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NEWATOM LABS PRIVATE LIMITED

NewAtom

ANALYSIS REPORT FOR LAB VALIDATION BATCHES

Name of the Compound

ETHYL 2-((2,6-DIFLUOROBENZYL) (METHOXYCARBONYL) AMINO)-4-(DIMETHYLAMINO)METHYL)-5-
4-NITROPHENYL) THIOPHENE-3-CARBOXYLATE SULPHATE (DA004-DNT/A05) / RGOS

Date of Analysis 03/12/2025 Page. No: 1of2
DA004-DNT/A05/137 DA004-DNT/A05/138 DA004-DNT/A05/139
SNO Test Parameter Specification
COA/2511/024 COA/2511/023 COA/2511/022
1. | Description Pale yellow to yellow powder Pale yellow color powder | Pale yellow color powder | Pale yellow color powder
The wavenumbers exhibit at
) 1525 £30 cm-1, 1715 £ 30 cm-1, | 1538 cm-1, 1719 cm-1, 1519 cm-1, 1719 cm-1, 1519 cm-1, 1719 cm-1,
2. | Identification by IR
1050 + 30 cm-1 and 1043 cm-1, 1111 cm-1 1043 cm-1, 1111 cm-1 1044 cm-1, 1111 cm-1
1110 + 30 cm-1 of the sample
3. | Identification by IH NMR | Conforms to structure Complies Complies Complies
Water content by KF (%
4, Not more than 4.0 2.8 2.8 2.8
W/W)
Related substances by HPLC (%)
RGO5IM1 (RG03) Not more than 0.5% 0.18 0.05 0.04
RGO5IM2
Not more than 0.5% 0.07 0.04 0.03
5. | (De-benzylated RGOS)
RGO5IM3 (RGOS Dimer) | Not more than 0.5% Not detected 0.02 0.02
) ) 0.06 (RRT at 0.75)
Any other impurity Not more than 0.5% 0.06 (RRT at 0.73) 0.08 (RRT at 0.73)

0.06 (RRT at 1.11)
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Sample St Method: 2814 2025A_0NT_MHPLC__03 8001

inf #of . Method Set /
Plate/Well v} Injs SampleName Batch_Number AR _Number . Funetion Report or
{ut.} Expcrt Me:hod
0 E&anggré:e - DNT. _A05_Customer w001 _MTH
2 1A 100 1 Blank Blank NA _Inject Samples _ DNT _A0S_Customer _MOD_MTH
3 A2 100 g DAGO4DNTIAGS RT Marker DAGD4-DNT/ADS RT Mar - Na T  Injact Sampaes'gawr AD5_Customer_M001_MTH
4 1A3' 100 1 DAOOA-DNT/ADS/142 " DA0O4-DNT/ADS/142 comzswsm - Inject Sampzes‘  DNT_A05_Customer_oo1 _MTH
5 T:A4 100 1 DNT-25.8-001 DNT-25-8-001 ARDICOA2511/031 ° Inject Sampies  DNT A05 Cusmmer Mom _MTH
6 TAS w06 DADGLDNTIAGSI37  DAGOA-ONTIAGE/37 COA/2511/024 Inject Sampzes"am AGS Cusmmar - MOO1_MTH
7 1AS 100 1 DAOG4-DNT/AGS/138 DAO4-DNTIAO51138 . COAZ511/023 * Inject Samples DNT_A05_Customer - MODY_MTH
8 tA7 100 1 DAGDSDNT/AGS139 DACOADNTIAGS51138  Coas14/022  Infect Samples DNT_AGS_Customer_M001_MTH
9 1Az 100 1 DAO4-DNTIAGS RT Marker BKT DADO4DNTIAGS RT Mar NA N - nject Samples | DNT_AD5_Customer_M0o1_mri
Run )
Time Column 1D Product Name
{Minutes)
1 2.00
2 ssog NAL-ARD-LC-2025019 DNT
3 s 00 ; NAL-ARD-LC-2025-019 DNT
N 85.00  NAL-ARD-LC-2025.019 DNT
5 ssoo NAL-ARD-LC-2025-018 DNT
6 8500 NAL-ARD-LC-2025019 DNT
7 esoo NAL-ARD-LC-2025-018 DNT
T 8500 NAL-ARD-LC-2025.01 DNT
9 ss00 NAL-ARD-LC-2025.019 ONT ?
\I-i
o0 \&\\ b O ,_p:f;
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___Untitled

sttt ot e s, U — S—

Instrument Method: DN T__AOS_“Customer__MOOI__INST
Stored: 10-11-2025 16:31:54 /ST

