ANALYTICAL METHOD VERIFICATION

Test: System Precision for Boncipro-750mg

Name of

Product

Boncipro-750

Verification for

Assay

Standard Name:

Ciprofloxacin HCL

Standard Dilution

Weight(mg) Transfer to(ml) Transfer (ml) Transfer to(ml) Final Conc. mg/ml
22.41 100 5 100 0.011205
Ciprofloxacin HCL
Lable Claim(mg) 750
% Purity 93.99
Average Weight 1094.15
Factor 0.901
Standard
S.No RT of Ciprofloxacin Area of Ciprofloxacin . -
e HCL WS HCL WS P rienia
1 9.504 1179011
2 9.515 1174412
3 9.521 1175769
4 9.531 1177121
5 9.538 1178406 %RSD NMT 2.0
6 9.554 1177761
Average 9.527 1177080
STDEV 0.018 1719.85
%RSD 0.186 0.146
Analysed by: {3 \L>

15\oEY)

Date:

£

Checked by: 3
Date: PRV~ la® =




ANALYTICAL METHOD VERIFICATION

Test: Method Precision for Boncipro-250mg

Name of Product

Boncipro-250mg

Verification for

Assay

Standard Name:

Ciprofloxacine HCL

Standard Dilution

Analysed by: HJ\L()&
Date: Mo S\

Weight(mg) Transfer to(ml) Transfer (ml) Transfer to(m!l) | Final Conc. mg/ml
22.41 100 5 100 0.011205
Ciprofloxacin HCL
Lable Claim(mg) 250
% Purity 93.99
Average Weight 459.63
Factor 0.901
Standard
S.No. RT of Ciprofloxacin | Area of Ciprofloxacin Acceptance
HCL WS HCL WS criteria
1 9.504 1179011
2 9.515 1174412
3 9.521 1175769
4 9.531 1177121
5 9.538 1178406 %RSD NMT 2.0
6 9.554 1177761
Average 9.527 1177080
STDEV 0.018 1719.85
%RSD 0.186 0.1
Sample Dilution
Sample No. Weight(mg) Transfer to(mL) Transfer (ml) Transfer to(mL) Final Conc. (mg/mL)
1 363.29 100 1 200 0.01816
2 369.49 100 1 200 0.01847
3 364.44 100 1 200 0.01822
4 363.47 100 1 200 0.01817
5 369.91 100 1 200 0.01850
6 369.26 100 1 200 0.01846
Sample
S.No. RT of sample Area of Sample Labl(?: rl:r;ount % Labled Amount
1 9.628 1210877 247.00 98.80
2 9.638 1288886 258.50 103.40
3 9.654 1238273 251.79 100.72
4 9.672 1221815 249.11 99.64
5 9.686 1287444 257.92 103.17
6 9.701 1279999 256.88 102.75
Average 9.663 1254549 253.53 101.41
STDEV 0.028 35078.4253 4.91 1.96
%RSD 0.292 2.80 1.94 1.94

|checked by: e

Date: \L{\pu |1\ "




ANALYTICAL METHOD VERIFICATION

Test: Method Precision for Boncipro-500mg

Name of Product

Boncipro-500mg

Verification for

Assay

Standard Name:

Ciprofloxacin HCL

Standard Dilution

Weight(mg) Transfer to(ml) Transfer (ml) Transfer to(ml) Final Conc. mg/ml
22.41 100 5 100 0.011205
Ciprofloxacin HCL
Lable Claim(mg) 500
% Purity 93.99
Average Weight 744.85
Factor 0.901
Standard
S.No. RT of Ciprofloxacin HCL Area of Ciprofloxacin Aeceptancecriteria
WS HCL WS
1 9.504 1179011
2 9.515 1174412
3 9.521 1175769
4 9.531 1177121
5 9.538 1178406 %RSD NMT 2.0
6 9.554 1177761
Average 9.527 1177080
STDEV 0.018 1719.85
%RSD 0.186 0.146
Sample Dilution
Sample No. Weight(mg) Transfer to(mL) Transfer (ml) Transfer to(mL) Final Conc. (mg/mL)
1 299.51 100 1 200 0.01498
2 295.53 100 1 200 0.01478
3 299.56 100 1 200 0.01498
4 296.25 100 1 200 0.01481
5 298.54 100 1 200 0.01493
6 298.45 100 1 200 0.01492
Sample
S.No. RT of sample Area of Sample Labled r/:r;ount n % Labled Amount
1 9,433 1268706 508.70 101.74
2 9.735 1222068 496.60 99.32
3 9.703 1287412 516.11 103.22
4 9.707 1228253 497.90 99.58
5 9.757 1286582 517.54 103.51
6 9.772 1285631 517.32 103.46
Average 9.735 1263109 509.03 101.81
STDEV 0.027 30263.803 9.69 1.94
%RSD 0.278 2.40 1.90 1.90
Analysed by: .g’; Checked by:
Date: \K)x:b P ml Date: YL ¥ [\




ANALYTICAL METHOD VERIFICATION

Test: Method Precision for Boncipro-750mg

Name of Product

Boncipro-750

Verification for

Assay

Standard Name:

Ciprofloxacin HCL

Standard Dilution

Weight(mg) Transfer to(ml) Transfer (ml) Transfer to(ml) Final Conc. mg/ml
22.41 100 5 100 0.011205
Ciprofloxacin HCL
Lable Claim(mg) 750
% Purity 93.99
Average Weight 1094.15
Factor 0.901
Standard
S.No. RT of Ciprofloxacin HCL Area of Ciprofloxacin Aeceptaneriterl
WS HCL WS
i 9.504 1179011
2 9.515 1174412
3 9.521 1175769
4 9.531 1177121
5 9.538 1178406 %RSD NMT 2.0
6 9.554 1177761
Average 9.527 1177080
STDEV 0.018 1719.85
%RSD 0.186 0.146
Sample Dilution
Sample No. Weight(mg) Transfer to(mL) Transfer (ml) Transfer to(mL) Final Conc. (mg/mL)
i 293.49 100 1 200 0.01467
2 293.32 100 1 200 0.01467
3 290.60 100 1 200 0.01453
4 292.52 100 1 200 0.01463
5 292.36 100 1 200 0.01462
6 295.34 100 1 200 0.01477
Sample
S.No. RT of sample Area of Sample Labled Amount in mg| % Labled Amount
i 9,755 1277709 767.99 102.40
2 9.770 1285358 773.04 103.07
3 9.820 1221788 741.68 98.89
4 9.856 1253117 755.71 100.76
5 9.887 1264216 762.82 101.71
6 9.907 1299807 776.38 103.52
Average 9.833 1266999 762.94 101.73
STDEV 0.062 27468.5689 12.75 1.70
%RSD 0.629 2.17 1.67 1.67
Analysed by: W\ Checked by:
Date: \\\\Pb Jasl Date:  \ |4\ ‘eI

A



Smilarity factor: Ciprofloxacine HCL-750MG

22.63
STD_1
1182829

AVG

N
\t\\oﬁ’)@*"\

22.41
STD_2
1179011
1174412
1175769
1177121
1178406
1177761

1177080
1719.850
0.1

STD-1 STD-WT-2
STD-2 STD-WT-1

1182829 22.41
1177080 22.63
ANS 1.00

\M\Og‘ L



__Sample Set Method: 13052024_BONCIPRU_AS_AMV_SS

i . Inj #0]; 17 s e ¢ Method Set / | VRUn 7
| Vial | Vol | | =" | SampleName Function Report or Time
} (uL) | Injs Export Method (Minutes)
( 1 25.0 : ' 1. AS_BLANK Inject Controls 1‘ BONCIPRO_AS_RS_FP_MSET 20'00.
2 250 1 AS_STANDARD_SIMILARITY FACTOR | Inject Standards | BONCIPRO_AS_RS_FP_MSET |  20.00 |
'3 250 6 AS_STANDARD Inject Standards | BONCIPRO_AS_RS_FP_MSET |  20.00
'4 250 1 PLACEBO_250MG Inject Samples | BONCIPRO_AS_RS_FP_MSET |  20.00
'5 250 1| PLACEBO_500MG Inject Samples | BONCIPRO_AS_RS_FP_MSET |  20.00
6 250 1 PLACEBO_750MG Inject Samples | BONCIPRO_AS_RS_FP_MSET |  20.00
7 laso 1 |BONCIPRO_260MG_G18240106_SPL_1 | Inject Samples | BONCIPRO_AS_RS_FP_MSET |  20.00
'8 250 1 BONCIPRO_250MG_G18240106_SPL_2 | Inject Samples | BONCIPRO_AS_RS_FP_MSET |  20.00
9 250 1 BONCIPRO_250MG_G18240106_SPL_3 | Inject Samples | BONCIPRO_AS_RS_FP_MSET |  20.00
10 250 1 BONCIPRO_250MG_G18240106_SPL_4 | Inject Samples | BONCIPRO_AS_RS_FP_MSET |  20.00
1& :25.9:} I iEONCIPRO 250MG_G18240106_SPL_5 | Inject Samples | BONCIPRO_AS_RS_FP_MSET |  20.00
12 :25.0\ 1| BONCIPRO_250MG_G18240106_SPL_6 | Inject Samples | BONCIPRO_AS_RS_FP_MSET |  20.00
\3 eI >As STANDARD_BKT_1 Inject Standards | BONCIPRO_AS_RS_FP_MSET |  20.00
13 250 1 BONCIPRO_500MG_ 18240201 SPL 1 Inject Samples | BONCIPRO_AS_RS_FP_MSET 20.00
14 250 1 BONCIPRO_500MG_G18240201_SPL_2 | Inject Samples | BONCIPRO_AS_RS_FP_MSET |  20.00
45 250 1 BONCIPRO_500MG_G18240201_SPL_3 | Inject Samples | BONCIPRO_AS_RS_FP_MSET |  20.00
16 250 1 BONCIPRO_ 500MG_G18240201_SPL_4 | Inject Samples | BONCIPRO_AS_RS_FP_MSET |  20.00
17 izs.o\ 1| BONCIPRO_500MG_G18240201_SPL_5 | Inject Samples | BONCIPRO_AS_RS_FP_MSET |  20.00
18 | 250 1| BONCIPRO_500MG_G18240201_SPL_6 | Inject Samples | BONCIPRO_AS_RS_FP_MSET |  20.00
3 250 1 AS_STANDARD_BKT 2 Inject Standards | BONCIPRO_AS_RS_FP_MSET |  20.00
19 250 1 BONCIPRO_750MG_G18240221_SPL_1 | Inject Samples | BONCIPRO_AS_RS_FP_MSET |  20.00
20 250 1 BONCIPRO_7 75OMG (18240221 _SPL_2 | Inject Samples | BONCIPRO_AS_RS_FP_MSET 20.00
21 250 1!BONCIPRO 750MG_G18240221_SPL_3 | Inject Samples | BONCIPRO_AS_RS_FP_MSET |  20.00
22 250 1| BONCIPRO_750MG_G18240221_SPL_4 | Inject Samples | BONCIPRO_AS_RS_FP_MSET |  20.00
23 250 1| BONCIPRO_750MG_G18240221_SPL_5 | Inject Samples | BONCIPRO_AS_RS_FP_MSET |  20.00
24 1250 1| BONCIPRO_750MG_G18240221_SPL 6 | Inject Samples | BONCIPRO_AS_RS_FP_| MSET |  20.00
3 250 1| AS_STANDARD_BKT_3 Inject Standards | BONCIPRO_AS_RS_FP_MSET |  20.00
% BUD \(‘ %




