


Comments were received for the following, when they were proposed in the 
Pharmacopeial Forum:  

Monograph/Sections:   Cefdinir Capsules/Assay  
Expert Committee:    Monographs—Small Molecules 1  
No. of Commenters:   1  
Comment Summary #1: The commenter requested correcting the Assay acceptance criteria to 
match the information in the Definition.  
Response: Comment incorporated. 

Monograph/Sections:   Cefdinir for Oral Suspension/Labeling  
Expert Committee:    Monographs—Small Molecules 1  
No. of Commenters:   1  
Comment Summary #1: The commenter requested deleting the Labeling requirement because 
this information is available in General Notices 10.40.10 and is not required in the individual 
monograph. 
Response: Comment incorporated. 

Monograph/Sections:   Chlorhexidine Gluconate Solution / Organic Impurities  
Expert Committee:    Monographs—Small Molecules 3  
No. of Commenters:   2  
Comment Summary #1: The commenter indicated that the equilibration time specified in the 
proposal may not be sufficient, and requested to provide flexibility to the user.  
Response: Comment incorporated.  The equilibration time was removed from the gradient table 
and a note was added, “Return to original conditions, and equilibrate the system.” 
Comment Summary #2: The commenter indicated that the blank shows a peak at the retention 
time of the Chlorhexidine gluconate peak. 
Response: Comment not incorporated.  The issue was not observed during evaluation of the 
procedure and may be due to carry-over.   
Comment Summary #3: The commenter requested to include the calculation equation.  
Response: Comment not incorporated.  This issue was addressed prior to publication of the 
proposal for public comment. 

Monograph/Sections:   Chlorhexidine Hydrochloride / Organic Impurities 
Expert Committee:    Monographs—Small Molecules 3  
No. of Commenters:   2  
Comment Summary #1: The commenter requested to revise Table 4 to read, “Any individual 
unspecified impurity” to be consistent with the other two drug substance monographs in the 
family.   
Response: Comment incorporated. 
Expert Committee initiated Change #1: The equilibration time was removed from the gradient 
table and a note was added “Return to original conditions, and equilibrate the system.” 

Monograph/Sections:  Chlorhexidine Acetate / Organic Impurities 
Expert Committee:   Monographs—Small Molecules 3  
No. of Commenters:    1 
Expert Committee initiated Change #1: The equilibration time was removed from the gradient 
table and a note was added “Return to original conditions, and equilibrate the system.” 



No comments received for the following, when they were proposed in Pharmacopeial 
Forum: 
 
Polysorbate 20 
 


