
1 Description Off white & Light Pink coloured,
elongated, biconvex, bilayered, film
coated tablet, plain on both sides.

White to off white & Light Pink 
coloured, elongated, biconvex, 
bilayered, film coated tablet, plain 
on both sides. 

2 Identification CompliesIn the assay, the peak in the 
chromatogram obtained with the 
test solution should correspond to 
the peak in the chromatogram 
obtained with the standard 
solution. 

3 Length Min : 20.28 mm
Max : 20.36 mm

20.00 mm to 20.40 mm 

4 Width Min : 9.56 mm
Max : 9.64 mm

9.30 mm to 9.70 mm 

5 Thickness Min : 8.58 mm
Max : 8.73 mm

8.40 mm to 8.80 mm 

6 Average weight 1589.419 mg 1542.30 to 1637.70 mg  
7 Uniformity of weight Deviation : - 2.334 % to + 2.228 %Not more than 2 tablets in 20 

deviates from the average weight 
by more than 5%. No tablet 
deviates from the average weight 
by more than 10%.  

8 Dissolution
8a. 1st hour

Metformin Hydrochloride
IP

Min : 30.4 %
Max : 36.7 %
Avg : 33.5 %

25.0 to 50.0% of labeled amount 
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8b. 3rd hour
Metformin Hydrochloride
IP

Min : 60.2 %
Max : 69.0 %
Avg : 63.4 %

45.0 to 85.0% of labeled amount 

8c. 10th hour
Metformin Hydrochloride
IP

Min : 94.8 %
Max : 100.2 %
Avg : 98.0 %

Not less than 75.0% of labeled 
amount 

8d. Dissolution
Dapagliflozin Propanediol
USP Eq. to Dapagliflozin

Min : 92.4 %
Max : 100.7 %
Avg : 95.5 %

Not less than 75.0% of labeled 
amount 

8e. Sitagliptin Phosphate
Monohydrate IP eq. to
Sitagliptin

Min : 95.5 %
Max : 103.9 %
Avg : 99.7 %

Not less than 75.0% of labeled 
amount 

9 Uniformity of Dosage Units
9a. (By Content Uniformity)

Dapagliflozin Propanediol
USP Eq. to Dapagliflozin

8.49Acceptance value should be less 
than 15  

9b. (By Content Uniformity)
Sitagliptin Phosphate
Monohydrate IP eq. to
Sitagliptin

6.94Acceptance value should be less 
than 15  

9c. (By Weight Variation)
Metformin Hydrochloride
IP

5.30Acceptance value should be less 
than 15  

10 Residual Solvents
10a. Isopropyl Alcohol Not detectedNot more than 5000 ppm  
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10b. Dichloromethane Not detectedNot more than 600 ppm  
11 Assay

Each film coated bilayered tablet contains:
11a. Dapagliflozin Propanediol

USP Eq. to
Dapagliflozin...10mg

101.4 %90.0 to 110.0% of labeled amount 

11b. Sitagliptin Phosphate
Monohydrate IP eq. to
Sitagliptin...100mg

99.2 % 90.0 to 110.0% of labeled amount 

11c. Metformin Hydrochloride
IP (as extended release
form)...1000mg

97.5 %90.0 to 110.0% of labeled amount 

Remarks  In the opinion of undersigned the sample refer to above specifications complies with IH:
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