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Remove statements that may be 
misleading or promotional (e.g., 
“synthesized and developed by Drug 
Company X,” “structurally unique 
molecular entity”)  

Adequate  

If there is a USP monograph for the 
drug product and it contains a 
labeling requirement, ensure the 
labeling requirement is fulfilled. 
Note the labeling requirement may 
be applicable to another section of 
the PI (e.g., Section 2). 

N/A  

 

1.2.4 Section 16 (HOW SUPPLIED/STORAGE AND HANDLING) 
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