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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: understanding the educational mechanisms of state regulation of 
pharmaceutical activity is definitely important and relevant for students. 
Clarifying the specifics of the mechanism of state registration of medicinal 
products and admission of new medicinal products to circulation in Ukraine is a 
basic element in the pharmaceutical education system. To obtain this education, 
it is necessary to clarify the peculiarities of the work of the State Register of 
Medicinal Products and the state regulation of the quality of medicinal products. 
This is impossible without understanding and having general ideas about 
intellectual property law: objects of intellectual property (marks for goods and 
services, patented inventions, industrial designs, objects of copyright, 
undisclosed information) and subjects of the creation of a medicinal product. 
 
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. Registration of medicinal products as a mechanism for admission to use in 
Ukraine. 
2. Procedure for state registration (re-registration) of medicinal products and 
fees for their registration (re-registration). 
3. The procedure for conducting an examination of a medicinal product 
submitted for state registration or re-registration. 
4. Entering (removing) information from the State Register of Medicinal 
Products. 
5. State registration of parapharmaceutical products. 
6. Objects of intellectual property law: marks for goods and services, patented 
inventions, industrial designs, objects of copyright, undisclosed information. 
7. Term of validity of a patent for an invention, extension of the term of validity 
of a patent, instructions for registration. Packaging or external form of 
medicinal products as objects of the right to industrial designs. 
 
 


