
1 Description White and light pink coloured,
round, bilayered, flat faced, beveled
edge uncoated tablets scored on one
side & plain on other side.

White and light pink coloured, 
round, bilayered, flat faced, 
beveled edge uncoated tablets 
scored on one side & plain on 
other side. 

2 Identification CompliesIn the Assay, the principal peaks 
in the chromatogram obtained 
with the test solution correspond 
to the principal peaks in the 
chromatogram obtained with 
reference solution (c). 

3 Friability 0.33 % w/wNot more than 1.0% w/w  
4 Disintegration Time 04 Min 52 SecNot more than 15 minutes  
5 Average weight 139.38  mg135.80 to 144.20 mg  
6 Uniformity of weight -1.71% to +0.93%Not more than 2 tablets in 20 

deviates from the average weight 
by more than 7.5%. No tablet 
deviates from the average weight 
by more than 15%. 

7 Dissolution
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7a. Montelukast Sodium IP eq.
to Montelukast

Min-98.2%
Max-104.9%
Avg-101.1%

Not less than 70% (Q) of the 
stated amount in 45 minutes 
Stage: S1 
Number tested: 6 
Each unit is not less than Q+5 
percent of the labelled content. 
Stage: S2 
Number tested: 6 
Average of 12 units (S1+S2) is 
equal to or greater than Q, and no 
unit is less than Q-15 percent of 
the labelled content.  
Stage: S3 
Number tested: 12 
Average of 24 units (S1+S2+S3) 
is equal to or greater than Q, not 
more than 2 units are less than Q-
15 percent of the labelled content 
and no unit is less than Q-25 
percent of the labelled content.  
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7b. Levocetirizine
Dihydrochloride IP

Min-96.4%
Max-103.9%
Avg-101.2%

Not less than 70% (Q) of the 
stated amount in 45 minutes 
Stage: S1 
Number tested: 6 
Each unit is not less than Q+5 
percent of the labelled content. 
Stage: S2 
Number tested: 6 
Average of 12 units (S1+S2) is 
equal to or greater than Q, and no 
unit is less than Q-15 percent of 
the labelled content.  
Stage: S3 
Number tested: 12 
Average of 24 units (S1+S2+S3) 
is equal to or greater than Q, not 
more than 2 units are less than Q-
15 percent of the labelled content 
and no unit is less than Q-25 
percent of the labelled content.  

8 Uniformity of dosage units (By Content uniformity)
8a. Montelukast Sodium IP eq.

to Montelukast
5.11Acceptance value should be less 

than 15  
8b. Levocetirizine

Dihydrochloride IP
5.37Acceptance value should be less 

than 15  
9 Related substances
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9a. Montelukast Sulphoxide
impurity

0.14%Not more than 2.0%  

9b. Montelukast Styrene
impurity

0.17%Not more than 1.0%  

9c. Any other secondary
impurity

0.55%Not more than 1.0%  

9d. Sum of all impurities 1.44%Not more than 4.0%  
10 Assay

Each uncoated bilayered tablet contains:
10a. Montelukast Sodium IP eq.

to Montelukast...10mg
98.5%90.0 to 110.0%  

10b. Levocetirizine
Dihydrochloride IP...5mg

98.8%90.0 to 110.0%  

Remarks  In the opinion of undersigned the sample refer to above specifications complies with I.P:
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