Method information
Method Comments Sawe
Method Modified User Manikama.BfAnafyst

Method Locked No
Method Id 2452
Oid Id

Method Version 2

Method Edit User Manikanta. B/Analyst
Saurce S/W Info Empower SPs Instafled: 3.8.0.1 DB ID: 3382636931

ACQ-rQSM Instrument Setup
Sohent A Name . Seal Wash Frequency 1.00(min)
Solvent B Name . Position {if supported) Path 1
Sohent C Name
Sohent D Name

Low Pressure Limit O{psi)
High Pressure Limit 8500(psi)

.. GradentTable e

Time - Fow Rate . M e E :
{min); (mimin) . A’A, BB %C %D;Curve

w1000 760 360 5 0.0 inital
2 500 1 1000 700-300 o0p- 0.0°6
3 4000 1000 565 asg 00 008
600 1000 450550 0.0 005
5000 1000 40.0 600 00 00 §
B0.00 1000 40.0 60.0 00 00 6
85.00 1000 350 65.0 00 00
7000 1.000 350 65.0-00 00 &
7100 1000 700 300 0.0 006
108500 1.000 700 300 0.0 00 6

mooxzmm-h

Comment %B Data Channel No
Flow Ramp Rate 0.45(min) %C Data Channel No
Stroke Volume 132(uL) %D Data Channel No
D Solvent Sefection (it supported) No Change Primary Data Channel No
System Pressure Data Channel  No Accumulator Data Channel No
Flow Rate Data Channel No Degasser Data Channel No
%A Data Channel No

Gradient Stant At injection
Gradient Start Volume O{uL)
Gradient Start Time 0.00(min)
Participate in pre-analysis No

S— S S s T V— A

varapu (Manikanta. B) Project Nams: 2025\Novembe:‘xNAL__ARD__HPLCMOS
Date Printed:

28-11-2025

11:15:57 Asia/Kolkata

Reported by User: Manikanta.Bheema
Report Method: Untitled

Report Method ID: 111

Page: 1 of 3

Issued by:R.Vasudha,lssued date:03/12/2025



UNCONTROLLED

ACQ-rFTN Instrument Seltup
Comment
Load Ahsad Disabled
Loop Offiine Automatic{min)
Wash Solvent Name Water
Purge Solvent Name Water
Post-inject Wash Time 6.0{sec)
Pre-inject Wash Time 0.0(sec)
Target Sample Temperature 5.0(C)
Sample Temperature Alarm Band Disabled
Target Column Temperature 30.0(C)
Column Temperature Alam Band Disabled
Column Temperature Data Channel No
Room Temperature Data Channel Ne
Sample Temperature Data Channel No
Sampile Organizer Temperature Data Channal No
Sample Pressure Data Channel No
Preheater Temperature Dats Channel No
Syringe Draw Rate Automatic
Needie Placement Automatic
Pre-Aspirate Air Gap Automatic
Post-Aspirate Air Gap Automnatic
Auto Addition Mix Stroke Cycles Attomatic

Auto Addition Mix Stroke Volume
No Injection Mode Enabled

Automatic(ul}
No

Ditution Disabled
Ditution Volume O(uL)
Delay Time O{rain)
Dilution Needle Placement 4.0{mm)
Column Selection No Change
Column Selection 1
Configured Column Preheater Disabled
Rur Events No

W2488 Instrument Setup
Wawlength Mode Single Wawelength
Lamp Cn On

Channel A

Comment Autozero On Inject Start Yes
Wavelength 225(nmy)
Sampling Rate 1{points/sec)
Data Mode Absorbance
Time Constant 1.0000{sec)

Autozero On Wavelength Change

_Analog 1
Sensitivity 2.0000(AUFS)
Chart Polarity Positive (+)
Voltage Offset G(mv)

Enable Chart Mark Yes
Run Events Yes

Pulse Width 1.0(sec)

.

Reported by User: Manikanta.Bhesma\zarapu (Manikanta.B)

Report Method: Untitlad
Report Method ID: 111
Page: 2 of 3

g
-

P

Maintain Basefine

Project Name: 2925\No‘eember\NAL__ARD“HPLC_03
Date Printeg:

28-11-2025

11:15:57 Asia/Kolkata

e

-

Issued by:R.Vasudha,lssued date:03/12/2025
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Rect Wawe Period 0. 2{sec)

Revision History
Version 2 10-11-2025 16:31:54 IS8T User Manikanta.BfAna!yst Save
Version 1 10-11-2025 1 8:31:48 IST User Manikanta.B/AnaIyst Created method 'DNT~AO5~Customer__MOO?__!NST’.
Sawe

