
Volume 5, Issue 6(Suppl)J Pharm Drug Deliv Res 2016

ISSN: 2325-9604 JPDDR, an open access journal
Drug Formulation 2016

September 05-06, 2016

Page 36

Notes:

conferenceseries.com

Drug Formulation &
Bioavailability Congress

September 05-07, 2016   Beijing, China

Bioanalytical method development and its validation are significant in conducting bioequivalence study

The main challenge in conducting bioequivalence study, in this case bioanalytical method development, is the determination 
of analyte or metabolite in biological matrices primarily plasma, serum, and urine. It is performed due to the low drug 

level in biological matrices so that it requires sensitive, selective & accurate method. Development of bioanalytical method is 
a well-planned process in finding new method or modifying and improving the performance of on-going method, so that it 
is in accordance with its goal. After obtaining the optimum bioanalytical method, the next step is performing the validation 
method. The main objective of method validation is to demonstrate the reliability of a particular method for the determination 
of an analyte concentration in a specific biological matrices. The main characteristics of a bioanalytical method are essential to 
ensure the acceptability of the performance and the reliability of analytical results. The parameters are: selectivity, lower limit 
of quantification (sensitivity), accuracy, precision, carry over, linearity, matrix effects, stability of the analyte(s) in the biological 
matrices and stability of the analyte and internal standard in the stock  solutions and in extracts under the entire period of 
storage and processing conditions. Once a valid method is acquired then it can be applied in bioequivalence study.

Keywords: Bioequivalence study; bioanalytical method validation; analyte, metabolite, biological matrices

Biography
Yahdiana harahap completed her PhD from Pharmacy Department, Faculty of Mathematics and Natural Science, Institute Technology Bandung, Indonesia. She 
is now the Head of Biavailability and Bioequivalence laboratory Faculty of Pharmacy, Universitas Indonesia. Prior to this position, she was the Dean of Faculty of 
Pharmacy, Universitas Indonesia. She has published more than 40 papers published in both International and National Journals. She has been an invited speaker 
in many international conferences, especially in the field of BA/BE and Bioanalysis technique. She currently serves as an expert at Indonesia National Agency of 
Drug and Food Control, spesifically in BA/BE evaluation.

yahdiana03@yahoo.com

Yahdiana Harahap
Universitas Indonesia, Indonesia

Yahdiana Harahap, J Pharm Drug Deliv Res 2016, 5:6(Suppl)
http://dx.doi.org/10.4172/2325-9604.C1.013




