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LUCENT BIOTECH LIMITED (UNIT-II)

Works: 165/3, Nalhera, Anantpur, Puhana, Roorkee Distt. Haridwar (Uttarakhand)
Regd. Office: 10/4 , Havelock Road, Lucknow-226001(Uttar Pradesh)

DEPARTMENT QUALITY CONTROL
TITLE CERTIFICATE OF ANALYSIS

Product Name Dapafox-10 A.R. No. F-0120/26-27
Generic Name Dapagliflozin Tablets 10 mg Batch Size 2.0 Lacs
Batch No. 6G13 Mfg. Date 04/2026
Mfg. By Lucent Biotech Ltd. (Unit-II) Exp. Date 03/2028
Marketed By Dr. Morepen Ltd. Date of Receipt 01/05/2026
Sample Quantity |60 Tablets Date of Released |07/05/2026

Mfg. Licence No.

43/UA/2016 & 45/UA/SC/P-2016

WHO- GMP & GLP Certified Company

Test Results

Tests

Specification

Obtained

1 [Description

Yellow colour, round shaped
biconvex, Plain on both sides, film
coated tablets.

Yellow colour, round shaped biconvex,
Plain on both sides, film coated tablets.

2 |Identificatio

n

By HPLC: The retention time of
major peak of the Sample solution
should be correspond to that of the
Standard solution, as obtained in the
assay.

The retention time of major peak of the
Sample solution should be correspond to

that of the Standard s
in the assay.

olution, as obtained

3 |Average weight 183.0mg £7.5% 188.3|mg
(Between 169.28 mg to 196.73 mg)
4 |Uniformity of Weight Average weight £7.5%
Minimum 3.31|{%
Maximum 3.251%
5 |[Hardness Not less than 3.0 kg/cm2 4.24/ kg/cm2
6 [Disintegration time Not more than 30 minutes 2 min
7 |Dissolution Time Not less than 75% (Q) should be 87.27 %
dissolved in 45 minutes.
8 |Uniformity of Content Acceptance Value: <15 931
9 |Assay: Each Film coated tablet contains:
Dapagliflozin Propanediol Between 9.00 mgto 11.00 mg 10.195|mg
Monohydrate eq. to -
90.09 .0% 0
Dapaglifiozin 10 mg (90.0% to 110.0% of the label claim) 101.95(%

Report : [n the opinion of the undersigned the sample referred above is of Standard Quality / is-net-efstandard-

Quality as per I[H Specification .
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