.. Method Version Summaries

Method Name Method Type Method Cormments Method Date Method Modified User Mesthod Losked |
1 DNT_:AOSNCustcmr_MD(}?“NSTf nstrument  Save 10-11:2025 16:31:54 ST Manikanta.Bianayst Ny~
2 bNﬁAbéjLsEaé&éﬂ&iébﬂ#&éf hstrument  Save 0110055 16:31:48 15T Manikanta Bianatyst No
e, Method VerswnSumanes e
Method i Oid i Method Version Seurce SAW Info ;
1 2482 ) 2 Empower $Ps hstalled: 3.8.0.1 DB ID: 3382636931
2 245 1 Empow er SPs installed: 3.8.0.1 DB ID: 338263693 1

s e s

Reported by User: Manikanta‘aheema»arapu (Manikanta. B} Project Name: 2025\NovembeﬁNALﬁ_ARD__HPLC__O3
Report Method: Untitled

Date Printeqd:
Report Method 1D: 111 28-11-2025
Page: 30of 3 b~ 11557 AsiafKolkata
LS o
\ e \‘ . T

Issued by:R.Vasudha,lssued date:03/12/2025
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NewAtom

SAMPLE INFORMATION

Sanple Name: DA004-DNT/A05/137 Acquired By: Raju

Sample Type: Unknown Sample Set Name: 28112025 DNT HPLC 03_S001
Vial: 1:A)5 Acq. Method Set: DNT AO05 Customer M001 MTH
Injection #: 1 Processing Method: ~ 03122025_HPLC_03_DNT_P001
Injection Volume: 10.00 ul Channel Name: W2489 ChA

Run Time: 85.0 Minutes Proc. Chnl. Descr.: W2489 ChA 225nm

Date Acquired: 28-11-2025 14:08:59 IST Column_ID: NAL-ARD-LC-2025-019

Date Processed: 03-12-2025 09:54:48 IST ARNumber COA/2511/024

Batch Number: DAO04-DNT/AQ05/137 Instrument ID: NAL_ARD_HPLC 03

Auto-Scaled Chromatogram

0.10

™~ )
1 N o
. “
0.08+ ' '
] 2 S "
| 2 % 3
0.06 g el
: iz 2 | & i
o d e . o
< 0.04 5§ 2 & 2 3
i o e =
0.02- g © = n g
2 { 12 ‘ . S
= = b=
n ~ [ ) #
] og i 1l B\ T AN
— s S — .
000’: T i A i 2N N 7N FAAY J'jx,_ SR
T T T ] | T v ] [ | 7 T T T [] T T T T ] T T T T ] T T T T ] T T T 1 T T T T T ] T T
0.00 10.00 20.00 30.00 40.00 50.00 60.00 70.00 80.00
Minutes

AR_Number COA/2511/024; Batch_Number DA004-DNT/A05/137 ; Processed Channel Descr. W2489 ChA
225nm; Processed By Manikanta.B/Analyst; Result # 1; Result Id 4135

..... Peak Results e
Name rr Helght % Area RTRatio
s W) :
1 RGOSIM2 (De-benzylated RGOS) 13722 763 23345 043 04l
2 RRT~0.575 19060 109 2857 002 058
'3 RRT~0.754 1249800 352 11003 006 0.75
4 RRT~0.786 260420 111 4726 003 079
5 RGOS 133125397806 17659087 9957  1.00
6 RRT~1109 36723 348 10387 006 L1l
7 RGOSIM1 (RG03) 55065, 1002 24244 014 166
Reported by User: Manikanta.Bheemavarapu (Manikanta.B) Project Name: 2025\November\NAL ARD_HPLC 03
Report Method: General Report_01_DNT _ Date Printed:
Report Method ID: 4088 03-12-2025
Page: 1 of 2 10:08:07 Asia/Kolkata

Issued by:R.Vasudha,lssued date:03/12/2025
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Result Sign Off

Sign Off

SampleName Resuk Id Full Name

1 gDA004-DNT/A05/137 4135 Manikanta.Bheemavarapu (manikanta.b)

2 DADO4-DNT/A051137 4135 Ramanjaneyulu Gadiparthi (ramanjaneyulu)

Resuit Sign Off

Sign Off Sign Off
Date : Reason

1 "65-12-20."25 09:58:06 |ST.§ Sign Off Level 1, Reason: Data Submitted for review
2 03-12-2025 10:02:54 IST ' Sign Off Level 2, Reascn: Review