BBV oA

INSTRUMENT METHOD

Instrument Method: BONCIPRO_AS_RS_FP_IM
Stored: 02/05/2024 12:02:35 IST

Method Comments

NEW METHOD CREATED

Method Modified User KAYAL

Method Locked No
Method Id 1035
Old Id

Method Version 1

Method Edit User
Source S/W Info

Empower 3 Software Build 3471 SPs Installed: Service Release 3 DB ID: 253084661¢

‘W2690/5 Instrument Setup

Type W2690/5
Instrument Status On
Channel Name 2690/5

Description

Use Channel Monitor
Monitor Parameter
Stroke Volume

SYSTEM PRESSURE
On
System Pressure

100uL (flow rates <= 3.030 mL/min)

Chart Out %A
Syringe Draw Rate Normal
Depth Of Needle 0.0
Degas Mode On
Pump Mode Isocratic
Flow 1.500
%A 100.0
%B 0.0
%C 0.0
%D 0.0
High Limit 5000.0
Low Limit 0.0
Enable Sample Temp False
Enable Column Temp True
Bubble Detect True
Pre Column Volume 0.0
Sample Temp Target -1.0
Sample Temp Range 5.0
Sparge A 0.0
Sparge B 0.0
Sparge C 0.0
Sparge D 0.0
Column Temp Target 40.0
Column Temp Range 5.0

Analysed by : M LW

Date X \%\OEFQDDM

Checked by : 2

Date

301

Reported by User: VINOTHINI (VINOTHINI)
Report Method: INSTRUMENT METHOD_GHPL

Report Method ID: 1120
Page: 1 of 3

Project Name:

Printed Date:
Printed Time:

2024\QC_HPL_004\MAY-2024

13/05/2024

18:22:57 Asia/Calcutta



Flow Ramp 2.00

Column choice No Change
Column Equil Minutes 0.00
Needle Wash Normal
Switch 1 No Change
Switch 2 No Change
Switch 3 No Change
Switch 4 No Change
Use Events False
Solvent A
Solvent B
Solvent C
Solvent D

W2998 Instrument Setup

PDA Detector Type HPLC 2998 800 nm
Lamp On
Sampling Rate 10(points/sec)
Filter Time Constant 0.2000(sec)
Exposure Time Auto(msec)
Interpolate 656 nm line region Yes
Interpolate 370 nm line region Yes

3D Channel
Range 210 nm - 400 nm
Resolution 1.2(nm)

Channel 1
Data Mode Absorbance at 278 nm
Resolution 4.8(nm)
Initial Switch 1 No Change

Initial Switch 2 No Change

Revision History
Version 1 02/05/2024 12:02:35 IST User RAMESH
project. (from Full Audit Trail project)
Version 1 01/04/2024 09:45:56 IST User RAMESH
project. (from Full Audit Trail project)
Version 1 01/03/2024 09:13:53 IST User RAMESH
project. (from Full Audit Trail project)
Version 1 01/02/2024 09:32:38 IST User RAMESH
project. (from Full Audit Trail project)
Version 1 26/01/2024 05:07:53 IST User KAYAL
CREATED

Analysed by : MV@
Date : \%\OSFQDQH

Method (\Hplc\2024\QC_HPL_004\APR-2024 : 1020) copied into
Method (\Hplc\2024\QC_HPL_004\MAR-2024 : 1024) copied into
Method (\Hplc\2024\QC_HPL_004\FEB-2024 : 1018) copied into
Method (\Hplc\2024\QC_HPL_004\JAN-2024 : 9277) copied into

Created method 'BONCIPRO_AS_RS_FP_IM'. NEW METHOD

Checked by :
Date oy }LO“?/’W

Reported by User: VINOTHINI (VINOTHINI)
Report Method: INSTRUMENT METHOD_GHPL

Report Method ID: 1120
Page: 2 of 3

Project Name: 2024\QC_HPL_004\MAY-2024

Printed Date: 13/05/2024
Printed Time: 18:22:57 Asial/Calcutta



Method Version Summaries
Method Name Method Type l Method Comments l Method Date Method Modified User]
| 1| BONCIPRO_AS_RS_FP_IM | Instrument l NEW METHOD CREATED ' 02/05/2024 12:02:35 IST | KAYAL }

B Method Version Summaries
| Method Locked | Method Id | OId Id | Method Version

b

1 No

1035 | 1

Method Version Summaries
r Source S/W Info

=T

1 Empower 3 Software Build 3471 SPs Installed: Service Release 3 DB ID: 2530846615

Analysed by : MR . Checked by : Qj’
Date 12YsTtoon) | Date e 1
Reported by User: VINOTHINI (VINOTHINI) Project Name:  2024\QC_HPL_004\MAY-2024

Report Method: INSTRUMENT METHOD_GHPL .
- : 1 /2024
Report Method ID: 1120 Printed Date 3/05/202

Printed Time: :92: i
Page: 3 of 3 rinted lime 18:22:57 Asia/Calcutta
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CHROMATOGRAPHIC DATA

SAMPLE INFORMATION

Sample Name: AS_BLANK Acquired By: VINOTHINI

Sample Type: Control Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS

Vial: 1 Acg. Method Set: BONCIPRO_AS_RS_FP_MSET

Injection #: 1 Processing Method: BONCIPRO_AS_PEAK PURITY_AMV_PM
Injection Volume:  25.00 ul Channel Name: 278.0nm

Run Time: 20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

Date Acquired: 13/05/2024 18:27:11 IST

Date Processed:  14/05/2024 17:31:44 IST

Auto-Scaled Chromatogram

0.0004 ,

1 | A

| S " ""“"%"ﬂ"’vc;‘f"r:\_'w<

1 ‘ K iy,
0.0002- M,

) LA
<

0.0000

1 f "“\’c{:u‘l"‘w&.‘r':"'n‘""‘Wﬁ“’,* A Yot sy
-0.0002-

| T T T T T T 0 T T T T T T T T | T T T T T T T T T T T T T T T I T T T ] T T T

0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
- PDA Result Table
7 Area 1 Purity1 1 Purity1 - 1
Name 3 RT (V'sec)| Angle | Threshold USP Plate Count | USP Tailing
|1 CIPROFLOXACIN | 9.600

Analysed by : M NVADE Checked by : %/ 4
Date 1W\o 5200y : Date SEENTAT) Wit
Reported by User: VINOTHINI (VINOTHINI) Project Name:  2024\QC_HPL_004\MAY-2024

Report Method: PEAK PURITY DATA
Report Method ID: 4765
Page: 1 of 1

Printed Date: 14/05/2024
Printed Time: 17:56:38 Asia/Calcutta




. CHROMATOGRAPHIC DATA WG..

SAMPLE INFORMATION

Sample Name: AS_STANDARD_SIMILARITY FACTOR Acquired By: VINOTHINI

Sample Type: Standard Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS

Vial: 2 Acg. Method Set: BONCIPRO_AS_RS_FP_MSET

Injection #; 1 Processing Method: BONCIPRO_AS_PEAK PURITY_AMV_PM
Injection Volume:  25.00 ul Channel Name: 278.0nm

Run Time: 20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

Date Acquired: 13/05/2024 18:48:26 IST

Date Processed: 14/05/2024 17:30:55 IST

Auto-Scaled Chromatogram

0.084 - F
| ¥
0.06 =
| :
2 0.04- é
o
0.02 o
‘ x
J B
0.00+ - — - - — H O~ | ‘ | —
N L o e e B e e e B e —
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
PDA Result Table
. N e ‘ R T . T T
Area Purityl | Purity1 1 -
Name RT | (uV*seq) ‘ Angle ‘ THRES6l “ USP Plate Count‘} USP Tailing
1 CIPROFLOXACIN 19491 1182829 0.075|  0.267 S 9033 1.2
Analysed by : SAVATA Checked by : g)/f
Date SN OET;)o_:zq Date SRS gl
Reported by User: VINOTHINI (VINOTHINI) Project Name:  2024\QC_HPL_004\MAY-2024

Report Method: PEAK PURITY DATA
Report Method ID; 4765
Page: 1 of 1

Printed Date: 14/05/2024
Printed Time: 17:56:49 Asia/Calcutta
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RSD REPORT G..
SAMPLE TINFORMATION

Samp]e Name: AS_STANDARD ACQUiTEd By VINOTHINI
Sample Type: Standard Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS
Vial: 3 Acg. Method Set: BONCIPRO_AS_RS_FP_MSET
Injection #: 1,6,2,4,5, 3 Processing Method: BONCIPRO_AS_PEAK PURITY_AMV_PM
Injection Volume:  25.00 ul Channel Name: 278.0nm
Run Time: 20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

Date Acquired:

Date Processed:

20:12:56 IST, 13/05/2024 20:33:57 IST, 13/05/2024 20:54:59 IST

13/05/2024 19:09:39 IST, 13/05/2024 19:30:40 IST, 13/05/2024 19:51:55 IST, 13/05/2024

14/05/2024 17:32:23 IST, 14/05/2024 17:33:06 IST, 14/05/2024 17:33:50 IST, 14/05/2024

Auto-Scaled Chromatogram

008 T
0.06
[
> 0.04 | E
¢ | | i
| 1
0.02- ] "
| |
OOO 7'7” S T - j ' ‘;*\'\ T -
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20,00
Minutes
) Peak Name: CIPROFLOXACIN
w ' _— Purity1 | Purity1 o
} ‘ Peak Name Injection| RT Area Angle | Threshold USP Plate Count | USP Tallng
1 TCIPROFLOXACIN 1 9.504 | 1179011 0.086 0.267 8894 1.2 ‘
2 ‘ CIPROFLOXACIN | 2 9.515| 1174412 0.075 0.268 8801 1.2
3 j CIPROFLOXACIN ‘ 3 9.5621| 1175769 | 0.077 0.269 8789 1.2
4 | CIPROFLOXACIN | 4 9.531| 1177121 0.075 0.269 8700 1.2
.% 5 CIPROFLOXACIN 5 9.538| 1178406 0.080 0.271 8571 1.2
6 | CIPROFLOXACIN 6 9.554 | 1177761 0.078 0.271 8586 1.2
" Mean | 9.627 | 1177080 0.079 0.269 8723 1.2
Std. Dev. | 10.018 1719.885 |
% RSD 02 01
Analysed by : H\LCEL Checked by : W
Date . 1y )oBTm Date : STV
4 ] Sr 2\ SRR 4

Reported by User: VINOTHINI (VINOTHINI)
Report Method: RSD REPORT PEAK PURITY

Report Method ID: 1719
Page: 1 of 1

Project Name:

Printed Date:
Printed Time:

