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Quality Control Department

CERTIFICATE OF ANALYSIS (FINISHED PRODUCT)

Product Name Tamsuheal 0.4 mg A.R. No. FG/G/24A1596
Generic Name Tamsulosin HCI Modified Release Tablets | Sample Quantity 120 Tablets
Batch No. AGT41142 Sample Received on 30/11/2024
Batch Size 2.0/Lac Analysis Date 30/11/2024
Mifg. Date 11/2024 Release Date ? NA
Exp. Date 10/2026 Page No. Page 1 of 1
Sr. No. | Test Parameter Acceptance Criteria Result
i Description White colour, round shaped, biconvex, | White colour, round shaped, biconvex,
both side plain, film coated tablet, both side plain, film coated tablet.
2. | Identification In the assay, the retention time of the | Complies
principal peak in the chromatogram
obtained with the test solution
corresponds to the peak in the
chromatogram obtained with the
reference solution.
3. Average weight 173.00 mg + 3% 174.72 mg
4. | Uniformity of weight + 7.5 % of its average weight. Min: 171.46 mg ; Max: 178.17 mg
- 1.87% 3+ 1.98%
5. | Hardness NLT 4.0 Kg/em’ 10.91 Kg/em*
6. | Uniformity of content The acceptance value (AV) calculated | 4.65
(Tamsulosin HCI) using 10 dosage units must be less than
or equal to 15 (L1 =15, L2 =25)
7. Dissolution:
2" hour 15.00% to 40.00%.
6" hour 50.00% to 70.00%. Max. = 73.07%,
12" hour Not less than 80.00% of labeled | Mi %, Max. = 103.97%,
amount of Tamsulos :
8. | Assay: Each film coated modified rele \
Tamsulosin Hydrochloride IP A
‘mg | 10133%
Ok Microbial Limit Tests:
i. [ Total acrobic microbial count
il.

Remarks: The above test parameter:
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