L, el | AR -
Guar 1So yusus
a =y
ertification & Accreditation Ministry of MSME, Govt of india
1S0 9001-2015 & 17034-2016

CERTIFICATE OF ANALYSIS

N

Cleanchem
Laboratories

Driving Sustainability

Date: 22-07-2025

Product Name Omeprazole Inhouse Standard
Chemical Name 6-M§th_oxy-2-[[(4-methoxy—3,5-dimethyl-2-pyridinyl)methyl]sulﬁnyl]—1 H-
benzimidazole

Structure

O——

0 H
/ \@N \ /
S N
.(> \

Batch No. CL-002-OPS-IWS-15 CAS No. 73590-58-6
Analysis Date: May-2025 Retest Date: April-2027
Mol. Formula Ci7HisN:Os8 Molecular Wt. 345.42
Long term Storage Condition Store at 2-8 °C in a well closed container.
Handling and Transit condition 25-30 °C in well closed container
Test Result
Appearance Off white to cream solid
Solubility DMSO, Methanol
1H NMR Conforms to structure
MASS Conforms to structure
LOD 0.17 %
ROI 0.03 %
Chromatographic purity 98.02 %
Potency 97.82 %
Potency = % Chromatographic purity - % LOD - % ROI = 99.02 % - 0.17 % - 0.03 % = 97.82 %
Note: This material should be used as Analytical standard not for human or animal consumption.
Any patent applicable for this product in any country is not applicable for this analytical
standard/research chemical

Prepared By Checked By | Approved by
[
Date 5 9-01-2025 |22-9F 2028 22 ~07F —2025"

CLEANCHEM LABORATORIES LLP
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X —--— PROCESSING PARAMETERS -~~—~
i i sexp( 0.27483[Hz], 0.0[s] )
trapezoid( 0[%]., 0[%], 80[%1, 100(%]1 )
zerofill( 2, TRUE )

££t( 1, TRUE, TRUE )

machinephase

rpm

-enolnmmmno=nn~ 5([%], TRUE )

thresh( 0.06097[%1, 1)

perived from: nﬁ.loaur0mmlnﬂ»lwwLuHOﬂouu:u.nH .jd

16-APR-2024 15:28:57
NMR-400MHz (JEOL)
NM-7001054L1
ABNL/QC/NMR-01

1030

Creation Time
Instrument
Spectrometer
Instrument id
Author
Reviewed by MRK

Solvent DMSO-D6
Acquisition Parameters

Experiment = proton.jixp

X _offset = 7[ppm]

X_Sweep = 9.00576369[kHz]
Relaxation Delay = 3[sl]

Scans = 16
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—--—- PROCESSING PARAMETERS -~~~

sexp ( 0.27483[Hz], 0.0([s] )
trapezoid( 0(%], 0[%], g0 [%], 100([%]1 )
zerofill( 2, TRUE )

f£ft( 1, TRUE, TRUE )

machinephase

PPm

auto_reference( 5(%], TRUE )

thresh( 0.06097[%], 1)

perived from: nrnooNrOmmlHimnHmLﬂnOnguulp.un

Creaticn_ Time = 15-APR-2024 15:28:57
Instrument - NMR-400MHz (JEOL)
Spectrometer = WMM-7001084L1
Instrument id - ABNL/QC/NMR-01
Author = 1030

Reviewed by - MAK

Solvent = DMSO-D6
Acquisition Parameters

Experinent = proton. jxp

X _offset = 7(ppm]

X_Sweep = 9,00576369[kHz]
Relaxation Delay = 3(s]

Scans = 16
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---- PROCESSING PARAMETERS ——=~

sexp( 0.27483(Hz], 0.0[s] )
trapezoid( 0[%]1, O[%], 80O [%]1, 100([%] )
zerofill( 2, TRUE )

££t( 1, TRUE, TRUE )

machinephase

PPR

-ﬂwOI-..mHoﬂmsnwn 5(%], TRUE )

thresh ( 0.06097(%], 1)

Derived from: nn_..ooNrOMMIHtmlrm%uonoﬂlw|__..ua

Creation Time 16-APR-2024 15:28:57

Instrument - NMR-400MHz (JEOL)
Spectrometer = NM-7001084L1
Instrument id - ABNL/QC/MMR-01
Author = 1030

Reviewed by - MRK

Solvent = DMsSO-D6
Acquisition Parameters

Experiment = proton.Jjxp

X offset = 7(ppm]

X_Sweep = 9.00576369[kHz]
Relaxation Delay = 31s]

Scans = 16



Acq. Time: 11:07
Acq. Date: Tuesday, April 16,2024

Sarnple ID: TuneSamplelD
Sample Name: CL-0(2-OPS-IWS-15 Max. 3.1e5 cps.

