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Topic 9. Quality assurance system of medicinal products and medical 
devices. Legal responsibility for falsification of medicinal products and 
circulation of falsified medicinal products. 
 
 

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 urgency of studying this topic is due to the need for a 
comprehensive coverage of the theoretical, legal and practical problems of 
defining the system of ensuring the quality of medicinal products. It is also 
appropriate and timely to determine the features of state quality control of 
medicinal products and medical products, their importation into the territory of 
Ukraine. Important from the point of view of knowledge of the regulatory and 
legal framework within the scope of the subject of practical training is paying 
attention to the issue of the manufacture of medicinal products within 
pharmacies, as well as the regulatory and legal regulation of the disposal and 
destruction of low-quality medicinal products. 
 
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. System of state quality control of medicines and medical products in Ukraine. 
2. Regulatory and legal provision of proper conditions for storage and 
transportation of medicinal products. Provision of series of medicinal products 
and batches of parapharmaceutical products with documents confirming their 
quality. Incoming quality control of medicinal products. 
3. System of effective withdrawal of medicines from wholesale and retail trade. 
Procedure for placing medicines in the quarantine zone. 
4. State system of collection, scientific assessment and control of information 
on side effects of medicinal products. 
5. Legislative prerequisites for the manufacture of medicinal products in 
pharmacies. 
6. Normative and legal regulation of utilization and destruction of low-quality 
medicinal products. Special requirements for disposal of medicinal products. 
 
 


