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CERTIFICATE OF ANALYSIS
Product Name Zetiheal-10 A.R. No. MFGT-231324
Generic Name Ezetimibe Tablets IP 10 mg Batch Size 2.0 Lac Tablets
Batch No. MT-231324 Sample Qty. 100 Tablets
Mfg. Date 10/2023 Sample received date 05/11/2023
Exp. Date 09/2025 Date of Release. 06/11/2023
Sr. No. | TESTS SPECIFICATIONS RESULTS
1 Description White colour round shape, biconvex, film White colour round shape,

coated tablets

biconvex, film coated tablets

In the Assay, the principal peak in the

chromatogram obtained with the test solution

2 Identification: By HPLC corresponds to the peak in the chromatogram Complies
obtained with the reference solution.
3 Average weight 200 mg +7.5% (185.0 mg to 215.0 mg) 204.50 mg
. : ; - ; Positive deviation=1.21%
0,

4 Uniformity of weight +7.5% on average weight Negative deviation= 1.39%
5 Uniformity of content NLT 85% to NMT 115% 95.26% to 103.13%
6 Dissolution NLT 70% (Q) 89.79% to 98.57%

Assay: Each film coated tablet contains:
7 Not less than 90% and not more than 110%

Ezetimibe IP 10 mg | (9.0 mg to 11.0 mg)_ 9.97 mg (99.70%)

Remarks: The product complies as per |IP Standard.
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