2024\QC_HPL_004\MAY-2024

14/05/2024

17:57:20 Asia/Calcutta




CHROMATOGRAPHIC DATA

SAMPLE INFORMATION
Sample Name: PLACEBO_250MG Acquired By: VINOTHINI
Sample Type: Unknown Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS
Vial: 4 Acg. Method Set: BONCIPRO_AS_RS_FP_MSET
Injection #: 1 Processing Method: BONCIPRO_AS_PEAK PURITY_AMV_PM
Injection Volume:  25.00 ul Channel Name: 278.0nm
Run Time: 20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

Date Acquired: 13/05/2024 21:15:38 IST

Date Processed:  14/05/2024 17:54:41 IST

Auto-Scaled Chromatogram

0.0000 |
0.0005-
2 -0.0010
0.0015|
0.0020- o
7 - » il U T T T T 7 T T T T T T J i T 7 T T 7 7 T i i T T T A
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
o PDA Result Table
Name ' RT Area Purity1 Purity1

(MV*sec) | Angle

Threshold USP Plate Count | USP Tailing

‘17 ‘;EIPROFLOXACIN 9.600

|

Analysed by : M <\LH.
Dzltaeyse y: lq\oﬁ‘\go;u’

Reported by User: VINOTHINI (VINOTHINI)
Report Method: PEAK PURITY DATA

Report Method ID: 4765
Page: 1 of 1

Project Name:  2024\QC_HPL_004\MAY-2024

Printed Date: 14/05/2024
Printed Time: 17:57:38 Asia/Calcutta
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CHROMATOGRAPHIC DATA
SAMPLE INFORMATION

Sample Name: PLACEBO_500MG Acquired By: VINOTHINI
Sample Type: Unknown Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS
Vial: 5 Acq. Method Set:  BONCIPRO_AS_RS_FP_MSET
Injection #: 1 Processing Method: BONCIPRO_AS_PEAK PURITY_AMV_PM
Injection Volume:  25.00 ul Channel Name: 278.0nm
Run Time: 20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

Date Acquired: 13/05/2024 21:36:39 IST

Date Processed:  14/05/2024 17:55:19 IST

0.0005 |

0.0000 s
|
o ]
-0.0005
]

-0.0010

0.00 2.00 4.00 6.00

Auto-Scaled Chromatogram

“““““

8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes

PDA Result Table

) Area
Name ‘ RT ‘ "
" | (V'sec)

\

Purity1
Angle

Purity1

Threshold USP Plate Count | USP Tailing

1 CIPROFLOXACIN | 9.600

Analysed by : 1 USED «
Date ©iy)oBsToeny

Checked by : W
Date Faglost v

Reported by User. VINOTHINI (VINOTHINI)
Report Method: PEAK PURITY DATA

Report Metheod ID: 4765
Page: 1 of 1

Project Name: 2024\QC_HPL_004\MAY-2024

Printed Date: 14/05/2024
Printed Time: 17.57:49 Asia/Calcutta




CHROMATOGRAPHIC DATA

SAMPLE INFORMATION

Sample Name:
Sample Type:
Vial:

Injection #:
Injection Volume:
Run Time:

Date Acquired:

Date Processed:

PLACEBO_750MG Acquired By: VINOTHINI

Unknown Sample Set Name: 13052024__BONCIPRO_AS_AMV_SS

6 Acq. Method Set: BONCIPRO_AS_RS_FP_MSET

1 Processing Method: BONC|PRO_AS_PEAK PURIW_AMV_PM
25.00 ul Channel Name: 278.0nm

20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

13/056/2024 21:57:42 IST

14/05/2024 17:55:56 IST

Auto-Scaled Chromatogram

0.0004- e e i .
0.0002 |
5 0.0000-
<< i
-0.0002 ST
8, Nt
! s
-0.0004
0.00 2.00 400 600 800 1000 12,00 14.00 1600 18.00 20.00
Minutes
) PDA Result Table
? Area | Purityl | Purity1 o
Name | RT | (WW7sec)| Angle | Threshold USP Plate Count | USP Tailing
1 CIPROFLOXACIN 9.600 1
Analysed by : My P . Checked by : N
Date : ]\-“05‘3—03—!-} Date g\ .
Reported by User. VINOTHINI (VINOTHINI) | Project Name:  2024\QC_HPL_004\MAY-2024

Report Method: PEAK PURITY DATA
Report Method ID: 4765

Page: 1 of 1

Printed Date: 14/05/2024
Printed Time: 17:58:03 Asia/Calcutta




Az

CHROMATOGRAPHIC DATA
SAMPLE INFORMATION

Sample Name: BONCIPRO_250MG_G18240106_SPL_1 Acquired By: VINOTHINI
Sample Type: Unknown Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS
Vial: 7 Acq. Method Set: BONCIPRO_AS_RS_FP_MSET
Injection #; 1 Processing Method: BONCIPRO_AS_PEAK PURITY_AMV_PM
Injection Volume:  25.00 ul Channel Name: 278.0nm
Run Time: 20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

Date Acquired: 13/05/2024 22:19:06 IST

Date Processed:  14/05/2024 17:37:07

IST

Auto-Scaled Chromatogram

5
(@]
0.06 Z
| g |
o 0.04 4
2 00 =
| |
0.02 LC’S
7
| o
0.00 B , o - Y N S — : . o
I i i T T T i ] T T i T T T I T T T T T T T T T T T | i T | T T T
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes

PDA Result Table

I ! Area Purity1 Purity1
Name RT (WV*sec) | Angle | Threshold USP Plate Count | USP Tailing
1 CIPROFLOXACIN | 9.628 1 1210877 0.090 0.272 8351 1.2

Analysed by : M* L1y .
Date : {Lﬂob 20D))

Checked by : /-
Date : \L\O 1%

Reported by User: VINOTHINI (VINOTHINI)

Report Method: PEAK PURITY DATA
Report Method ID: 4765
Page: 1 of 1

Project Name: 2024\QC_HPL_004\MAY-2024

Printed Date: 14/05/2024
Printed Time: 17:58:15 Asia/Calcutta




CHROMATOGRAPHIC DATA “4

SAMPLE INFORMATION

Sample Name:
Sample Type:
Vial:

Injection #:

Injection Volume:

Run Time;

Date Acquired:

Date Processed:

BONCIPRO_250MG_G18240106_SPL_2 Acquired By: VINOTHINI

Unknown Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS

8 Acq. Method Set: BONCIPRO_AS_RS_FP_MSET

1 Processing Method: BONCIPRO_AS_PEAK PUR'TY_AMV_PM
25.00 ul Channel Name: 278.0nm

20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

13/05/2024 22:40:08 IST

14/05/2024 17:38:37 IST

Auto-Scaled Chromatogram

0.08 - © - ]
| >
0.06 | z
O
2 0.04 %
|
L
0.02 S
X
a
0.00 R S = O S —~
O L e e B e e B e e e B
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
o PDA Result Table
‘  Aea | Puity! | Purityl .
‘ Name RT | (LV*seq) ‘, Angle ‘ Threshold USP Plate Count | USP Tailing
1 CIPROFLOXACIN‘9.638:1288886‘1 o.o75i 0.271 8199 1.2
Anal « KA : Checked by :
Dgfeysed K t\\\i\}g_mf)_q Date : \\,\\@Q M
Reported by User. VINOTHINI (VINOTHINI) Project Name:  2024\QC_HPL_004\MAY-2024

Report Method: PEAK PURITY DATA
Report Method ID: 4765

Page: 1 of 1

Printed Date: 14/05/2024
Printed Time: 17:58:43 Asia/Calcutta




CHROMATOGRAPHIC DATA 7

SAMPLE INFORMATION

Sample Name:
Sample Type:
Vial:

Injection #:
Injection Volume:
Run Time:

Date Acquired:

Date Processed:

BONCIPRO_250MG_G18240106_SPL_3 Acquired By: VINOTHINI

Unknown Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS

9 Acqg, Method Set: BONCIPRO_AS_RS_FP_MSET

1 Processing Method: BONCIPRO_AS_PEAK PURIW_AMV_PM
25.00 ul Channel Name: 278.0nm

20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

13/056/2024 23:01:11 IST

14/06/2024 17:39:13 IST

Auto-Scaled Chromatogram

|
|
|
|
|
|

&
&
0.06 4
| :
D 0.04 P>
< | o)
9
0.02 %)
: X
‘ e
0.00 1 D L L L R s \‘ I | I [
| } d | ! ! ! | ! : } | ! ! ! ! ! ’ ! y " ‘ J U ! ! ! : Y U " |
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
PDA Result Table
j . Area | Puity! | Purityt -
Name . RT (WV*sec) Angle ‘ Threshold USP Plate Count | USP Tailing
1 CIPROFLOXACIN | 9.654 1238273 : o.ossf 0.275 8209 J 1.2
Analysed by : AVE( Checked by :
Date N)ogbﬂlu Date : \\/\\Og( A
Reported by User: VINOTHINI (VINOTHINI) Project Name:  2024\QC_HPL_004\MAY-2024

Report Method:
Report Method ID: 4765

Page: 1 of 1

vank FURITY DAT#A Printed Date: 14/05/2024

Printed Time: 17:58:54 Asia/Calcutta




Az

SAMPLE INFORMATION
Sample Name: BONCIPRO_250MG_G18240106_SPL_4 Acquired By: VINOTHINI
Sample Type: Unknown Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS
Vial: 10 Acq. Method Set: BONCIPRO_AS_RS_FP_MSET
Injection #: 1 Processing Method: BONCIPRO_AS_PEAK PURITY_AMV_PM
Injection Volume:  25.00 ul Channel Name: 278.0nm
Run Time: 20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998
Date Acquired: 13/05/2024 23:22:14 IST

Date Processed:  14/05/2024 17:39:48 IST

Auto-Scaled Chromatogram

©
| »
nd i)
0.06 ] z.
{ &)
0.04+ S
2 00 5
| —
0.02 %
1 x
| o
0.00 20
| T T’f T T ‘7 T T [ I T i T T ’ T T T | T T | T T | T F S
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
PDA Result Table
‘ | Area Purit i
y1 Purity1 -
Name RT (WV*sec) | Angle | Threshold USP Plate Count | USP Tailing
1 CIPROFLOXACIN ‘ 9.672 1 1221815 ‘ 0.082 0.274 8173 1.3
— .

