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Type of lecture: traditional.

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.

Lecture equipment: personal computer.

Tasks of the lecture:

1. Familiarize yourself with the essence of the mechanism of ensuring the quality
of medicinal products, state quality control of medicinal products, legal aspects of
the activities of authorized persons, regulatory and legal provisions regarding the
proper conditions of transportation and storage of medicinal products, initial
quality control.

2. Know and learn: the system of ensuring the quality of medicinal products, the
system of effective withdrawal of medicinal products from wholesale and retail
trade, the procedure for placing medicinal products in the quarantine zone.

3. Master the skills: differentiating the features of import/export of medicines and
medical products; to be able to apply theoretical knowledge in practice in the
implementation of state quality control of medicinal products.

Lecture plan:

1) Type of
lecture.

2) Means of
student

Ne The main stages of the lecture and their content activation. Time

3)
Methodological
support
materials.

2 3 4

1) Preparatory stage

Determination of relevance of the topic, educational Thematic
goals of the lecture and motivation (I, 11, III, IV) lecture.




2) The main stage

Plan
1. General characteristics of the system of state
quality control of medicines and medical products in

Ukraine. Questions,
2. Peculiarities of the state system of collection, problematic 70
scientific assessment and control of information on situations.
side effects of medicinal products.
3. Normative and legal regulation of utilization and
destruction of low-quality medicinal products.
3) The final stage
Summary of the lecture, general conclusions. Educational
Answers to possible questions. literature, 15
Tasks for self-training of students. tasks, questions
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shcho zahrozhuyut’ okhoroni zdorov”ya: Rada Yevropy; Konventsiya vid
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vid 07.12.1984 r. No 8073—X (iz zminamy) // Vidomosti Verkhovnoyi Rady
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(iz zminamy) // Vidomosti Verkhovnoyi Rady URSR. — 1991. — Ne 30. — St. 379.
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sost. V.A. Usenko, L.A. Spasokukotskyy. — K.: Moryon LTD, 1998. — 384 s.


http://zakon2.rada.gov.ua/laws/show/467/2011
http://zakon4.rada.gov.ua/laws/show/n0004525-12
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5. Farmatsevtychne zakonodavstvo Ukrayiny: Zbirnyk normatyvno-pravovykh
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medychnoho ta farmatsevtychnoho obsluhovuvannya / V. M. Pashkov //
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Questions for student self-preparation for the lecture:

1. How is the quality control of medicines and medical products ensured in
Ukraine?

2. What are the proper conditions for storage and transportation of medicinal
products in Ukraine?

3. What documents confirm a series of medicinal products and a batch of
parapharmaceutical products?

4. What is incoming quality control of medicinal products?

5. In what cases is it possible to stop production, trade or withdrawal from
circulation of medicinal products?

6. Is it permissible to withdraw medicines from wholesale and retail trade? If so,
in what cases?

7. What is the procedure for placing medicines in the quarantine zone?



8. What is the state system of collection, scientific assessment and control of
information on adverse drug reactions?

9. Are there any legal prerequisites for the manufacture of medicinal products in
pharmacies?

10. In what cases is it allowed to dispose of or destroy medicinal products?

11. What are the main requirements for disposal of medicinal products?

Questions for preparation for Final Control, which are revealed by the
lecture material

1. What are the proper conditions for storage and transportation of medicinal
products in Ukraine?

2. What documents confirm a series of medicinal products and a batch of
parapharmaceutical products?

3. What is incoming quality control of medicinal products?

4. In what cases is it possible to stop production, trade or withdrawal from
circulation of medicinal products?

5. In what cases is it permissible to withdraw medicines from the wholesale
trade?

6. Is it permissible to withdraw medicines from the retail trade?

7. What is the procedure for placing medicines in the quarantine zone?

8. Are there any legal prerequisites for the manufacture of medicinal products in
pharmacies?

9. In what cases is it allowed to dispose of or destroy medicinal products?
10. What are the main requirements for disposal of medicinal products?



