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 Technical Notes Purification of 2,4 Dichlorobenzoic Acid Christopher P. Ley and Matthew H. Yates* Chemical Product Research and DeVelopment, Eli Lilly and Company, Lilly Corporate Center, Indianapolis, Indiana 46285-4813, U.S.A.
 
 Abstract: A practical and efficient method to purify 2,4-dichlorobenzoic acid is described. The formation of an r-methylbenzylamine salt reduces the levels of positional isomer impurities to 2 g/day
 
 0.03%
 
 0.10% or 1.0 mg per day intake (whichever is lower) 0.05%
 
 0.15% or 1.0 mg per day (whichever is lower) 0.05%
 
 a
 
 Introduction One of the basic goals of process development is to understand the impurity profile of the drug substance, including the origin of the impurities, and then demonstrate their control throughout the process. The ICH guidelines1 for impurities are described in Table 1. These values have been established to limit exposure of unqualified impurities to 0.05%. Furthermore, the globalization of commodity chemicals makes it unlikely that the same sources of raw materials will be used or even available for future material needs. Since the quantity of DCBA needed for the pharmaceutical market is low, we had minimal success influencing vendors to produce material of exceptionally high quality. Qualification of the potential impurities is an option, but we prefer to develop a control strategy that limits the introduction of impurities and minimizes patient exposure. To this end we sought to develop a process that could purify commercial grade DCBA of all positional isomers to














Copyright © 2024 DATAPDF.COM. All rights reserved.

About Us |
Privacy Policy |
Terms of Service |
Copyright |
Contact Us










×
Sign In






Email




Password







 Remember me

Forgot password?




Sign In




 Login with Facebook
















