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Introduction. The main direction of state policy in the pharmaceutical sector in Ukraine is to 

provide the population with quality, safe and effective drugs. Improving the level of quality of 

medicines and pharmaceutical services during their distribution is carried out by implementing an 

effective quality system in the activities of wholesale pharmaceutical companies in accordance with 

international and domestic quality standards. 

The strategy of quality assurance of drugs in the process of their circulation actualizes the 

definition of standard approaches to the construction of the most rational structure of quality 

assurance for wholesale pharmaceutical companies. Therefore, the purpose of the study is to 

substantiate the theoretical foundations and practical approaches to the development and 

implementation of quality assurance in the activities of wholesale pharmaceutical companies.  

Materials and methods of research. Domestic and foreign scientific publications, regulatory 

framework of Ukraine, analytical review, statistical, systematic, comparative analysis, expert 

evaluation. 

Results. Medicines may become of poor quality because they degrade due to inappropriate 

storage and transport conditions along the supply chain: the inappropriate exposure to oxygen, 

moisture, heat and strong light may cause or accelerate the decomposition of the active or non-

active ingredients and the formation of degradation products. To prevent such phenomena, all 

wholesale pharmaceutical companies along the supply chain should implement the Good 

Distribution Practices (GDP) as part of their quality system. Conversely, lack of stringent regulatory 

supervision will result in poor storage and distribution standards, triggering the presence of 

degraded medicines at the level of the concerned distributor, and downstream along the supply 

chain. 

 The quality of medicinal products can be affected by lack of adequate control over numerous 

activities which occur during the distribution process. In order to maintain the original quality of 

medicinal products, every activity involved in their distribution should be carried out according to 

the principles of Good Manufacturing Practice, Good Storage Practice and GDP. GDP is applied to 

ensure that the high level of product quality achieved by observing the GMP is maintained through 

the distribution network. The quality system is an appropriate infrastructure encompassing the 

organizational structure, procedures, processes and resources, and systematic actions necessary to 

ensure adequate confidence that a product and documentation will satisfy given requirements for 

quality. Within every organization, quality assurance serves as a management tool. This 

infrastructure is the sum of all that is necessary to implement an organisation’s quality policy and 

meet quality objectives. It includes organisation structure, responsibilities, procedures, systems, 

processes and resources. Typically, these features are addressed in different kinds of documents 

such as the quality manual and documented procedures.  
Analysis of domestic and foreign literature on modern theories of quality management of 

products and services, as well as management practice show that the most effective for domestic 

wholesale pharmaceutical companies today is to build quality assurance based on the ISO 9000 

series of standards while implementing the requirements of GDP. The basis of such quality 

assurance is the process structure of all activities of the company, which affect the provision of 

appropriate quality of drugs and pharmaceutical services. At the same time, the quality assurance 

according to the model of ISO 9000 series standards should be a methodological basis in which the 
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requirements of an industry nature are built in, first of all the rules of GDP and requirements of 

Quality management systems [1,2].  

Thus, the proposed organizational model of drug quality management in the process of their 

circulation focuses on the regulation of all processes that determine the quality of drugs and 

pharmaceutical services, as well as allows to achieve the objectives in the field of quality. 

 

References 

1. Guidelines ST-N MOZU 42-5.0: 2014 "Medicines. Good distribution practice". URL: 

https://www.dls.gov.ua/wpcontent/uploads/2019/06/%D0%9D%D0%B0%D0%BB%D0%B5%D0

%B6%D0%BD%D0%B0%D0%BF%D1%80%D0%B0%D0%BA%D1%82%D0%B8%D0%BA%

D0%B0%D0%B4%D0%B8%D1%81%D1%82%D1%80%D0%B8%D0%B1%D1%83%D1%86%

D1%96%D1%97.pdf 

2. Quality management systems. Requirements. (ISO 9001: 2001, IDT) // K.: Gosstandart 

Ukrainy, 2001. URL : http://www.gerelo.dp.ua/index/info_dstu_iso_9001-2009.html 

 

 

https://www.dls.gov.ua/wp

