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Topic 8. Legislative foundations of state supervision (control) in the 
field of pharmaceutical activity. 
 
 

The methodical development was made by A.B. Berzina, associate 
professor of the Department of Forensic Medicine and Medical Law of 
Bogomolets National Medical University, candidate of legal sciences, associate 
professor. 



Competences: ability to use knowledge of regulatory and legislative acts of 
Ukraine and recommendations of proper pharmaceutical practices in 
professional activities. 
Purpose: the professional activity of a pharmacist must be carried out under 
conditions of transparency and openness, because the life and health of a person 
may depend on it. Therefore, it is relevant to determine at the state level 
measures of state supervision (control) in the sphere of circulation of medicines 
and medical devices. In case of non-compliance with the legislation, such 
persons may be subject to administrative, criminal or civil liability. 
 
Equipment: personal computer 
 

Lesson plan and organizational structure 
 

Organizational structure of the lesson 

№ 
 

The main stages of 
the lesson, their content 

Control 
and training 

methods 

Methodolo
gical support 

materials 
Time 

1 Determination of the 
basic level of students 

Teacher 
control Test tasks 30 

2 

Individual student`s 
work of students when 

solving situational 
problems 

Oral 
survey 

Teacher's 
question  30 

4 
Correction of 

knowledge, skills and 
abilities by the teacher 

Discussio
n  

Teacher's 
question. 

Situational 
tasks. 

20 

6 Summary of the 
lesson  Teacher's 

conclusions 10 

Total 90 minutes (2 academic hours) 
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Questions for student self-preparation for practical training: 

 
1. Legislative principles of state supervision (control) in the field of economic 
activity. State policy on combating the circulation of unregistered, falsified, 
substandard medicinal products. 
2. Measures of state supervision (control) in the sphere of circulation of 
medicines and medical devices. 
3. Grounds for conducting inspections of business entities regarding the quality 
assurance of medicinal products. Administrative documents based on the results 
of inspections: prescriptions and orders. 
4. Rights and obligations of a business entity during state supervision. 
5. Regulation of the procedure for the selection of samples of medicinal 
products for state control and quality. Terms of laboratory analysis and drawing 
up a conclusion on quality. 
6. Requirements for the procedure for monitoring compliance with licensing 
conditions for conducting activities and wholesale trade in medicinal products. 
7. Administrative responsibility for violations of legislation in the sphere of 
circulation of medicines and medical products. 
8. Criminal liability for violation of legislation in the field of circulation of 
medicinal products. International cooperation in the field of combating the 
distribution of falsified medicinal products. 
9. The mechanism of interaction of territorial divisions of the State Service of 
Medicinal Products with law enforcement bodies and other bodies of the 
executive power. 
 
 
 
 
 
 
 