Analysed by : LR
Date : l'-HOD(\QDlL’

Checked by : @/OP'

Date L LR 0%

Reported by User: VINOTHINI (VINOTHINI)
Report Method: PEAK PURITY DATA

Report Method ID: 4765
Page: 1 of 1

Project Name:

Printed

Printed Time:

2024\QC_HPL_004\MAY-2024

14/05/2024
17:59:06 Asia/Calcutta

Date:




V' /

CHROMATOGRAPHIC DATA

SAMPLE INFORMATION

Sample Name: BONCIPRO_250MG_G18240106_SPL_5 Acquired By: VINOTHINI

Sample Type: Unknown Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS

Vial: 11 Acq. Method Set: BONCIPRO_AS_RS_FP_MSET

Injection #: 1 Processing Method: BONCIPRO_AS_PEAK PURITY_AMV_PM
Injection Volume:  25.00 ul Channel Name: 278.0nm

Run Time: 20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

Date Acquired: 13/05/2024 23:43:16 IST

Date Processed:  14/05/2024 17:40:17 IST

Auto-Scaled Chromatogram

008 %
0.06 pd
| 2
2 0.04 é
s |
i L
0.02 O
x
i o
000+ o : ‘ O : 7 | : m————
7 T L R B T T ! J Tt 1 ' =T & T 1 T
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
PDA Result Table
T i i T
‘ Area | Purity1 Purity1 ata
Name RT | (V*se) | Angle | Threshold USP Plate Count | USP Tailing
1 CIPROFLOXACIN 9.686 1287444 0079 0285 . 8134 13
Analysed by : M \P- Checked by : €4 RSt
Date : Uq\ogh@li; ' Date T
Reported by User: VINOTHINI (VINOTHINI) Project Name:  2024\QC_HPL_004\MAY-2024

Report Method: PEAK PURITY DATA
Report Method ID: 4765
Page: 1 of 1

Printed Date: 14/05/2024
Printed Time: 17:59:40 Asia/Calcutta




CHROMATOGRAPHIC DATA

SAMPLE INFORMATION

Sample Name: BONCIPRO_250MG_G18240106_SPL_6 Acquired By: VINOTHINI

Sample Type: Unknown Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS

Vial: 12 Acq. Method Set: BONCIPRO_AS_RS_FP_MSET

Injection #: 1 Processing Method: BONCIPRO_AS_PEAK PURITY_AMV_PM
Injection Volume:  25.00 ul Channel Name: 278.0nm

Run Time; 20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

Date Acquired: 14/05/2024 00:04:18 IST

Date Processed:  14/05/2024 17:40:54 |IST

Auto-Scaled Chromatogram

\
|
|
|
|
|
|

| =
| o
0.06 -
(@]
o) i
> 00 %
i
0.02 O
x
o
0.00 | 7 O |
I T T T T T ] L T ’ T T T | T T T | T T | T T T ‘ T T T ‘ T T T J T ‘?7“17'—"
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes

PDA Result Table

o ' T Area | Purity1 | Purity1 ‘ i
\ Name | RT | (uVreg) f Angle ’ Threshold | USP Plate Count | USP Tailing

|

1 CIPROFLOXACIN | 9.701 1279999[ 0078 0271 8070 IRE |
Analysed by : URTEN Checked by : o
Date : \L]“oEfDDQL‘ Date : \H\/o»g\ \
Reported by User. VINOTHINI (VINOTHINI) Project Name:  2024\QC_HPL_004\MAY-2024

Report Method: PEAK PURITY DATA
Report Method ID: 4765
Page: 1 of 1

Printed Date: 14/05/2024
Printed Time: 17:59:53 Asia/Calcutta




RSD REPORT

INFORMATITON

SAMPLE
Sample Name: AS_STANDARD, AS_STANDARD_BKT_1
Sample Type: Standard
Vial: 3
Injection #: 1,6,2,4,5,3
Injection Volume:  25.00 ul
Run Time: 20.0 Minutes
Date Acquired:

Acquired By: VINOTHINI
Samp|e Set Name: 13052024_BONC|PRO_AS_AMV_SS

Acq. Method Set;: BONCIPRO_AS_RS_FP_MSET
Processing Method: BONCIPRO_AS_PEAK PURITY_AMV_PM
278.0nm

2998 PDA 278.0 nm (2998

Channel Name:
Proc. Chnl. Descr.:

13/05/2024 19:09:39 IST, 13/05/2024 19:30:40 IST, 13/05/2024 19:51:55 IST, 13/05/2024

20:12:56 IST, 13/05/2024 20:33:57 IST, 13/05/2024 20:54:59 IST, 14/05/2024 00:25:23 IST

Date Processed:

14/05/2024 17:32:23 IST, 14/05/2024 17:33:06 IST, 14/05/2024 17:33:50 IST, 14/05/2024

Auto-Scaled Chromatogram

0.08 — S
l! l
0.06 %
"
2 0.041 H
002 '{ ‘
i
0.00- e : — i . ——————— i
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
) Peak Name: CIPROFLOXACIN
| Peak Name ‘ilnjectionj RT Area ). Tr:g?g ITEriztggld USP Plate Count | USP Tailing
1 "7T’61P§'6'FA[6‘>'<_AC1N 1 9504 1179011 | 0.086  0.267 8894 1.2
2 CIPROFLOXACIN| 1 9.719 1195367 | 0.091|  0.281 8069 1.3
3 CIPROFLOXACIN| 2 |9.515/ 1174412 0075  0.268 8801 1.2
4 CPROFLOXACIN| 3 9.521| 1175769 | 0077) 0269 8789 1.2
5  CIPROFLOXACIN| 4 |9.531 1177121| 0075  0.269 8700 1.2
6 CIPROFLOXACIN| 5 |9.538 1178406 0.080|  0.271 8571 1.2
7 | CIPROFLOXACIN| 6 |9.554| 1177761 0.078|  0.271 8586 1.2
 Mean 9.555| 1179693 |  0.080|  0.271 8630 1.2
Std. Dev. 0.074 7087.964
Analysed by : Y 2. Checked by : @1
Date \4\oE 921y Date : "y We i %

Reported by User: VINOTHINI (VINOTHINI)
Report Method: RSD REPORT PEAK PURITY

Report Method ID: 1719
Page: 1 of 2

Project Name:

Printed Date:
Printed Time:

2024\QC_HPL_004\MAY-2024

14/05/2024
18:00:13 Asia/Calcutta




Peak Name: CIPROFLOXACIN

o o | Purit i
A y1 | Purity1 £
Peak Name | Injection| RT \ Area | Angle |Threshold USP Plate Count | USP Tailing

%RSD s o8 —

Analysed by : ‘H~\Lﬂ‘ ' Checked by : @(j
Date : tLT\oEF.QOlLt Date

Reported by User: VINOTHINI (VINOTHINI) Project Name: 2024\QC_HPL_004\MAY-2024
Report Method: RSD REPORT PEAK PURITY

Report Method ID: 1719 Printed Date: 14/05/2024
SR AT B Printed Time: 18:00:13 Asia/Calcutta
Page: 2 of 2



CHROMATOGRAPHIC DATA  “@

SAMPLE INFORMATION

Sample Name: BONCIPRO_500MG_G18240201_SPL_1 Acquired By: VINOTHINI

Sample Type: Unknown Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS

Vial: 13 Acq. Method Set: BONCIPRO_AS_RS_FP_MSET

Injection #: 1 Processing Method: BONCIPRO_AS_PEAK PURITY_AMV_PM
Injection Volume: ~ 25.00 ul Channel Name: 278.0nm

Run Time: 20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

Date Acquired: 14/05/2024 00:46:26 IST

Date Processed:  14/05/2024 17:42:55 IST

Auto-Scaled Chromatogram

] &
o.osj‘ >
| O
2004 %
1
0.02 o)
| o
| :D_' "
0.00 | e 5 e J
I Y | I 7 T & & o1 T T T I LN a7
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14,00 16.00 18.00 20.00
Minutes
PDA Result Table
T I R i P P [ [
Area | Purityl | Purityl | -
Name RT (WV'sec)  Angle | Threshold USP Plate Counti USP Talllngl‘
. SRS SN . it o AL SRt : |
a ‘ClPF{V(?ELVQB_(.&C)VI'NJ?;7733 1268706 | 0.089 | 0.284} 8022 | 13 |
Analysed by : ISRV Checked by : ‘¢
: . D :
Date : \q\o s ooy ate WA BIWM
Reported by User: VINOTHINI (VINOTHINI) Project Name:  2024\QC_HPL_004\MAY-2024

Report Method: PEAK PURITY DATA
Report Method ID: 4765
Page: 1 of 1

Printed Date: 14/05/2024
Printed Time: 18:01:14 Asia/Calcutta




CHROMATOGRAPHIC DATA

SAMPLE INFORMATION

Sample Name: BONCIPRO_500MG_G18240201_SPL_2 Acquired By: VINOTHINI

Sample Type: Unknown Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS

Vial: 14 Acq. Method Set: BONCIPRO_AS_RS_FP_MSET

Injection #: 1 Processing Method: BONCIPRO_AS_PEAK PURITY_AMV_PM
Injection Volume: ~ 25.00 ul Channel Name: 278.0nm

Run Time: 20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

Date Acquired: 14/05/2024 01:07:27 IST

Date Processed:  14/05/2024 17:43:36 IST

Auto-Scaled Chromatogram

| - D /7
: o
0.06 - v
‘ Z
<
- 0.04
< | e
| e |
0.02-1 ol
! O
| o \
0.00 S S O - \ e e ]
\ T T T . = O L ‘ ' I S W T
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
o ,,,_,.ﬂﬁ,PDA Result Table
| Area Purity1 Purity1 ' .
| Name ‘{ RT “ (WV'ssq) | Angle | Threshold USP Plate Count | USP Tailing
E “CIPROFLOXACINEQ.735 % 1222068\ 0.084] 0.276| 8009 l 1.3
Analysed by M\\L‘&: ’ Checked by : %’
Date : \\\\05“}011—7 Date v o%IV A
Reported by User: VINOTHINI (VINOTHINI) Project Name:  2024\QC_HPL_004\MAY-2024

Report Method: PEAK PURITY DATA
Report Method ID: 4765
Page: 1 of 1

Printed Date: 14/05/2024
Printed Time: 18:01:41 Asia/Calcutta




CHROMATOGRAPHIC DATA
SAMPLE INFORMATION
Sample Name: BONCIPRO_500MG_G18240201_SPL_3 Acquired By: VINOTHINI
Sample Type: Unknown Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS
Vial: 15 Acg. Method Set: BONCIPRO_AS_RS_FP_MSET
Injection #: 1 Processing Method: BONCIPRO_AS_PEAK PURITY_AMV_PM
Injection Volume:  25.00 ul Channel Name: 278.0nm
Run Time: 20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

Date Acquired: 14/05/2024 01:28:29 IST

Date Processed: . 14/05/2024 17:44:13 IST

Auto-Scaled Chromatogram

| <
| o
0.06 2
@)
D 0.04 §
| o
| ™
0.02- o)
! 7
| ,&
0.00- - )
S—— ‘ , ‘ e e B T S —
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes

PDA Result Table

1 CIPROFLOXACIN | 9.703 | 1287412 |  0.082

] ) Area Purity1 Purity1 -
Name j RT (UV*sec) | Angle | Threshold USP Plate Count | USP Tailing
0.273 7902 1.3

nalyse : *V—ﬂ‘
Analy dby;}ﬁq\ogﬂ\)ﬂm

Date

Checked by : Q{f;

Date : e &1\

Reported by User: VINOTHINI (VINOTHINI)
Report Method: PEAK PURITY-DATA

Report Method ID: 4765
Page: 1 of 1

Project Name: 2024\QC_HPL_004\MAY-2024

Printed Date: 14/05/2024
Printed Time: 18:01:51 Asia/Calcutta




CHROMATOGRAPHIC DATA |
SAMPLE INFORMATION
Sample Name: BONCIPRO_500MG_G18240201_SPL_4 Acquired By: VINOTHINI
Sample Type: Unknown Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS
Vial: 16 Acqg. Method Set: BONCIPRO_AS_RS_FP_MSET
Injection #: 1 Processing Method: BONCIPRO_AS_PEAK PURITY_AMV_PM
Injection Volume:  25.00 ul Channel Name: 278.0nm
Run Time: 20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

