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Competences: ability to use knowledge of regulatory and legislative acts of 
Ukraine and recommendations of proper pharmaceutical practices in 
professional activities. 
Purpose: the relevance of studying this topic is due to the need for 
comprehensive coverage of issues related to providing the population with 
medical immunobiological drugs and medical products. It is also appropriate 
and timely to determine the features of the mechanism of state registration of 
medical immunobiological preparations and medical devices. The relevance is 
also due to the need for future specialists in the field of pharmaceutical activity 
to have material on the legal prerequisites for the use of medical 
immunobiological drugs for active immunization in the territory of Ukraine. 
 
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. Normative and legal acts on providing the population with medical 
immunobiological preparations. 
2. Medico-pharmaceutical, legal and socio-economic aspects of interpretation of 
the concept of immunobiological drugs - conceptual and terminological 
apparatus. 
3. Legally defined conditions for the use of medical immunobiological drugs in 
medical practice and diagnostics. 
4. Compliance of medical immunobiological preparations with the requirements 
of state and international standards. 
5. Legislative prerequisites for the use of medical immunobiological drugs for 
active immunization on the territory of Ukraine: generally accepted indicators 
of the quality of vaccines and toxoids, determined by the Ministry of Health of 
Ukraine. 
6. State registration (re-registration) of medical immunobiological drugs in 
Ukraine. 
7. The procedure for state control over the quality of medical immunobiological 
preparations. 
8. Normative legal acts regulating the circulation of medical products. 
Conceptual and terminological apparatus: medical products, medical products, 
medical equipment. 
9. Procedure for state registration of medical equipment and medical devices. 
10. State register of medical equipment and medical products. 
 
 
 
 
 
 
 
 
 
 