System Name NAL_ARD_HPLC 03

Reported by User: Manikanta Bheemavarapu (Manikanta.B) Project Name: 2025\November\NAL_ARD_HPLC 03
Report Method: General Report_01_DNT_ Date Printed:
Report Method ID: 4088 03-12-2025
Page: 2 of 2 10:08:07 Asia/Kolkata

Issued by:R.Vasudha,lssued date:03/12/2025
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NewAtom

Minutes

AR_Number COA/2511/023; Batch_Number DA 004-DNT/A05/138; Processed Channel Descr. W2489 ChA
225nm; Processed By Manikanta.B/Analyst; Result # 1; Result Id 4141

SAMPLE INFORMATION
Sample Name: DA004-DNT/A05/138 Acquired By: Raju
Sample Type: Unknown Sample Set Name: 28112025_DNT HPLC 03_S001
Vial: 1:AL6 Acq. Method Set: DNT A05 Customer M001 MTH
Injection #: 1 Processing Method: ~ 03122025_HPLC 03_DNT_P002
Injection Volume: 10.00 ul Channel Name: W2489 ChA
Run Time: 85.0 Minutes Proc. Chul. Descr.: W2489 ChA 225nm
Date Acquired: 28-11-2025 15:34:42 IST Colummn_ID: NAL-ARD-LC-2025-019
Date Processed: 03-12-2025 09:54:56 IST ARNumber COA/2511/023
Batch Number: DAO04-DNT/A05/138 Instrument ID: NAL_ARD_HPLC 03
Auto-Scaled Chromatogram
0.10 T = i 72
| = 5 g
. = A A
0.08+ s " ~
h ) Pensl ~
< O =
E 2 2 %
O‘Oh—j b §=A
S 23Sl ot
- . Npp S 9= %
< 0.04 S§ 2 R3% &
CJI\ ) lflx lrl) 0o oeI: ‘é’z./
1 aZ e ey
0.02- ey (=R - s
e [$= [ | 0
ES B EE ‘ =
% EEsE || f
] = i 7 /A
0.00-—— T N s I S— L . S
¥ T T T ] T T T ¥ T T T T i T ] T T T T T T I T O T ] T T T T 1 L
0.00 10.00 20.00 30.00 40.00 50.00 60.00 70.00 80.00

Peak Results .
.‘ Name RT HeBht 9% Area RTRatio
; (Y :

1 RRT~0.369 12220 214 839 003 037
2 RGOSIM2 (De-benzylated RGOS) | 13719 438 13449 008 041
'3 RRT~0575 19050 140 3953 002 058
4 RRT~0.655 21684 9% 3154 002 065
5 RRT~0.728 24103 438 12464 007 073
6 RRT~0.788 26104 86 3649 002 079
7 RGOS 33120 308786 17758937 9970 1.00

Reported by User: Manikanta.Bheemavarapu (Manikanta B)

Report Method: General Report_ 01 DNT_
Report Method ID: 4088

Page: 1 of 2

Project Name: 2025\November\NAL_ARD HPLC 03

Date Printed:
03-12-2025
10:07:58 Asia/Kolkata

Issued by:R.Vasudha,lssued date:03/12/2025
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Peak Results
: Height ? .
Name RT Area % Area RT Ratio
S U S UL G/ S R
: 8 RGO5IM3 (RGO5-Dimer iIerurity)§54.235f 202 3494‘E 0.02 1.64
‘9 RGOSIM1 (RG03) 155130 220 7510 004 1.66
Result Sign Off
SampleName Result I Fsulﬁr’;::e

1 DAOO4-DNT/AQ5/138 4141 Manikanta.Bheemavarapu (manikanta.b)
2 DA004-DNT/A05/138 4141 Ramanjaneyulu Gadiparthi (ramanjaneyulu)

Result Sign Off

Sign Off Sign Off
Date Reason

1 03-12-2025 09:58:06 IST ' Sign Off Level 1, Reason: Data Submitted for review
2:03-12-2025 10:02:54 IST | Sign Off Level 2, Reason; Review

System Name NAL_ARD_HPLC 03

Reported by User: Manikanta.Bheemavarapu (Manikanta.B) Project Name: 2025\November\NAL_ARD _HPLC_ 03
Report Method: General Report_01_DNT _ Date Printed:
Report Method ID: 4088 03-12-2025
Page: 2 of 2 10:07:58 Asia/Kolkata

Issued by:R.Vasudha,lssued date:03/12/2025
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NewAtom

Minutes

AR_Number COA/2511/022; Batch_Number DA 004-DNT/A05/139; Processed Channel Descr. W2489 ChA
225nm; Processed By Manikanta.B/Analyst; Result # 1; Result Id 4147

