


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

Monograph/Section(s):   Famciclovir/Multiple Sections 
Expert Committee:   Monographs—Small Molecules 1 
No. of Commenters:   2 
Comment Summary #1: The commenter recommended revising the impurity trivial 
name in the test for Organic impurities Procedure 2 from “Famciclovir 7, N2-dimer” to 
“Famciclovir 8, N2-dimer”, to be consistent with the IUPAC chemical name. 
Response: Comment incorporated.  
Comment Summary #2: The commenter requested including sample solution stability 
information under Assay.  
Response: Comment not incorporated. The proposal as written is consistent with the 
validation data. 
Comment Summary #3: The commenter indicated that the Sample solution 
concentration of 30 mg/mL in the test for Organic impurities Procedure 3 may cause 
carryover peak in the subsequent run. 
Response: Comment not incorporated. The test for Organic impurities Procedure 3 is a 
limit test for individual specified impurities and the carryover of the famciclovir peak is 
not relevant for the analysis. 
Expert Committee initiated Change #1: The calculation in the test for Famciclovir 
Related Compound E and Famciclovir Related Compound F was revised to determine 
the result in ppm rather than as a percentage, to be consistent with the Acceptance 
criteria 
 
No comments received for the following, when they were proposed in 
Pharmacopeial Forum: 

High Frutctose Corn Syrup 

Escitalopram Oxalate 

Tamsulosin Hydrochloride Capsules 

 


