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CERTIFICATE OF ANALYSIS

?ﬁame : N-Nitroso Itraconazole Impurity 1
; Chemical Name : 1-(4-Methoxyphenyl)-4-nitrosopiperazine
L Molecular Formula J C11H1sN30;
-5 Molecular Weight j 221.26 g/mol /\N/L‘J/O\-H
| Batch No. | SK-PS-26-3228 o, A
| CAS No. | 75051-59-1 | Retest / (Lot [ 01
| Analysis Date | Aug-2026 | Retest Date | Jul-2028
' Next Retest date NA
S.No. | Test Specification Result
1 Description White to off-white solid Off-white solid
2 Solubility Soluble in methanol and DMSO Complies
3 Identification by IR Confirms to the structure Confirms
4 Identification by Mass Confirms to the desired mass Confirms
5 Identification by 'THNMR Confirms to the structure Confirms
6 Purity by HPLC Not less than 90.0% 98.1%
7 Weight loss by TGA Not more than 2.0% 0.702%
8 Potency(Purity by HPLC-TGA) Not less than 90.0% 97.4%
9 Long term storage condition Preserve in tight, light resistant containers, and store at 2 to 8°C.
10 Handling & Transit Condition Controlled room temperature.
Remarks: The material complies with the above specifications.
Revision History
Revision No. 00 (New document) Released on 29 Aug 2026

QA-018-F004-00

Prepared by Reviewed by (AD/CRD/QA) Approved by(QA)
Name V. Tejeswara Rao B. Ram Mohan Dr:-Meenakshi Sharma J. Raghu Dr. K. Jagadeswara Rao
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Filename: C:\Program Files (x86)\P...\27082026_01.t6d
Operator ID: lalitha

Sample ID: SK-PS-26-3228

Sample Weight: 1.255 mg

Comment: N-Nitroso itraconazole impurity-1

X1=30C

100.5 ] —
90 1 Delta Y = 0.702 %
80 +

70

30

20 ~

10

-6.32 ‘ , . . . —
2.277 50 100 150 200 250 300 Z
Temperature (°C)

27-08-2026 11:50:12

]

E Heat from 30.00°C to 350.00°C at 15.00°C/min
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SK Pharmatech Solutions

SAMPLE INFORMATION
Sample Name: BLANK Acquired By: M.siva
Sample Type: Unknown Sample Set Name: 27082026 HPLC 40
Vial: 1 Acq. Method Set: HPLC 24 _MIN
Injection #: 1 Processing Method: LC PQ
Injection Volume: 100.00 ul Channel Name: 260.0nm
Run Time: 24.0 Minutes Proc. Chnl. Descr.: 2998 PDA 260.0 nm (2998
Date Acquired: 08-27-2026 16:38:47 PM IST
Date Processed: 08-27-2026 19:39:15 PM IST

METHOD INFORMATION:

BUFFER:

MP A 0.1% TFA IN 1000ML WATER

MP B: ACN:WATER(90: 10)V/V -

COLUMN:LUNA C18 (250MM*4.6*5um)

GRADIENT PR0:0/10,3/10,10/100,19/100,19.5/10,24/10
FLOW: 1.0ML/MIN

1.00

0.80+

AU

0.40

0.207

0.0

...,.........,...,...,...,...,...l...|..,,..
0.00 2.00 4.00 6.00 8.00 10.00 12.00 14.00 16.00 18.00 20.00 22.00 24.00

Minutes

Reported by User: M.Siva

Report Method: HPLC 40 REPORT
Report Method ID: 4640

Page: 1 of 1
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SK Pharmatech Solutions

SAMPLE INFORMATION
Sample Name: SK-PS-26-3228 Acquired By:  M.siva
Sample Type: Unknown Sample Set Name: 27082026 HPLC 40
Vial: 2 Acq. Method Set: HPLC 24 _MIN
Injection #: 1 Processing Method: LC PQ
Injection Volume:  4.00 ul Channel Name: 260.0nm
Run Time: 24.0 Minutes Proc. Chnl. Descr.: 2998 PDA 260.0 nm (2998
Date Acquired: 08-27-2026 18:42:57 PM
IST Date Processed: 08-27-2026 19:38:50 PM
ST

™7

METHOD INFORMATION:

BUFFER:

MP A 0.1% TFA IN 1000ML WATER
MP B: ACN:WATER(90:10)V/V

COLUMN:LUNA C18 (250MM*4.6*5um)
GRADIENT PRO:0/10,3/10,10/100,19/100,19.5/10,24/10

FLOW: 1.0ML/MIN

1.00

0.80

9.323

510.724

0.00 ——
0.00 '2,boi '4.('30 6.00 ailoo' '10!00' '12f00' ' '14f00' : '16foo‘ ' '18_IOOI ' 'zofool ' '22fool ' 24.00
Minutes
RT Area % Area RT Area % Area
1] 8.973 22988 0.60 4| 9.974 9105 0.24
2| 9.176 9783 0.25 5110.054 9815 0.26
3| 9.323|3772564| 98.30 6]10.724 13638 0.36

Reported by User: M.siva

Report Method: HPLC 40 REPORT
Report Method ID: 4640

Page: 1 of 1

Project Name: AUGUST-2026
Date Printed:

08-27-2026

19:51:50 Asia/Kolkata



