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Summary: The article is devoted to the implementation the experience of the pharmaceutical sector 

of the EU countries.  The strategy of reforms of the pharmaceutical sector of the EU countries are 

being analyzed.  Authors give their view to solving the problems, among them is the the 

development of a strategy to ensure the quality of training of masters of pharmacy in university 

education. 
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Introduction. New challenges and demands of the European labor market 

determine the improvement of the system of professional training of masters of 

pharmacy in university education. 

The integrated implementation of ISO international standards and the 

Guidelines of Good Practices in Pharmacy requires international cooperation of the 
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State System for Quality Assurance of Medicines and international (WHO, FDA) and 

European organizations (EMA) in matters of quality management, pharmaceutical 

development to ensure the quality of production, quality control of medicines [1-3]. 

The purpose of the study: to determine the conceptual foundations, normative 

and regulatory framework of the implementation of the European experience of 

managing the pharmaceutical sector of the EU health care industry in university 

education. 

Research methods: comparative analysis of the legislative and regulatory 

framework, scientific sources, systematization of research in the pharmaceutical 

sector of EU countries and university education. 

Research results and their discussion. 

In order to harmonize the legislative and regulatory framework of the EU to 

ensure the quality of medical care for the population in Ukraine, it is necessary to: 

− implementation of the Complex of good practices in pharmacy; 

− attestation and independent audit of the conditions of drug development 

and production; 

− licensing of all types of pharmaceutical activity; 

− state registration of drugs; 

− harmonized functioning of the State System of Quality Control of Medicinal 

Products. 

The implementation of the basic modern concepts of the functioning of the 

State system of quality control of medicinal products in the conditions of European 

integration includes: quality management is the basis of the modern Concept of 

product quality assurance with the implementation of international standardization 

ISO 9001; a technological concept based on forecasting the quality of products 

based on the application of a complex of good practices in pharmacy: GLP, GCP, 

GMP, GDP, GPP, GSP, the "6 Sigma" system [4; 5], which determines the professional 

development of specialists in the pharmaceutical sector from university education 

throughout professional activity. 

The main direction of the implementation of the experience of university 

pharmaceutical education in the countries of Central and Eastern Europe is to 

ensure the quality of the educational process of master's training in Ukraine, the 

implementation of a quality assurance system in higher education institutions. 

The system of ensuring the quality of masters of pharmacy is based on the 

following principles: compliance with European and national quality standards of 

higher education; maximum satisfaction of society's requests and expectations 

regarding the professional training of masters of pharmacy in higher education 

institutions; the development of university autonomy, which is responsible for 

ensuring the quality of educational activities and the quality of higher education; 

democratic principles of leadership and personal responsibility of managers of 

educational processes; openness of information at all stages of ensuring the quality 

of the educational process; transparency and logic of decision-making processes; 

academic integrity and scientific ethics; an integrated combination of system and 

process approaches to the processes of educational activity and higher education; 

professional development and competence of employees; constant monitoring and 

improvement of the quality of educational activities and the quality of higher 

education; student-centered training based on a competency approach; 
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involvement of higher education seekers, employers and other interested parties in 

the process of quality assurance and implementation of aspects of dual education 

in the practical training of masters of pharmacy. 

In turn, ensuring the quality of training of masters of pharmacy in university 

education requires the introduction of a number of measures: development of a 

strategy for ensuring the quality of educational activities and higher education; 

designing the organization of the educational activity quality assurance system; 

revision and modernization of educational programs with a certain periodicity and 

constant monitoring; formation of a system of responsibility of all structural divisions 

and employees for quality assurance; involvement of master's level applicants in 

quality assurance; independent evaluation of higher education applicants, scientific 

and pedagogical workers and pedagogical workers and regular publication of the 

results of such evaluations; ensuring professional development of pedagogical, 

scientific and scientific-pedagogical workers; ensuring the availability of the 

necessary resources for the organization of the educational process in accordance 

with the educational program; ensuring the availability of information systems for 

effective management of the educational process; ensuring publicity of information 

about educational programs; implementation of policy in the field of quality, its 

monitoring of the educational process. 

Conclusions. It is promising to implement the experience of the 

pharmaceutical sector of the EU countries, namely: the introduction of a self-

regulation system that allows relevant organizations to take an active part in the 

development and implementation of important regulatory and legal documents, to 

increase the level of pharmaceutical care in accordance with the needs of the 

population and to protect the interests of pharmaceutical industry specialists. 

The strategy of reforms of the pharmaceutical sector of the EU countries is 

aimed at the maximum satisfaction of patients' needs for quality medicines and 

safety of use, promotion of availability of medicines and responsible use of 

medicines in view of cost and efficiency and introduction of a system for ensuring 

the quality of pharmaceutical care. 

Therefore, the main strategic orientation is the development of a strategy to 

ensure the quality of training of masters of pharmacy in university education. 
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Медикаментозне ураження печінки є частим диференціальним діагнозом 

у пацієнтів з гострим ураженням печінки без явної етіології. Гепатотоксичність 

частіше виявляють під час постмаркетингових досліджень або навіть набагато 

пізніше [1–3]. Понад 1200 препаратів зареєстровані як потенційні 

гепатотоксичні. Медикаментозний гепатит є основною причиною печінкової 

недостатності, зокрема при передозуванні парацетамолу (близько 50%). 

Нестероїдні протизапальні засоби (НПЗЗ) є широко використовуваними 

лікарськими засобами для лікування болю та запалення – щорічно їх застосовує 

понад 300 мільйонів чоловік. Відомо, застосуванню НПЗЗ нерідко 

перешкоджають їх недостатня ефективність та ціла низка серйозних побічних 

ефектів – гастро-, нефро- та гепатотоксичність [4–5]. 

Пошкодження печінки, пов’язані з прийомом нестероїдних 

протизапальних засобів (НПЗЗ), є ідіосинкразичними реакціями та можуть 

проявлятися гепатоцелюлярними або холестатичними формами, а їх тяжкість 

може коливатися від безсимптомного підвищення печінкових тестів до 

блискавичного некрозу печінки, що призводить до смерті або потреби в 

трансплантації [6–8]. 

Деякі НПЗЗ можуть взаємодіяти з печінковими ферментами та спричиняти 

утворення вільних радикалів, таких як пероксиди та гідроксильні радикали. Це 

сприяє окислювальному стресу в клітинах печінки, що може призвести до 

пошкоджень. Крім того НПЗЗ можуть впливати на структуру та функцію 

мембрани клітин печінки, зокрема, збільшувати її проникність, що може 

сприяти витоку печінкових ензимів у кров та запуску імунної відповіді. 
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