OM BIOMEDIC PVT. LTD.

ommomeoic | Plot No. 68, 69, 82 & 83, Sector-6A, IIE, Sidcul, Haridwar, Uttarakhand, India

CERTIFICATE OF ANALYSIS (FINISHED PRODUCT)

NAME OF PRODUCT OMEECAN 20
GENERIC NAME Omeprazole Gastro-Resistant Capsules IP 20.0mg
MFG. BY Om Biomedic Pvt. Ltd. A.R. No. OMFPC260186
SUPPLIED BY -—--Do -- SAMPLE DATE 06/02/2026
BATCH NO. CPB26-01 BATCH SIZE 3,00,000 Capsules
MFG. DATE 02/2026 SAMPLE QTY. 50 Capsules
EXPIRY DATE 01/2028 SPECIFICATION | IP
RESULTS OF ANALYSIS
S.No | TEST SPECIFICATION RESULTS
1. Description Pink/CT Colour hard gelatin | Pink/CT Colour hard gelatin
capsule shell filled with white | capsule shell filled with white
colour spherical pellets. Packed | colour spherical pellets. Packed in
in strip of 15 Capsules. | strip of 15 Capsules.
2. Identification : i
A.By UV When examined in the range 230 | Complies.
nm to 360 nm the resulting
solution  shows  absorption
maxima at about 276 nm and
305nm. ,
B. By HPLC : "| In the Assay, the principal peak | Complies.
' in the chromatogram obtained
with the test solution
corresponds to the peak due to
omeprazole in the chromatogram
obtained with the reference
solution. ‘ '
3L Average fill weight 265.0mg 264.4mg
4. Average Net Content 215.0mg 214.47mg
5. Uniformity of Weight + 10.0% of Average net content. | -3.57% & +2.43%
6. Dissolution )
First Stage 0.1M HCL NMT 10.0% of Stated amount. Not Detected.
Final Stage Phosphate NLT 70.0% (Q) of Stated 1 96.22%, 95.80%, 97.80%,
Buffer pH 6.8 amount. ’ 95.19%, 98.04%, 95.76%.
7. Microbial Limit Test :
TAMC NMT 1000 CFU/g. 40 CFU/g.
TYMC NMT 100 CFU/g. Less than 10 CFU/g.
E. Coli ' Should be Absent/g. Absent/g.
8. Loss on drying NMT 3.0% 1.84%.
9. Assay: Each hard gelatin capsule Contains:
Omeprazole JP  20.0mg 18.0mg — 22.0mg 19.91mg
(As enteric coated granules) | (90.0% - 110.0%) (99.56%)

REPORT: In the opinion of the undersigned, the sample referred to above is of STANDARD QUALITY as
defined in the act & the rules made there under for the reason given below.
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