Date Acquired: 14/05/2024 01:49:31

Date Processed:  14/05/2024 17:44:54

IST

IST

Auto-Scaled Chromatogram

%
‘ fo)}
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| z
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@
| o
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U N e S A S S B
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
- i PDA Result Table
i Area Purity1 Purity1 -
. Name RT (WV*sec) | Angle | Threshold USP Plate Count | USP Tailing
1 CIPROFLOXACIN | 9.707 I 1228253 0.084 0.277 7832 1.3
Analysed by :H~\L§X* Checked by : %, “
. v
Date C \.[\OSID_QQ_L]IS Date o £

Reported by User. VINOTHINI (VINOTHINI)

Report Method: PEAK PURITY DATA
Report Method ID: 4765
Page: 1 of 1

Project Name:

Printed Date:
Printed Time:

2024\QC_HPL_004\MAY-2024

14/05/2024
18:02:04 Asia/Calcutta




A

CHROMATOGRAPHIC DATA

SAMPLE INFORMATION

Sample Name:
Sample Type:
Vial:

Injection #:

Injection Volume:

Run Time:

Date Acquired:

Date Processed:

BONCIPRO_500MG_G18240201_SPL_5 Acquired By: VINOTHINI

Unknown Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS

17 Acq. Method Set: BONCIPRO_AS_RS_FP_MSET

1 Processing Method: BONClPRO_AS_PEAK PUR”Y_AMV_PM
25.00 ul Channel Name: 278.0nm

20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

14/05/2024 02:10:34 IST

14/05/2024 17:45:37 IST

Auto-Scaled Chromatogram

i D%
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0.06 | zl
> 0.04- ‘
< ‘ O
Ja
0.02 o)
| X
o
0.00 | I S 1 - WO ; o]
{POY INPL L L T T B e L s WO AN AN S A R Sy R S
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
o PDA Result Table
Area Purity1 Purity1 -
| Name RT @V*sec) | Angle | Threshold USP Plate Count | USP Tailing
1 CIPROFLOXACIN | 9.757 1286582 | 0.089[ 0.281 7881 1.3
Analysed by : M\LW- Checked by : Q/-
Date (Y\ob 102y Date Y 1A%
Reported by User: VINOTHINI (VINOTHINI) Project Name:  2024\QC_HPL_004\MAY-2024

Report Method: PEAK PURITY DATA
Report Method ID: 4765

Page: 1 of 1

Printed Date: 14/05/2024
Printed Time: 18:02:14 Asia/Calcutta




CHROMATOGRAPHIC DATA

SAMPLE INFORMATION

Sample Name:
Sample Type:
Vial:

Injection #:

Injection Volume:

Run Time:

Date Acquired:

Date Processed:

BONCIPRO_500MG_G18240201_SPL_6 Acquired By: VINOTHINI

Unknown Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS

18 Acq. Method Set: BONCIPRO_AS_RS_FP_MSET

1 Processing Method: BONC|PRO_AS_PEAK PURITY_AMV_PM
25.00 ul Channel Name: 278.0nm

20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

14/05/2024 02:31:36 IST

14/05/2024 17:46:09 IST

Auto-Scaled Chromatogram

‘ N
| &
0.06 | Z
i 2
5 0.04 2
= } o
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x
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0.00 - T e e e - e St
‘ N O N N e S e B I R B N E
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
PDA Result Table
[ ] . .
\ Area Purity1 Purity1 .
Name ? RT ‘ WV*ss) | Angle | Threshold USP Plate Countv USP Tailing
1 CIPROFLOXACIN 9.772 1285631 o.o79i o.273j 7893 ; 1.3
Analysed by : H\\Lﬂ- Checked by : Pj/
. y Dat ;
Date Wlostomy ate a1
Reported by User: VINOTHINI (VINOTHINI) Project Name:  2024\QC_HPL_004\MAY-2024

Report Method: PEAK PURITY DATA
Report Method ID: 4765

Page: 1 of 1

Printed Date: 14/05/2024
Printed Time: 18:02:27 Asia/Calcutta




RSD REPORT

SAMPLE

INFORMATTON

Sample Name: AS_STANDARD, AS_STANDARD BKT 2 Acquired By: VINOTHINI
Sample Type: Standard Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS

Vial: 3 Acq. Method Set: BONCIPRO_AS_RS_FP_MSET

Injection #: 1,6,2, 4,5 3 Processing Method: BONCIPRO_AS_PEAK PURITY_AMV_PM
Injection Volume:  25.00 ul Channel Name: 278.0nm

Run Time: 20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

Date Acquired:

13/05/2024 19:09:39 IST, 13/05/2024 19:30:40 IST, 13/05/2024 19:51:55 IST, 13/05/2024

20:12:56 IST, 13/05/2024 20:33:57 IST, 13/05/2024 20:54:59 IST, 14/05/2024 02:52:40 IST
14/05/2024 17:32:23 IST, 14/05/2024 17:33:06 IST, 14/05/2024 17:33:50 IST, 14/05/2024

Date Processed:

Auto-Scaled Chromatogram

0.08 T T T
0.06'3 !
| 1?’
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‘i |
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0.60 o 2.60 - 4.|OO 6.60 1 B.IOO o ‘10100‘ ' I‘12i00I |14f00} ‘16!OOI ‘18f001 I20.00
Minutes
Peak Name: CIPROFLOXACIN
Peak Name Injection | RT Area | Ij\ur:ig;y; Tr?r:rsitg;ld USP Plate Count| USP Tailing
L‘ 1 |CIPROFLOXACIN| 1  |9.504| 1179011 | 0.086|  0.267 8894 1.2
2 |CIPROFLOXACIN| 1 |9.743] 1218883 | 0098 0.288 7891 1.3
'3 |CIPROFLOXACIN| 2 |9.515| 1174412 | 0.075|  0.268 8801 1.2
4 CIPROFLOXACIN| 3 9521 1175769  0.077|  0.269 8789 12
5  CIPROFLOXACIN 4 9531 1177121 0075  0.269 8700 1.2
6 CIPROFLOXACIN| 5 9538 1178406 | 0080,  0.271 8571 1.2
7 |CIPROFLOXACIN| 6 |9.554| 1177761 | 0.078|  0.271 8586 1.2
™ Mean | 9.558| 1183052 | 0.081|  0.272 8604 1.2
Std. Dev. 0.083 | 15877.789
Analysed by : MH\LEP . Checked by : w
Date \WoBi20oy Date L (T

Reported by User: VINOTHINI (VINOTHINI)
Report Method: RSD REPORT PEAK PURITY

Report Method ID: 1719
Page: 1 of 2

Project Name:

Printed Date:
Printed Time:

14/05/2024
18:02:46 Asia/Calcutta

2024\QC_HPL_004\MAY-2024




~ PeakName: CIPROFLOXACIN

o P— Purity1 | Purity1 o
:} Peak Name Injection| RT Area Angle | Threshold USP Plate Count | USP Tailing

% RSD 09 | 13 - |
Analysed by : [SHVAIL Checked by : Qj, oy
Date : \L\\ 05‘9024 Date A LW
Reported by User: VINOTHINI (VINOTHINI) Project Name:  2024\QC_HPL_004\MAY-2024
Report Method: RSD REPORT PEAK PURITY .

. Printed Date:  14/05/2024
Report Method ID: 1719 viier ele

Printed Time: :02: i
Page: 2 of 2 rn ime 18:02:46 Asia/Calcutta



CHROMATOGRAPHIC DATA

SAMPLE INFORMATION

Sample Name: BONCIPRO_750MG_G18240221_SPL_1 Acquired By: VINOTHINI

Sample Type: Unknown Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS

Vial: 19 Acg. Method Set: BONCIPRO_AS_RS_FP_MSET

Injection #: 1 Processing Method: BONCIPRO_AS_PEAK PURITY_AMV_PM
Injection Volume:  25.00 ul Channel Name: 278.0nm

Run Time: 20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

Date Acquired: 14/05/2024 03:13:42 IST

Date Processed:  14/05/2024 17:47:34 IST

Auto-Scaled Chromatogram

=
! o
0.06 i
! Z
<
5 0.04
= (@)
4 |
0.02 ol
1 X
{ o
0.00-{ ORI S etioesios D |
L O L | L R L S W S ALY AL S AN LN WE M SN L
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
) ~ PDAResult Table
i Area Purity1 Purity1 -
i Name } RT | (WV*sec) | Angle | Threshold USP Plate Count | USP Tailing
| 17; ClPROFLOXACIN! 9.755 ’ 1277709 | 0.082 0.277 7726 1.3
Analysed by : [SRVSVE ; Checked by : @7,
Date : \q\oﬁﬁﬂm Date : o
ARNS
Reported by User: VINOTHINI (VINOTHINI) Project Name: 2024\QC_HPL_004\MAY-2024
Report Method: PEAK PURITY DATA Printed Date: 14/05/2024
Report Method ID: 4765 . ,
Printed Time: 18:04:04 Asia/Calcutta

Page: 1 of 1




Az

CHROMATOGRAPHIC DATA
SAMPLE INFORMATION

Sample Name: BONCIPRO_750MG_G18240221_SPL_2 Acquired By: VINOTHINI
Sample Type: Unknown Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS
Vial: 20 Acqg. Method Set: BONCIPRO_AS_RS_FP_MSET
Injection #: 1 Processing Method: BONCIPRO_AS_PEAK PURITY_AMV_PM
Injection Volume:  25.00 ul Channel Name: 278.0nm
Run Time: 20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

Date Acquired: 14/05/2024 03:34:44 IST

Date Processed:  14/05/2024 17:48:07 IST

Auto-Scaled Chromatogram

R
»
et 1
0.06 i z
2
0.04
2 5
| —
0.02 5
ha
4 ;E \
0.00| - o : ; SO
‘ t e LI S b I e e e e e e e T B B
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
o PDA Result Table
‘ | Area Purity1 Purity1 -
| Name | RT (WV*sec) | Angle | Threshold USP Plate Count | USP Tailing
% 1 | CIPROFLOXACIN | 9.770 | 1285358 0.086 0.278 7704 1.4
Analysed by : M*\@J Checked by : ‘P/f‘ A
Date : \q\ogf 2004 Date ERA1

Reported by User. VINOTHINI (VINOTHINI)
Report Method: PEAK PURITY DATA

Report Method ID: 4765
Page: 1 of 1

Project Name:

Printed Date:
Printed Time:

2024\QC_HPL_004\MAY-2024

14/05/2024
18:04:16 Asia/Calcutta




CHROMATOGRAPHIC DATA

SAMPLE INFORMATION

Sample Name: BONCIPRO_750MG_G18240221_SPL_3 Acquired By: VINOTHINI

Sample Type: Unknown Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS

Vial: 21 Acq. Method Set: BONCIPRO_AS_RS_FP_MSET

Injection #: 1 Processing Method: BONCIPRO_AS_PEAK PURITY_AMV_PM
Injection Volume:  25.00 ul Channel Name: 278.0nm

