ZEE LABORATORIES

47, Industrial Area, Gondpur Paonta Sahib Sirmour HP INDIA 173025

Work Order No. :

CERTIFICATE OF ANALYSIS (FINISHED PRODUCT)
(The Drugs & Cosmetics Act 1940 at the under form 39)

252613817 Document No.: 252617316 i
Ref. STS No. STP-0594 Product Code FG04958 .
Product Name TAB.SAZ50 e
Generic Name SACUBITRIL/ VALSARTAN TABLETS 50 MG
Batch No. 425-1212 Date Of Sampling | 25/07/2025
Batch Size 224000.000 Tab Sample Quantity 100.000 Tab
Mfg. Date 07/2025 Exp. Date  06/2027 Date Of Analysis | 25/07/2025 ;
A. R. No. ZL25FG03290 Date Of Release 28/07/2025
S NO. | Tests Specification Results g
1. | Description A brown colour, round shaped, biconvex, film coated tabllet, Complies
scored on one side and plain on another side. >
2 | Identification Positive for Sacubitril and Valsartan Complies 5
3 Average weight of tablets | 224.5 mg + 7.5% 224.5mg .
4 Disintegration Time NMT 30 min 8 min
5 Uniformity of weight Average weight of tablet + 7.5% Complies )
6 Assay: Each film coated | NLT 90.0% and NMT 110.0% of labeled amount 104.59%
tablet contains: Sacubitril
24 mg _
7 Valsartan I.P. 26 mg NLT 90.0% and NMT 110.0% of labeled amount 95.55%

Vi

Remarks The above sample cor‘f‘tf:l:esfdees—net—eemply with prescribed standards of ~ Quality with respect to above tests as

IP/BP/USP/In house specification.
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