q’ BIOALTUS

BIOALTUS PHARMACEUTICALS PVT.LTD.
19-20 Industrial Area, Baddi -173205 Distt. Solan
QUALITY CONTROL DEPARTMENT

CERTIFICATE OF ANALYSIS
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Prod
uct Name Empaglifiozin Tablets 25 m A.R. No. BRDII/02/25/BD/2141TF
(Empasmart 25) .
Master/FG B.No. | BD250474/BD250474B Master/FG B. Size | 5.0 Lac/2.0 Lac
Mfd. By Self Sample Qty. 70 Tablets
MFD. FEB.2025 Date of Receipt 08/03/2025
EXP. JAN.2027 Datc of Release 08/03/2025
= RESULTS OF ANALYSIS
Reference to Protocol : IHS .
S.No. | Test Results Specification
01. Description Light yellow coloured oval | Light yellow coloured oval
shaped biconvex film coated | shaped biconvex film coated
tablet plain on both sides. tablet plain on both sides.
02. Identification (By HPLC) Complies To Comply
03. ] Average weight 0.21132 gm 0.2072 gm £ 3.0%
[ﬁ. Uniformity of weight Min. 0.2058 gm +7.5% of average weight
Max. 0.2157 gm
05. Dissolution (By UV) Min. 99.4 %, Max. 100.8 %, NLT 80.0%
Mean 100.2 %, :
06. *Related Substances (By HPLC)
The area of maximum single impurity Not Detected NMT 0.2 %
The area of Deschloro Impurity Not Detected NMT 0.2 %
The area of Sum of total Impurity Not Detected NMT 1.0 %
07. | Assay (By HPLC) '
Each film coated tablet contains:
Empagliflozin 25 mg 24.62 mg (98.5%) NLT 22.5 mg & NMT 27.5 mg
1 (NLT 90.0% & 110.0 %)

"
Remark: In the opinion of the undersigned, the sample referred to above is of standard quality/is-retof stamdard quatity

as defined in the Act and the Rules made there under for the reasons given below:
Complies as per IHS (BRDII/QC/FPS/443F1) *Test Refer to Inventland Lab Report No. IRLFG/050325-0008
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Name Mohd Fazil Priyanka Suresh Chand
Designation QC Officer Revie?r QC Manager
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