
Codeine Phosphate  

Type of Posting Revision Bulletin 
Posting Date 30-Apr-2021
Official Date 1-May-2021
Expert Committee Small Molecules 2

In accordance with the Rules and Procedures of the Council of Experts, the Small Molecules 2 Expert 
Committee has revised the Codeine Phosphate monograph. The purpose of the revision is to change the  
acceptance criteria for Codeine methyl ether from NMT 0.15% to NMT 0.45% in Table 2 under the test for 
Organic Impurities. The change accommodates Codeine Phosphate referenced in FDA-approved 
products that have a different acceptance criterion for this impurity than the one in the monograph. 

The Codeine Phosphate Revision Bulletin supersedes the currently official monograph.  

Should you have any questions, please contact Wei Yang, Staff Scientist (301-816-8338 or 
wiy@usp.org).  
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