Lanark Laboratories

NEAR ELECTRICITY SUB DIVISION, GONDPUR, PAONTA SAHIB, DISTT. SIRMOUR-173025, H.P(INDIA).

CERTIFICATE OF ANALYSIS (FINISHED PRODUCT)

(The Drugs & Cosmetics Act 1940 at the under form 39)

and white colour body hard gelatine capsule shells.

Work Order No.: 252612071 Document No.: 252614814
Ref. STS No. 11233 Product Code FG02576
Product Name CAP. OMERIDE-DM 20X15 (ZLP)
Generic Name OMEPRAZOLE (EC) AND DOMPERIDONE(SR) CAPSULE I.P,
Batch No. 525-126 Date Of Sampling | 26/06/2025
Batch Size 180000 CAPS Cumulative Qty. 178920 CAPS Sample Quantity 60 CAPS
Mfg. Date 06/2025 Exp. Date  11/2027 Quantity Release 178860 CAPS
A. R. No. PL25FG01990 Date Of Release 28/06/2025
S NO. | Tests Specification Results
1 Description An orange and white colour pellets filled in green colourcap | Awhite colour pellets filled

in green colour cap and
white colour body hard
gelatine capsule shells.

(As coated pellets)

2 Identification Should be positive for Omeprazole with Domperidone. Positive.
3 Average fill weight 190-mg + 10 % 190.5 mg
4 Uniformity of fill weight + 10 % of average fill weight -2.11%, +3.11%
5 Dissolution Limit Result
6 Acid medium NMT 10.00 % 1.35% 10 4.79%
7 Basic medium NLT 75.00 % 86.45% t0 92.18%
8 Dissolution (for NLT 80.00 % 92.63% to 102.54%
Domperidone I.P. 10 mg.)
9 Composition: Each hard | Limit Assay
gelatine capsule
contains:
10 Omeprazole P 20 mg. | 90.0 to 110.0% wiw of the stated amount of Omeprazole. 100.09 %
(As enteric coated
pellets)
1 Domperidone I.P. 10 mg. | 90.0 to 110.0% wiw of the stated amount of Domperidone. 98.44 %
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