W 4Q1: 0.735 min from Sample 5 (CL-002-OPS-WS-15) of 16042024 wiff (Turbo Spray), Smoothed, Smoothed, Smoothed, Smoothed, Smoothed, Basell..
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Instrument:HPLC-01
Sequence:COMMON_22052025

Page 1 of 1
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~ Chromatogram and Results
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Injection Name: CL-002-OPS-IWS-15 Run Time (min):  30.00

Vial Number: RA1 Injection Volume: 10.00
Injection Type: Unknown Channel: uv_vis_2
Calibration Level: Wavelength: 280
Instrument Method: COMMON 1 Bandwidth: 4
Processing Method: Quantitative Column ID n.a.
Injection Date/Time: 22-May-25 12:26 Sample Weight:  1.0000

EE DD

ran

1,800

COMMON_22052025 #5 [manually integrated]

CL-002-OPS-IWS-15

UV_VIS_2

1,600 2 -2.000
1.400-:

1,200

1,000

Absorbance [mAU]

i

15.0

Time [min]

T
25.0

N m Retention Area Height Relative Area Ra!.rn'leight
B e min mAU*min mAU % %

0.2902 5.246 0.20 0.33[na.
- 144.8755| 1562.255 98.02 98.31|na.
- ~ 0.4769  5.440] 0.32 0.34|n.a.
. 0.4552 3.983 0.31 0.25na.
: 0.0689 0.784 0.05 0.05|n.a.
: 0.5046 2.779 034 0.17|na.
: - 0.5071| 3.823 034 0.24|na.
H 0.6184 4,830 0.42 0.30|n.a.
i tal 147.797 1589.139 100.000 100.000

otal:

Default/integration

© 2009-2023 Thermo Fisher Scientific nc. All rights reserved.
Chromeleon 7.3.2.10759
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LOSS ON DRYING REPORT
Date: 19-04-2024
' Sample Name OMEPRAZOLE
Batch No CL-002-OPS-IWS-15
Method USP <731>
Equipment ID CL-VO-01 Balance ID CL-BAL-03 5
Weight of empty Bottle (WI) 62.6138 ¢
Weight of sample + Bottle (W2) 63.7148 ¢
Weight of sample (W3) 1.1010 g
Weight of Bottle after Drying (W4) 63.7129 ¢ J
Formula of Loss on drying W2-w4
________ - X 100
W3
1 Result 0.17 % J
) Analyzed By Checked By

‘ Signature _CS}_'_'\;':‘;_‘EL—

r Date 19-04-2029 ‘

—__.—_———________,_-—____"-_-#———————-—_—f

CLEANCHEM LABORATORIES LLP

Plot No. A-737/2, TTC Industrial Area, MID
sales@cleanchemlab.com { +

C Khairane, Navi Mumbai, Maharashtra, INDIA- 400710
91-9324132198 & www.cleanchemiab.com



| C’” Sapala Organics Private Limited

(As 1SQ 9001:2015 & 27001 :2013 Certified Company)
Plot No: 146B &147, Phase -ll, IDA Mallapur, Hyderabad-500076, Telangana. INDIA.

Sﬂik‘l[ a Phone: +91-40-27170174/75/76, Fax: +91-40-27150601, customercarg@sapalaorganics.com, www.sapalaorganics.com
L] L [
Residue on ignition Report
Batch number CL-002-OPS-IWS-15 A.RNo. |026651
g . After ignition Sample
Weight of container (gr) (W1) 75.1089 with container (gr)(Ws) 75.1092
Weight of Sample with Container | 5 |, Weight of container 75.1089
(er) (W2) ¢ (&) (W)
. Loss in Sample Weight
Sample Weight (gr) (W2-W1) 1.0272 (ar) (W3- W1) 0.0003

Ww3-w1)
Formula of ROI (Ash content) = E—W—Em-l-)'XlOO

Result = 0.03%

Analyzed by | A.Laxminarayana Reviewed by | S.Chaitanya

Date 19-Apr-2024 Date 19-Apr-2024