SAMPLE INFORMATION
Sample Name: DAO004-DNT/A05/139 Acquired By: Raju
Sample Type: Unknown Sample Set Name: 28112025_DNT_HPLC 03_S001
Vial 1:A7 Acq. Method Set: DNT A05 Customer M001 MTH
Injection #: 1 Processing Method: 03122025 HPLC 03 _DNT_P003
Injection Volume: 10.00ul Channel Name: W2489 ChA
Run Time: 85.0 Minutes Proc. Chnl. Descr.: W2489 ChA 225nm
Date Acquired: 28-11-2025 17:00:26 IST Columm_ID: NAL-ARD-LC-2025-019
Date Processed: 03-12-2025 09:55:05 IST ARNumber COA/2511/022
Batch Number: DAQ04-DNT/A05/139 Instrument ID: NAL_ARD_HPLC 03
Auto-Scaled Chromatogram
0.10~ “ n %
. o N e
™ i N
on n <t
0.08- . it )
] 3 : 3
3 o B
0.0¢ = I =
061 3 . N &
5 S 5E28 g 3
< 0.0+ dg 2338 S o
] No o %o o &
N la o~ vy N ! o %
- =2 g ey i —
0.021 e T3IT 1% pal
1 ES B e EE | B = i
| 2 2538 | |B = N
0.00{ br oot A B ————
] SRS JAANN = |
| ¥ T T i T L T T t [ T ] T T ] ] T T T i i T T ] ] T ¥ T T T T T
0.00 10.00 20.00 30.00 40.00 50.00 60.00 70.00 80.00

Peak Results e
Name RT Height Area % Area RT Ratio |

“ QY ;
1 RRT~0369 12238, 24 6346 004 037
""" 2 RGOSIM2 (De-benzylated RGOS) | 13733 303 9941  0.06 041
3 RRT~0575 19076 131 3667 002 058
4 RRT~0654 21674 8 2855 002 065
5 RRT~0.728 24132 498 14555 008 O.73
6 RRT~0.788 26129 77 2126 002 079
7 RGOS 33155402222 17918388 9970 1.00

Reported by User: Manikanta.Bheemavarapu (Manikanta.B)

Report Method: General Report 01_DNT _
Report Method ID: 4088

Page: 1 of 2

Project Name: 2025\November\NAL ARD_HPLC 03

Date Printed:
03-12-2025
10:07:46 Asia/Kolkata

Issued by:R.Vasudha,lssued date:03/12/2025
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Name Area . % Area RT Ratio
: 8 RvRT:l_lm ..... R Py 1'34v N 3442 002 ] 111 ..
- 9 RGO5IM3 (RGOS-Dixmrimpurity)§54.248; 218 3958 0.02 1.64
10 RGO5SIM1 (RGO3) :55.141 . 208 6272:5 0.03 1.66
Result Sign Off
SampleName 5 Result id Fsulﬁ?\lao;];

1/ DAOD4-DNT/A5/139 4147 | Manikanta.Bheemavarapu (manikanta.b)
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SAMPLE INFORMATION
Sample Name: DA004-DNT/A05 RT Marker BKT Acquired By: Raju
Sample Type: Unknown Sample Set Name: 28112025 DNT HPLC 03 S001
Vial: 1:A2 Acq. Method Set: DNT AO05 Customer M001 MTH
Injection #: 1 Processing Method: 28112025 _HPLC 03_DNT_P006
Injection Volume: 10.00ul Channel Name: W2489 ChA
Run Time: 85.0 Minutes Proc. Chnl. Desecr.: W2489 ChA 225nm
Date Acquired: 28-11-2025 1826:10 IST Colurmn_ID: NAL-ARD-LC-2025-019
Date Processed: 03-12-2025 09:49:56 IST AR Number NA
Batch Number: DAQ04-DNT/A05 RT Mar Instrument ID: NAL_ARD_HPLC 03
Auto-Scaled Chromatogram
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AR_Number NA; Batch Number DA 004-DNT/A 05 RT Mar; Processed Channel Descr. W2439 ChA 225nm;
Processed By Manikanta.B/Analyst; Result # 1; Result Id 4129

.......... ... Peak Results T LN T
Name RT Iﬁ:%;l t © Area % Area RT Ratio i USP Tailing . USP Plate Count
‘1 RGOSIM2 (De-benzylated RGOS) 13717 7544 229100 123 041 13 5006
2 RGOS 33164 405742 18132677 9765  1.00 17 13315
'3 RGOSIM3 (RGOS Dimer impurity) 54229 5817 98806 0.53 164 13 2501
4 RGOSIMI (RGO3) 55054 4897 108852 059  1.66 L6 147763
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