

(EP/USP)

(USP)

(USP)
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Processing Method

QBD RESEARCH AND DEVELOPMENT LAB PVT. LTD.

Processing Method

Processing Method Name :
Processing Method Path :
Processing Method Created By :
Processing Method Created On :

Ramithiazide Tablets RS_PR1

Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67_14-Nov-18_A seq
Processing Method Last Updated By :
Processing Method Last Updated On :

Swaraj A. Jadhav
14-11-2018 16:59:55

Swaraj A. Jadhav
16-11-2018 18:54:59

Swaraj Jadhav

Detection Alogrithm Chromeleon 6 Version 4
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 0.400 [min] Any All Channels
4.000 Minimum Width 0.000 [min] Any All Channels
11.000 Minimum Width 2.500 [min] Any All Channels
13.500 Minimum Width 0.000 [min] Any All Channels
16.000 Minimum Height 1600.000 [Signal] Any All Channels
18.000 Minimum Height 0.000 [Signal Any All Channels
Peak Table
No. Peak Name Ret. Time
1 Hydrochlorothiazide 5.140
2 Impurity E 14.063
3 Impurity A 14.640
- Ramipril 16.123
5 Impurity D 23.887
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Chromeleon 7.2.4.8525

HPLC-67_14-Nov-18_A/Sys_suit.(USP'

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. :- D2404181993
20 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
RAI Processing Method :- Ramithiazide Tablets_RS_PR1
QbD/LC/COL/128 Processing Method Last Updated By :- Swaraj A. Jadhav
QbD-INST-HPLC-67 Processing Method Last Updated On :- 16-11-2018 18:54:59
15-11-2018 04:00:12 Experiment Name:- Specificity
Swaraj Jadhav Wavelength:- 210. nm
Method Validation\Generic Healthcare\Ramithiazide Tablet\Related Substances\HPLC-67 14-Nov-18 A.seq

Channel UV_VIS_1 is not available for injection #20 - Shut.

Peak

Peak

Ret. Time Area Area | Asymmetry Plates Manipulated Resolution

No.

Name

min n.a. Yo (EP/USP) (USP) (USP)

Swaraj Jadhav

Page No. 53 of 53 Printed Time 16-Nov-2018 18:58 Electronically signed document Satish Dodtale



