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APRESENTACAO

Em ciéncias da saude destacam-se as areas de Farmacia e Biomedicina.
Desta forma, torna-se imprescindivel o conhecimento acerca de analise clinicas e
biotecnologia de farmacos.

A Coletanea Nacional “A Biomedicina e Farmacia Aproximagdes” € um e-book
composto por 21 artigos cientificos que abordam assuntos atuais, como a analise de
produtos naturais, biotecnologia de farmacos, processos de isolamento, purificacdo
caracterizacao de elementos biotecnoldgicos de fontes naturais, avalicdo da utilizagao
de novas tecnologias para fins farmacéuticos, avancos em analises clinicas, entre
outros.

Mediante a importancia, necessidade de atualizacéo e de acesso a informacgodes
de qualidade, os artigos elencados neste e-book contribuirdo efetivamente para
disseminagdo do conhecimento a respeito das diversas areas da farmacia e da
biomedicina, proporcionando uma visao ampla sobre esta area de conhecimento.

Desejo a todos uma excelente leitura!

Prof. MSc. Fabricio Loreni da Silva Cerutti
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Post-Graduation program in Pharmaceutical
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INTRODUCTION

Dapagliflozin (DAPA) is a highly potent,
selective and reversible inhibitor of sodium-
glucose cotransporter 2 (SGLT2). Its commercial
formula, Farxiga® was approved by the FDA
in January 2014 and by ANVISA in July 2013.
So far, there is no published stability indicating
HPLC method for DAPA.

METHODS

The chromatographic conditions were as
follows: Synergi Fusion C,, column (150 x 4.6
mm) maintained at 30 °C, injection volume of 20
L, flow rate of 1.0 mL/min, running time of 10
min, mobile phase composed of acetonitrile and
water acidified with 0.1% formic acid (42:58,
v/v) and detection at 245 nm. Reference sample
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solution was submitted to forced degradation in
acid media, basic, oxidative, heat, and photolytic.

RESULTS AND DISCUSSION

Degradation products and significant
reduction of active area could be observed after
exposure to UV light and daylight. The excipients
did not show any interference in the analysis.
The developed method was linear in the range
of 1 to 100 pg/mL (r>=0.9997). In repeatability
and between-analysts precision studies, DAPA
showed RSD values lower than 5%. The method
demonstrated to be accurate within the range
of interest, showing a mean recovery of 81.66,
100.47 and 119.35%. The limit of detection
and quantitation were 0.09 and 0.28 pg/mL,
respectively. The method was robust across the
randomized variations (p>0.05). The analysis of
tablets containing 5 and 10 mg of DAPA resulted
in an assay of 99.47 and 101.33%, respectively.

CONCLUSIONS

Stress studies revealed that drug was
most susceptible to photolytic degradation,
revealing new degradation products, whose
analysis is underway to their identification.
The methodology was validated, and was
successfully applied for the quantitative analysis
of dapagliflozin in pharmaceutical formulations.
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