
thoroughly characterized to ascertain their identity, strength, quality, and purity. 
esting requirements for the reference standards are more 

to bulk drug substance. The purity correction factors for non 
be included in any method calculations. 

antitation of actives in chroma 

1. The sample and the standard should be repared in the mobile phas 
ssible,  then the level  of organic solvent  used in the 
e and the standard must be lower than  that pr 

mobile phase. 
. The sample and standard concentrations should be close to each other. 

. Filtration removes particulate matter that may  clog the column, 
3. preparations often require filtration prior to injection onto the 

wever, analyte adsorption on the filter 
tant for low-level impurities 

conclusion, method validation is a dynamic process and should not be con- 
a one-time situation. The design and validation of the method s~ould  be 

that they ensure its ruggedness or robustness throughout the life of the 
accuracy of the data is  affected by variations in the manufacturing 

preparation of samples in the laboratory, and the instrument 
a well-designed validation and tight chromatographic system 
the reliability of the data can be significantly  improved. ~ariations, except from 
the drug product manufacturing process, can and should be  minimize 
reliable validated methods will generate data  that is trustwQrthy. 
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