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ZEE LABORATORIES LTD

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

CERTIFICATE OF ANALYSIS (FINISHED PRODUCT)

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

Work Order No. : Document No. : 252627619
Ref. STS No. 264 Product Code FG06512
Product Name | TAB. ATORZEE-F
Generic Name | ATORVASTATIN & FENOFIBRATE TABLETS I.P.
Batch No. 425-1628 Date Of Sampling | 13/08/2025
Batch Size 110000.000 Tab Sample Quantity 60.000 Tab
Mfg. Date 07/2025 Exp. Date 06/2028
A. R. No. ZL25FG06310 Date Of Release 19/08/2025
S NO. | Tests Specification Results
1 Description Yellow colour, rounded, film coated tablets, scored in one Complies
side.
2 Identification Should be positive for Atorvastatin and Fenofibrate Complies
3 | Average Weight of 485.0mg+ 5.0 % 480.4 mg
Tablet
4 Uniformity of Weight Average weight of tablet + 5.0%. -1.13% to + 0.94%
5 Disintegration Test Not more than 30 minutes 04:30 Min
6 Dissolution Test Q Not less than 70.0% of the labeled amount of Atorva:92% to 96%
Atrovastatin and Fenofibrate Feno:91% to 9
7 Related Substances Any Secondary Impurity: NMT 1.0 % Total Impurities: Complies
NMT 2.0 %
8 Uniformity of content NLT 85.0 % to NMT 115.0 % of the labeled amount of Complies
Atorvastatin
9 Assay Each Film coated | NLT 90.0% and NMT 110.0% of the labeled amount of 100.0 %
tablet contains : Atorvastatin
Atorvastatin Calcium
I.P. Eg. to Atorvastatin
10 mg
10 Fenofibrate |.P. NLT 90.0% and NMT 110.0% of the labeled amount of 98.3 %
160mg Fenofibrate
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