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SUMMARY 
Setkina Sviatlana Borisovna 

Algorithm of evaluation of the impact of biopharmaceutical factors on the effective-
ness and safety parameters of drugs belong to II class  

of biopharmaceutical classification system 
 

Keywords: biopharmaceutical classification system, clopidogrel, comparative 
dissolution testing, biopharmaceutical factors, bioavailability. 

Object of research: generic products, results of comparative dissolution test-
ing, results of aggregometry.  

Purpose: development of the complex and scientifically justified approach of 
evaluation of impact of critical biopharmaceutical factors of the effectiveness and 
safety parameters of medicinal products.  

Methods and equipment: pharmaceutical, technological, chemical and phar-
macodynamics methods of research were used.  

Results and novelty: by the results of research has been demonstrated the im-
pact of biopharmaceutical factors on effectiveness/safety profile of drugs belong to II 
BCS class and in vitro-in vivo correlation has been evaluated. Implementation of dif-
ferentiated approach to DT specification based on BCS, physical, chemical and 
pharmacokinetic properties of drugs is proposed. Discriminatory conditions of DT 
specification for drugs of II BCS class is proposed for revealing of significant devia-
tion of biopharmaceutical properties. Algorithms of evaluation of the impact of bio-
pharmaceutical factors on effectiveness and safety parameters of drugs belong to II 
class of BCS for implementation in regulatory practice and within pharmaceutical 
development of generic products are developed at first.  

Recommendation for use: results of work could be used in regulatory phar-
macovigilance practice and within pharmaceutical development of generic products 
and currently implemented in standard operational procedures in pharmaceutical in-
dustry and regulatory practice. 

Field of application: pharmaceutical industry and pharmacovigilance regula-
tory activity. 
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