PHARMAROOTS HEALTHCARE, BAROTIWALA

PHARMAR( 0TS Certificate of Analysis-Finished Goods

HEALTHEC

Product Name: Dapafox-5 Tablets
Generic Name: Dapagliflozin Tablets 5 mg

Material Code: FGT02223 Receipt Date: 05.12.2023
Batch No: PT-33465 : Mfg. Date: Nov. 2023
Insp. Lot No.: PR/IFGT/23/110219 Exp. Date: Oct. 2025
Batch Size: 1.00 Lac Release Date: 06.12.2023
S.No. | Test Specification Results
1. | Description Yellow coloured round shaped Complies
biconvex film coated tablets
scored on one side.
2. | Identification To comply Complies
3. | Average weight 142.0 mg to 147.4 mg 144.82 mg
v L
4. | Uniformity of weight + 7.5 % of average weight | Complies
5. | Disintegration test NMT 30.00 Minutes ; 05.15 Minutes b
6. | Assay
Each film coated tablet
contains:
Dapagliflozin Propanediol
monohydrate
Eq. to Dapagliflozin 5 mg 90.00 to 110.00 % of Label Claim | 4.882 mg (97.64%)

Opinion: The Sample Complies with the prescribed standard of quality as defined in the IH.
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