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Reason for Revision Compliance 

In accordance with the Rules and Procedures of the 2015–2020 Council of Experts, the Chemical 
Medicines 5 Expert Committee has revised the Montelukast Sodium Chewable Tablets monograph. The 
purpose for the revision is to widen the Acceptance criteria for cis-isomer in Table 2, Organic Impurities, 
from NMT 0.2% to NMT 0.3% to be consistent with the FDA-approved specification.  The limit of total 
impurities remains unchanged. 

The Montelukast Sodium Chewable Tablets Revision Bulletin supersedes the currently official 
monograph.   

Should you have any questions, please contact Gerald Hsu, Senior Scientific Liaison, (240-221-2097 or 
gdh@usp.org). 
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