Run Time: 20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

Date Acquired: 14/05/2024 03:55:46 IST

Date Processed:  14/05/2024 17:48:40 IST

Auto-Scaled Chromatogram

AU

| ©
0.06 @
<
(@)
0.04 §
O
™
o.ozl ol
| o
JO=
0.00 e - ) .
1 — T I e e S e e L A T —
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
PDA Result Table
. T T
| | Area Purityl | Purity1 -
] Name ! RT | (uV*seq) | Angle | Threshold USP Plate Count | USP Tailing
‘1?CIPROFLOXACINiQ,SZO‘1221788 0.092 0290 = 7724 1.4

Analysed by : S ~\L£@

faoot Checked by : @/

: N0 :

Date ; \Lt\o =2 | ; Date : \M\/mﬂ \a
Reported by User: VINOTHINI (VINOTHINI) Project Name:  2024\QC_HPL_004\MAY-2024
Report Method: PEAK PURITY DATA . _

Report Method ID: 4765 Printed Date: 14/05/2024

' Printed Time: 18:04:27 Asia/Calcutta
Page: 1 of 1




A

CHROMATOGRAPHIC DATA
SAMPLE INFORMATION

Sample Name: BONCIPRO_750MG_G18240221_SPL_4 Acquired By: VINOTHINI
Sample Type: Unknown Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS
Vial: 22 Acg. Method Set: BONCIPRO_AS_RS_FP_MSET
Injection #: 1 Processing Method: BONCIPRO_AS_PEAK PURITY_AMV_PM
Injection Volume:  25.00 ul Channel Name; 278.0nm
Run Time: 20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

Date Acquired: 14/05/2024 04:16:49 IST

Date Processed:  14/05/2024 17:49:14 IST

Auto-Scaled Chromatogram

1

| &
| o))
0.06- .
P!
g
0.04
< 9
. e
0.02- LOL“
| @ \
| o
0o00{ : O il
] T \ ‘ T L T T L =T T T ]
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
) ~ PDAResult Table
\ | Area | Purity1 Purity1 -
Name | RT (UV*sec) | Angle | Threshold USP Plate Count | USP Tailing
i 1 CIPROFLOXACIN | 9.856 | 1253117 0.090 0.281 7740 1.4
Analysed by : \{[/§P. Checked by : @///
: Date 1M
Date lL\\OE—hQ’—u R \L(\/O\a‘ |

Reported by User: VINOTHINI (VINOTHINI)
Report Method: PEAK PURITY DATA

Report Method ID: 4765
Page: 1 of 1

Project Name:

Printed Date:
Printed Time:

2024\QC_HPL_004\MAY-2024

14/05/2024
18:04:37 Asia/Calcutta




CHROMATOGRAPHIC DATA

SAMPLE INFORMATION

Sample Name: BONCIPRO_750MG_G18240221_SPL 5 Acquired By: VINOTHINI

Sample Type: Unknown Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS

Vial: 23 Acg. Method Set: BONCIPRO_AS_RS_FP_MSET

Injection #: 1 Processing Method: BONCIPRO_AS_PEAK PURITY_AMV_PM
Injection Volume:  25.00 ul Channel Name: 278.0nm

Run Time: 20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

Date Acquired: 14/05/2024 04:37:51 IST

Date Processed: 14/05/2024 17:50:36 IST

Auto-Scaled Chromatogram

Z
| o)}
0.06 |
‘ =
| g
- 0.04- 3
. o}
| |
0.02 ‘ O‘l
i
o
0.004 o 2O , |
I N L I L L N i S LU P L T AL ey AL D
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
PDA Result Table
I
Area Purity1 Purity1 .
| Name RT (Vsec) | Angle |Threshold USP Plate Count | USP Tailing
1J;CIPROFLOXACIN 9.887 | 1264216 |  0.089 0.285 7747 1.4
Analysed by 1 M \LB« Checked by : (/- e
Date ; N\“gbﬂz" Datte : \M\D\g‘
Reported by User: VINOTHINI (VINOTHINI) Project Name: 2024\QC_HPL_004\MAY-2024

Report Method: PEAK PURITY DATA
Report Method ID: 4765
Page: 1 of 1

Printed Date: 14/05/2024
Printed Time: 18:04:49 Asia/Calcutta




CHROMATOGRAPHIC DATA

SAMPLE INFORMATION

Sample Name:
Sample Type:
Vial:

Injection #:

Injection Volume:

Run Time:

Date Acquired:

Date Processed:

BONCIPRO_750MG_G18240221_SPL_6 Acquired By: VINOTHINI

Unknown

24

1

25.00 ul
20.0 Minutes

14/05/2024 04:58:53 IST

14/05/2024 17:51:17 IST

Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS
Acq. Method Set: BONCIPRO_AS_RS_FP_MSET
Processing Method: BONCIPRO_AS_PEAK PURITY_AMV_PM

Channel Name: 278.0nm
Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

0.06

5 0.04-

Al

0.02-

0.00

0.00 2.00

Auto-Scaled Chromatogram

4.00 6.00

CIPROFLOXACIN = 9:9

T '7[7"77”' = T ‘—‘ [ T T | T T T ‘ T T T ‘ T T T [ T T T
8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes

PDA Result Table

Name

1 CIPROFLOXACIN 9.907 1299807 |

T \ T

3 | Area | Purityl | Purityt N

' RT ‘ (WV*se0) ‘ Angle | Threshold USP Plate Count | USP Tailing
| 0.098 0.280 7703 J 1.4

Analysed by : H\\Q‘

Date

Yo to0oy

Checked by : @4
Date : \1,(&0 g1

Reported by User: VINOTHINI (VINOTHINI)
Report Method: PEAK PURITY DATA

Report Method ID: 4765

Page: 1 of 1

Project Name: 2024\QC_HPL_004\MAY-2024

Printed Date: 14/05/2024
Printed Time: 18:05:00 Asia/Calcutta




RSD REPORT

SAMPLE INFORMATTON
Sample Name: AS_STANDARD, AS_STANDARD_BKT_3 Acquired By: VINOTHINI
Sample Type: Standard Sample Set Name: 13052024_BONCIPRO_AS_AMV_SS
Vial: 3 Acg. Method Set: BONCIPRO_AS_RS_FP_MSET
Injection #: 1,6,2,4,5 3 Processing Method: BONCIPRO_AS_PEAK PURITY_AMV_PM
Injection Volume:  25.00 ul Channel Name: 278.0nm
Run Time: 20.0 Minutes Proc. Chnl. Descr.: 2998 PDA 278.0 nm (2998

Date Acquired: 13/05/2024 19:09:39 IST, 13/05/2024 19:30:40 IST, 13/05/2024 19:51:55 IST, 13/05/2024

20:12:56 IST, 13/05/2024 20:33:57 IST, 13/05/2024 20:54.59 IST, 14/05/2024 05:18:53 IST
14/05/2024 17:32:23 IST, 14/05/2024 17:33:06 IST, 14/05/2024 17:33:50 IST, 14/05/2024

Date Processed:

Auto-Scaled Chromatogram

0.08 [ 4
0.06- %
| "
z (1
2 0.04- { : ‘
| o
0.02 | i !
0.00 e - "’ . T g
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00
Minutes
- Peak Name: CIPROFLOXACIN
| ] Purity1 | Purity1 N
} Peak Name ‘ Injection| RT Area Angle | Threshold USP Plate Count | USP Tailing
1 'CIPROFLOXACIN ' 1 1 9.504 | 1179011 0.086 0.267 8894 1.2
2 ' CIPROFLOXACIN 1 9.791| 1186118 0.080 0.270 9524 1.2
3 CIPROFLOXACIN 2 9.515| 1174412 0.075 0.268 8801 1.2
4  CIPROFLOXACIN 3 9.521| 1175769 0.077 0.269 8789 1.2
PR
5 ' CIPROFLOXACIN 4 9.531 | 1177121 0.075 0.269 8700 1.2
6 ' CIPROFLOXACIN 5 9.538 | 1178406 0.080 0.271 8571 1.2
7 ' CIPROFLOXACIN 6 9.554 | 1177761 0.078 0.271 8586 1.2
Mean 9.565 | 1178371 0.079 0.269 8838 1.2
; RSB
Std. Dev. 0.101| 3759.628
Analysed by : H\L‘ﬂ . Checked by : W
; : st
Date \WoE T2y Date Y- L

Reported by User. VINOTHINI (VINOTHINI)
Report Method: RSD REPORT PEAK PURITY

Report Method ID: 1719
Page: 1 of 2

Project Name:

Printed Date:
Printed Time:

2024\QC_HPL_004\MAY-2024

14/05/2024
18:05:18 Asia/Calcutta




—

Peak Name | Injection| RT

Area

Peak Name: CIPROFLOXACIN

| Purityl | Purity1 -
Angle | Threshold USP Plate Count | USP Tailing

- % RSD o ' —t=

0.3

Analysed by : YD,
Date : m\agholu

Checked by : @4

' o
Date : \M\p

el

Reported by User. VINOTHINI (VINOTHINI)
Report Method: RSD REPORT PEAK PURITY
Report Method ID: 1719

Page: 2 of 2

Project Name:

Printed Date:
Printed Time:

2024\QC_HPL_004\MAY-2024
14/05/2024
18:05:18 Asia/Calcutta



PROCESSING METHOD

Processing Method: BONCIPRO_AS_PEAK PURITY AMV P

Type: PDA

Method Information
Method Comments

Method Modified User
Method Locked
Method Id

Old Id

Method Version
Method Edit User
Source S/W Info

Stored: 14/05/2024 17:30:28

NEW PROCESSING METHOD
CREATED

VINOTHINI

No

5377

1

Empower 3 Software Build 3471 SPs
Installed: Senice Release 3 DB ID:

2530846615

Integration Algorithm Traditional

MS Ret Time Window 10.0

MS Ret Time Presearch No

MS Search Depth 3

Start Mass Limit (m/z)

End Mass Limit (m/z)

PBM Search Mode Pure

Duplicate Spectra No

PBM Reference Sets SET1

Search Threshold 50.000(% )

Noise Baseline (min)

Peak Separation 1.0000(Da)

Baseline Multiplier 1.000

Spectra To Average 5

Noise Threshold 0.000(% )

Combine Type Average

Expected Mass Peak Separation 1.00(Da)

Expected Mass Calculation Type None

Include the uncorrected Target or Base Mass in the list of expected masses No

Expected Mass Base Value 100.00(Da)

Expected Mass Base Intensity 80.0(%)

Centroid Center Type Centroid Top(%)

Centroid Top (%) 80.00

Centroid Intensity Heights

Min. Peak Width at Half-Height 0.500(Da)

Smoothing Type None

Average By None

RT Window % 5.00

Update RT Never
Analvsed by - TP . Checked by : @7
DataeySe y: N\\v‘;\%ﬁﬂm Date ’ ; \H\o’(( VA
Reported by User: VINOTHINI (VINOTHINI) Project Name:  2024\QC_HPL_004\MAY-2024

Report Method: PROCESSING METHOD_GHPL
Report Method ID: 1121
Page: 1 of 4

Printed Date:
Printed Time:

