ASEAN GUIDELINE FOR VALIDATION OF ANALYTICAL PROCEDURES 

Q&A on Analytical Validation
Vietnam’s question on analytical validation raised on the ASEAN Guideline for Validation of Analytical Procedures.

Item 2. Types of Analytical Procedures to be Validated:
Q1 : When there is changes in the technical parameters (such as 

drying temperature, order of compounding components in   formula) in the manufacturing procedures, do the analytical method need to be revalidated?

A1 : This question is more related to the process validation. One should verify that changes in the technical parameters in the manufacturing procedures have no effect on the product properties, therefore revalidation of analytical procedures is not necessary.
Item 3. Analytical Performance Characteristics:
Q1 : The method of determination of an amount of dissolved active ingredients and the method of determination of active ingredients in preparations (assay) in order to determine precision of the method, how much percent for rate of recovery should be accepted?

A1 : Percent recovery depends on concentration of the analyte in the sample. For example, if concentration of the analyte is in the range of 10-100 %, the recovery should be within the range of 98-102%.
Q2 : Do the method used to determine an amount of dissolved active ingredients need to be as accurate as the method used to determine an amount of active ingredients in preparations?
A2 : Yes, if it is the same analytical technique.

Item 3.5. Precision:
Q1 : When evaluating precision of a method is performed, is it necessary to perform simultaneously Repeatability and Intermediate precision? Is it possible to perform only Repeatability?
A1 : Yes, it is necessary to perform both repeatability and intermediate precision for evaluating the precision of the method. Repeatability expresses the precision under the same operating conditions over a short interval of time, while intermediate precision expresses within-laboratories variations (different days, different analysts, different equipments, etc.).
INDONESIAN INPUT on ANALYTICAL VALIDATION Q&A

	QUESTIONS
	PROPOSED ANSWER
	NOTES
	COMMENTS

	Change of drug manufacturing process.

In addition of drug manufacturing process, kindly clarify the need of analytical method re-validation if there is a difference in manufacturing method, step of mixing process, solvent used in manufacturing process, duration or drying temperature of granulation.


	Change of the manufacturing process which not affect product specification, the analytical method validation is still the same. For confirmation, accuracy test may be performed on the new product. But if the changes affect the product specification by adding new parameter, analytical method revalidation for new parameter should be conducted. The degree of revalidation required depends on the nature of the changes. 
	Re-validation of the analytical method is not required
	

	Reformulation of excipient

In addition of excipients reformulation, kindly clarify the need of analytical method re-validation, if there is an addition or reduction of excipients type.


	Only verification is needed for excipients reformulation, since LOQ and LOD is already based on the result of raw material testing.
	Verification of the analytical method is required.
	

	If there are several validation criteria that do not meet the requirements, should the re-validation be conducted for those criteria only or for all criteria of validation?
	Re-validation should be performed on all parameters if there are several validation criteria that do not meet the requirements.
	
	