14/05/2024
18:06:04 Asia/Calcutta



CCalRef1

Include Internal Standard Amounts in Amount Calculation

Vial/Default Value Type

RT Reference Used to Name Unnamed Peaks by RRT

PDA RT Presearch Window
PDA Retention Time Presearch
PDA Search Depth

Match Threshold Criteria

Match Solvent Angle
Wavwelength Limit Start
Wavelength Limit End

Noise Interval Start

Noise Interval End

Derivative

Smoothing Level

Purity Enabled

Active Peak Region

Purity Threshold Criteria

Purity Solvent Angle

Purity Passes

Wavelength Presearch
Wavelength Presearch Window
Search Threshold

System Suitability Information
Void Volume Time
Calculate Suitability
Flag Outside
Calculate Unknowns
Pharmacopoeia
Tangent Percent (USP Plate Count)
Tangent Percent (USP Resolution)
Calculate USP, EP, and JP s/n
Use noise centered on peak region in blank injection
Half Height Multiplier for USP s/n Noise Region
Half Height Multiplier for EP s/n Noise Region
Half Height Multiplier for JP s/n Noise Region
Noise Value for s/n
% Runtime
Maximum Noise
Maximum Drift
Baseline Noise Minimum
Baseline Start
Baseline End
Calculate Peak Statistical Moments

Integration Parameters
Minimum Area  O(UV*sec)
Minimum Height O(uV)
Threshold 30.000(uV/sec)

Analysed by : M« UP.
Date ; ‘\_‘\0'5\\)_())4_}

0.100(min)
Yes

Yes

Yes

All

61

50

No

Yes

5.0

30 Seconds
(min)

(min)

No

Yes
Amount

10.0

No

3
Noise+Solvent
1.00

190.0

800.0

0.25

0.75

None

None

Yes

100.0
AutoThreshold
1.00

1

No

5.0

10.00

Checked by : Qj'

Date

A

Reported by User: VINOTHINI (VINOTHINI)
Report Method: PROCESSING METHOD_GHPL

Report Method ID: 1121
Page: 2 of 4

Project Name:

Printed Date:
Printed Time:

2024\QC_HPL_004\MAY-2024

14/05/2024

18:06:04 Asia/Calcutta



Peak Width

~Integration Events

30.00(sec)

| Time i Stop |
- (min) | pe Valye i
1| 0.000 | Valley to Valley 20.000
2 0.000 | Inhibit Integration 8.500
150 N
'3 11.500 ‘ Inhibit Integration 20.000
Component Table
| | | g i
' Name : component I Peak Label Retentlc?n e R V\ﬁ_ndow Peak Match | Calculate Suit Results
|iket ‘ Type | (min) (min)
i el inii s ineifik
1 CIPROFLOXACIN! ! 9.600 0.480 | Closest Yes
o Component Table
; i
: e s i i LR Internal RT
Flag Outside lelts' 3D Channel Name (Description)| Channel | Y Value | X Value | Fit Weighting Std R
717 Yes - ‘ - Area Amount | Linear | None
B Component Table
1 : : Default | Default
Rel RT RRT Rel Resol Curve Relative | Impurity Must Default PkStart | PKEnd Defgult Type
Reference Reference | Reference | Response RRF Pk i : Units
‘ ; (min) (min)
{1‘ i ; 1.000000 1.0000 | No | No Single
Component Table
} Irr%r;;réty | CCompRef1 | CCompRef2 | CCompRef3 | CConst1 | CConst2 | CConst3 | CConst4 | CConst5 | CConst6 | CConst7
! ‘
bl e
1
L] I
Processing Method Group 'Name Groups table contains no data
Processing Method Group 'Time Groups' table contains no data.
Processing Method Group 'Suit LimitsCIPROFLOXACIN" table contains no data
Processing Method Group 'Relative Limits'CIPROFLOXACIN" table contains no data
Processing Method Group 'Def Amts'CIPROFLOXACIN" table contains no data
Processing Method Group 'Primary Peaks (Primary MS lons)' table contains no data
Noise and Drift Parameters
Calculate Detector Noise and Drift No
Detector Noise and Drift Start Time (Minutes)
Detector Noise and Drift End Time (Minutes)
Detector Noise and Drift Segment Width 60(sec)
PDA Channel Smoothing/Offset Parameters
Time Offset 0.000(Minutes)
Smoothing Type None
Smoothing Level None

Empty parameters supersede the derived channel's smoothing and offset parameters No

Analysed by : .

Date : \AM% 20 )_1_'

Checked by : ’@}

Date \Lp\P %

NN

Reported by User: VINOTHINI (VINOTHINI)

Report Method: PROCESSING METHOD_GHPL

Report Method ID: 1121
Page: 3 of 4

Project Name:

Printed Date:
Printed Time:

2024\QC_HPL_004\MAY-2024

14/05/2024
18:06:04 Asia/Calcutta



Impurity Parameters

Calculate Total Impurities No Qualification Threshold
Impurity Response Total Impurities Threshold

w Value Maximum Impurity Threshold
Main Component

Reporting Threshold 0.05

ldentification Threshold

Excluded Component Types
Internal Standard Peaks

Version 1 14/05/2024 17:30:28 IST User VINOTHINI  Created method 'BONCIPRO_AS_PEAK PURITY_AMV_PM
NEW PROCESSING METHOD CREATED

Method Version Summaries
Method Name Method Type Method Comments Method Date

| BONCIPRO_AS_PEAK PURITY_AMV_PM | Processing | NEW PROCESSING METHOD CREATED | 14/05/2024 17:30:28 IST

Method Version Summaries
—
‘ ’! Method Modified User | Method Locked | Method Id | Old Id | Method Version

Jegs L

"1 VINOTHINI No 5377 1

Method Version Summaries

FT Source S/W Info
1 Empower 3 Software Build 3471 SPs Installed: Service Release 3 DB ID: 2530846615

Analysed by : M-\(‘QL Checked by :
Date : ‘“\og{ﬁo%’ Date ; .y it
Reported by User: VINOTHINI (VINOTHINI) ' Project Name: 2024\QC_HPL_004\MAY-2024

Report Method: PROCESSING METHOD_GHPL
Report Method ID: 1121
Page: 4 of 4

Printed Date: 14/05/2024
Printed Time: 18:06:04 Asia/Calcutta



i ANALYTICAL DATA SHEET PageNo. 08181
SAIl PRIMUS LIFE
BIOTECH PVT. LTD.
| ‘ \ 5
opA <B TpSER e = gy~ PR
P %&w < SPL BIUTE?;-I | ;;‘L’mﬁ% = Freavoity
| SPL BIOTECH Q‘E‘;’?“ AW226D | | Wodels Pz 28D
- Madel: JESSGE | Ip: 335333%33 e 32?35335’%3
E i 2739321078 | Date: 2824-95¢{4 |  Date: 26247 é |
- 1b: EIC-ABL 881 Starts 15:35: 2 | Start: 255"1 5
' Dates co24sm5,3 || o onte oy (B alell Bt T
obAE e 1212239 | T Tk AR
~(STAT=—mm o s o B 63 n3
4.952'g | e~ REGULT S i | T —-—{(RES 2192 s
3 o Bubag | |, : i, & n e Lag |
e = [ total 22,55 ng || total 22 sg mg
| = i mas o
' total 4,952 g ::f: 22,48 my min 22,65 mg
| m\?x 4,952 g Cdife .Blal i | diff 4.02 ma
min 8.000 3 | geri ol B £2.53 mg
= 2. 4768 9 zrel 5':-453;'633 "] srel 5. 081226 ng #J
‘\ s l 3.51593 g | -~ 14@- ;J‘L..’--_WSJL F4 | } _____ 1"'1'1. 1?1826 z {
Sre g so. N e Bl T e
i ABGETRE W pave 2024-05-13 || gff;e 20240513 |
| 25‘;‘-’ S e Ends 1B:31244 || 10:34:4 |
- End: 12:23:82 | " 5
| 502 Signature: “N\—;%%LDM \‘;‘ :f'_ﬂ'fi'“”e’ HM&‘ |
—————— 3 | ~———-yahsf2e0y

Signature: M&g |
19nature P‘;me' |

Analysed by: N\ER .
Aoy

" Date:

Checked by: 2§

Date:

\Lao e (1

F/QCGN/003/01-02



SPL

SAI PRIMUS LIFE
BIOTECH PVT.LTD.

ANALYTICAL DATA SHEET

Page No. @9876

Ba' ' chqr\ te BW?M-ABH}}AP&& | _ﬁmu%m-zng.@ﬁ;z |
SPL BIOTECH | ' ;P: ?IDTEPH SPL BIOTECH |
Model: AL2Z80 ' ,__fo‘ : _AU22aD Made] s AULE2ED
S oM DASHR4 1599 ﬂ). : D4f.'9|341. 399 | o D450m41599
ID: QC/REL B2 | | O BL/REL-BB2 | qps GC/AEL/BB2 |
Datet 2024405013 | e 2024-8513 || Dates 2624,85/13 |
Start: 16145027 [ ZWECYE 18:97:38 | starts 18:16122 |
_________ L o [ A bl
o8 363.33 me | | 21 senezmd ¥ a0t 364,66 mg
Aoz g.84 mg | | B2 8.13 w3 || pgp 8.22 ma |
_________ PESULT }__________ ; ! IS, EESULT}""""""—“ [ ————— FE';ULT s s U
I Z | ‘ g 2 1 I 2
total 363.37 mg | | ‘otal 369.75 w3 || yppa) 364,98 mg |
min @.64 mg || N _B13 e | pin 8,22 mg
diff 363.29 m3 | cifif 369,49 mg diff 364,44 mg
% 6685 ng | | ] Siiieato e g 192,448 ng
= 256,694823 mg | | © <61,268885 ng || o 257.697995 ng |
srel 141.399221 % | # St Pl | srel 141.250320 % |
—————————————————————— ! b = ! ~ |
Date: 2024-85,13 | | Dated 202448513 || paj e 2024,85/13 |
Erd: 16:d6:0 | | - 16105104 | 18:17:07

| |

Signat Urea: % J 319”511!“"‘9- H \L- o - e RTAS '
eizitoe w“ | oefacont. || stensturst Mk, o0 |
|

|
| Pa- e ~Aph=h |
| SPL BIUTECH
| Model: ALz zap
RCTd L H D45RR41599
| ID: 2C-ABL- 682
Date: 2824-85713 |
| Start: 18:55:42 |
| mm————— {STAT » =t
@81 363,53 m3 |
| agz 8,86 m3 |
==—=———={RESULT }=me——m—m
L h 2
| total 363,59 mg |
M 383,593 ma
' min 8,86 ma
diff 363,47 m3
X 181,795 m9
s 257. 012182 mg
arel 141374681 =
~ Date 2824,85,13
End: 18:56:23
519 H=H
214 ldt e \'\ \l%. Ebom :
Checked by: Q&

Analysed by: AR

| Yy
" Date: Date: A i3
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@@ ANALYTICAL DATA SHEET PageNo. (09877
SAIl PRIMUS LIFE .
BIOTECH PVT.LTD.
7 | (-3

Iy T [ —Q]- i \ | = Uh_ <3 ‘

SPL BIDT:E £y | g ag Al

Madel: ALW226D =rL. BIOTECH

S M pesagsisoy || Todel: Hioan

ID: NC/AEL/GO2 fbﬁ- D458041599

Date: 20248513 | | b . BC/ABL-BOZ |

Start: 19:81: 33  bate: 2024-85/13 |

_____ e CTAT S | Start: : 19:09:19 |

a1 379,04 ng | S |

BEz .13 ng | | DAl 369,29 mg |
_________ SRESUL Tr—onsEs s ‘ g2 8,83 mg |

E . i {RESULT p==-~—-—~

total 378. 1 z

Sro.0ema | total %9.32 08
Cdiff 369,91 m3 | ﬁ?;w 285 m9
® 185.485 mg || o Foiazodnsy, |
s 261.565869 na e
e der A srel 141,396381 %
' Date: 2824-05/13 | | 1
| Eid? 19:32:%3 | Dates 2024-85/13
| o End: 19118137 f
Signature! B\ R 1 ; J

. f Signature: “‘\L% ]
= _a2 o5l | Signature Eleeionny I‘
| ‘ ‘
Analysed by: }’h\f—gé Checked by:  £p
: 2004 . ' ' :

Date: e Date: A\ A
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" Date:

Analysed by: \'\ -\@
gpsToeda

Checked by: @j/

Date: :

Lo 141

D :
% ANALYTICAL DATA SHEET PageNo. 09879
SAI PRIMUS LIFE
BIOTECH PVT.LTD.

~~~~~ P T \ ‘

—-—BQ .. _=HQo ;2‘:\4-\ SPL B-I%(?E:_:Ei : ZP&A‘ “ ""'Bon‘ = -Hm%cépl_%
SPL BIDTECH -3 orelt . -Auuzepp B8 Rt BIOTECH |
Mode] = ALLZ 268D ‘ 5Nz D438a41599 “ ﬂ?dfl' ALLIZ226D
= otz Nijese B ID: QG/AEL-pE2 | | S D450A41599
S/H D450R41599 | | | ID: C

. i || Date: Liﬁ.¢4f95f13 . OC/ABL-B@2
1D ACAEL /8082 % e .

e s | Start: 1g:1@:28 | Date 2024/605/13
Date: 2824785 15 W e LSTAT> \ Start: 1g: : |
Starts 16:47:07 | - T il Lo leeeie
__________ (CTAT e | | 901 295,67 mg | STATS———mma2= |

' @e1 309,68 ng f[ ope 8.14ma | 201 29998 ;e |

‘ HB-—_‘. B 5? mg (| et {FESULT/ ““““““ | EIB B- 82 mg |

\1 :_: ______ EESULT >__:- _____ ‘ 1 2 ; } ———————— (PEqULT:} -------- “

o 2 || total 295,81 ng | | grt : 2
Lotal 300,65 n3 | " Z3goranat i CEEhi
: | min 8,14 mg | | Ma 299,58 mg
max 398,08 m9 : : min 7
min B 57 mg i EIIF'P 295. 53 mg | [ s ! BI B-ﬂ' mg

| A | R 147.905 ng | HiFF 293,56 mg
diff 299.51 n9 | sl | % i
. e e e 141.287493 % I’ 2 211, 820907 ng

' srel 149.885117 % || i == e
______ ) Date: 2824785713 ’ a‘*“““““"---j-——-————
Date 2024-05,13 | B RIS B e
Encl 16:48:01 || oo w . Iehige

\-\\Lg- ‘ 2ignature: LR . 3 , W
P Wl S %bEhP 219nature: s 5
‘ Signature: lg\oﬁ”’m i ‘ ‘ ‘w S {2004
\

| | e ‘

| .B(IMPM aoer{gm &FL'# | | J&DUJ%D:.W%. e L - _':BQD ,&99:@
SPL BIUTECH | epL BIOTECH | —PL EIOTECH [% "
Model AUL228D | Model: Auwzzep || Model: AUW220D
SHs D45AE41599 | Seps DASHE | =N D450841539

B a41599 | o0
ID: RC-ABL-B@2 ID: D0/ ABL - Ibs AC/AEL-BB2 |
| C/ABL-B82 e _

 Date: 2024-85/13 | Date: 2624,85-13 - | Lated 2824,85713 ]
Start: 18:57:53 | Start: 19:p4:98 | Startd 19:98:27 |

| (STATP~——mmmm== CTT ) e ity e €1 121 PRSI
@@1 296,37 mg @81 299,62 mg aB1 292,75 mg

2 2mg 2 882 8.38 m9 |
082 8,12 mg . @82 8.08 ng “ - e
——————— PESULT}-—*-E—-- || mmmmem e RESULT pm—mmm || r“‘—-'--'-.F.ESULT}--—-E——— [
hn t n 2 g |
total 296,49 19 | total 298,70 ng | total 299.05 g |
‘ mgx 296,37 m9 [ max 798,62 mg | m‘f’}'- 298,73 m9 ‘
| min 8,12 m3 | min 9,08 mg | Mh 8.38 m9 ’
| diff 296,25 M9 | diff 295 54 ng diff 298.45 ng |

\ % 148.245m9 || F 149,756 ng X _ 149.525 ng
s 209, 496384 1 " - 211 po9esa ng N = 211. 636615 ng
1 srel 141.306388 % | zrel 141.345¢m3 3 | =rel 141,137615 %
| Date: 2624/85/13  Date: 20240513 | Date: 2824/85/13
| Ercl: 18:58:27 | End: 19:85: 48 | o 12:89:38
? 24 S =H A A | gt T - ey B . S rigl"l'trl_ o= H w“\

. Signature ‘rx “g‘ E?W ‘ Jl?“dtuif' “§3 o | 2 ST Lt H %E
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SFL

SAIl PRIMUS LIFE
BIOTECH PVT.LTD.

ANALYTICAL DATA SHEET

Page No. .

09880

" Model: ALLZ28D

- H D45BE41599
ID: BC/ABL- 882
Date: 282405713

. Start: 18:33:40

{STAT>

Be1 167.57 mg
naz 8,82 m3

| === RESULT p——m————e
r 2

- total 167,39 m9
max 167,57 m9
min B,82 m9
diff 167,55 ma
X 23.795 mg
z 113.475741 mg
zrel 141.387e82 %
Date: 2824,85-13
End: 18:39:42
Signature: ¥ }5\%‘159’4

Analysed by: MR-
\2Pp5IPM -

" Date:

_,__thho = 5oms
SPL BIOTECH

Model: ALI22aD
=P H D450R41599
ID: BC/RBL- 882
Date: 20248513
Start: 13:42:32
—————————— {STAT e~ e
aa1 37,89 mg
Ha2 B.12 m9
=== RESULT e e~
] 2
total 38.81 ma
Ll max 97.89 mg
Ll min 8,12 mg
diff I7.77 mg
¥ 49,885 mg
s 69, 133238 ng
srel 141. 875054 =
[ate: 202405713
End: 18:43:01
Signature: MW

w2 \obboy

{zlanbg:r_s’om

SFL BIOTECH
Models RUL228D
SoHe D458R41599
ID: AC/REL 682
Date: 2024-05-13
Start: 13:45: 68
R =1 I ) T —
@a1 31,46 mg
&z 8,19 mg,
| T === RESULT pomsem meme.
‘ ] 2
' total 91.65 mg
| omax 91.46 mg
- min 8,19 mg
- diff 91,27 mg
| R 45.825 mg
5 64, 53PE36 mg
zre] 149, 834994
Date: 2824,85/13
End: 13:46:61
| Signatypre: Tt\ég;é
______ 12, o) Sooy

Checked by: €/

Date:

L\ ¥V
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| 09878
@@ ANALYTICAL DATA SHEET Page No. .
SAI PRIMUS LIFE : > :
BIOTECH PVT.LTD.
|

e SN , : f % “ma s
- ZPL BIO ECH | ?;mmpgm_:lsmgraﬁ > 5L BIOTECH |
Mode] : AUW2280 | SPL BIOTECH = Model: ALL22BD
M D450E41599 | Madel: F!UInJE‘ZGD;;‘ j \ ytvn D450A41599
| ID: QC/AEL-BB2 | SoN: D458A41399 | I GC/ABL-902
Datet 2024-85-83 | IDs BC/ABL-PE2 . Date: 20248513

Start: 16:58:31 | Dater 282485713 ‘ Start: 15:23:54
| ey {STHT ~mmmmmmm ( starts 18:13:23 s {(STATS—mmmmme e
 pEl 293,54 mg || ——————-— STl —— 8 081 299,73 m3
@Rz 8.85 mg | @a1 293,45 mg Baz2 8.13 m3 |
[RE—— ¢RESULT p=mvmmmm | bez 8,13 mg . ¢RESLLT p=—mmee |

= 2 E— {RESULT pm—mmmm e - 2
| total 293.5% m9 | N 2 | total 299,86 mag

e 293.54 mg total 293,52 mg Max 298,73 mg
| min 8,065 mg | max 293,45 mg min 8.13 mg
- diff 295,49 m9 min B.1§ mg Eiif‘f‘ 298,60 mg
3 146.795 m9 || diff 293.32m3 | 3 145,438 mg

: 207.528769 nd || % | l46.798ms | < 265.485231 mg |

srel 141373187 % || = 207, 495561 mg || srel 141, 294948 % |
SRR Sl S = ST | zrel i4l.296000 % B -—— . TITT W °
| Date: 2024/85/13 | = | Date 2624./05/13
. End: 16:51:07 || Date: 20248513 | | End: 18:24:26

End: 18:14:05 | |
| Signature: H{;L)?-;iaoey | ) ® RS 2 ,r L\ 219nature:

—————— e asben. | »
| \-4 B TS g 4p-g|
| Q’m‘f““ jm%"‘é? ; “f'*“—iglmj qu,g Model: BLuiz2op

Model: ALLZ26D Made1: ALW226D ff Dz AC/FELoge |
5H D45AR41599 | oo |\ DaSmed1sag’ | 2024-85/13 \

IDs GC/ABEL-882 | p. \\ BC/AEL-B@2 | | Stapt: 19:86: 28
- Date: 2824-85/13 Date: (202965005 @ T T oo |
~ Start: 18:539:39 Start: ) 119:83:33 || 201 T 565,56 ma

---------- (STRTpe—=ro=mr W S mif L oppmit s SAERe | B 8.27 ma |

pa1 232,33 m9 B@1 292,36 g g CRESILT

Baz 8,81 mg - @8z B.ea mg | - 2
e SRESUIN==ae S RESL T @ " 295.78 ma
= s on = B 295,56 md

total 292,34 m3 4y 292,36 mg | " 8,22 na

max £32,33 mg - max 292,36 mg | T?f 295,34 ma
" min 9,81 m3 ' min Q.88 ma | f_,l 147,598 ma
Cdiff 232,92 m3 | yipp 292,36 w9 | 7 268, 836917 mg
S 146.,{?@ md 7 146.188 nma [ 155 1 141 21E979 %

s 208, B42076 ng < 206,729739 mg | | PMEL IRl sRdAAT A

zrel 141. 411688 % | L. 141, 421356 % Jy T 20240513
| Date: 2824-.85713 | Date: 20824.,85,13 f End: ididnice
' End: - 18359143 s 19:84147 cianatura;  MMGY-

P, W s
ture: - - Sig Aol TS |
| Signatur ﬁ'ﬁi‘i | Signatur \o¥ wa_\ ){ |
hecked by:
Analysed by: N\ V:g'%w( , & 4 @}
e Date: \u\ PB4
" Date: :
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