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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 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
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lyudyny».
2. Yevropeys'ka sotsial'na khartiya: Rada Yevropy; Khartiya vid 18.10.1961
r. Ne ETS No 35. — [Elektronnyy resurs]. — Rezhym dostupu:
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4. Konstytutsiya Ukrayiny vid 28.06.1996 r. // Vidomosti Verkhovnoyi Rady
Ukrayiny — 1996. — Ne 30. — St. 141.
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131.
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Ne 32. - St. 314.
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Vidomosti Verkhovnoyi Rady Ukrayiny. — 1994. — Ne 27. — St. 218.
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17. Pro litsenzuvannya pevnykh vydiv hospodars’koyi diyalnosti: Zakon
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Ukrayiny. —2000. — Ne 36. — St. 299.
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Verkhovnoyi Rady Ukrayiny. — 2007. — Ne 10. — St. &9.

19. Pro polozhennya pro Ministerstvo okhorony zdorov”ya Ukrayiny: Ukaz
Prezydenta Ukrayiny vid 13.04.2011 r. Ne 467/2011. — [Elektronnyy resurs]. —
Rezhym dostupu: http://zakon2.rada.gov.ua/laws/show/467/2011.
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Vinnyts'kiy, Dnipropetrovs'kiy, Donets'kiy oblastyakh ta misti Kyyevi: Zakon
Ukrayiny vid 07.07.2011 r. Ne 3612-VI (iz zminamy) // Vidomosti Verkhovnoyi
Rady Ukrayiny. —2012. — Ne 12—-13. — St. 81.

21. Pro ratyfikatsiyu Yevropeys'koyi sotsial'noyi khartiyi (perehlyanutoyi):
Zakon Ukrayiny vid 14.09.2006 r. Ne 137-V // Vidomosti Verkhovnoyi Rady
Ukrayiny. —2006. — Ne 43. — St. 418.
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Ukrayiny vid 07.06.2012 r. Ne 4908—V1// Vidomosti Verkhovnoyi Rady. —2013.
—Ne 17. — St. 160.

23. Pro Rekomendatsiyi parlament-s’kykh slukhan’ na temu: «Prosuchasnyy stan
ta perspektyvy rozvytku farmatsevtychnoyi haluzi Ukrayiny»: Postanova
Verkhovnoyi Rady Ukrayiny vid 06.10.2011 r. Ne 3901-VI // Vidomosti
Verkhovnoyi Rady Ukrayiny. — 2012, — Ne 21. — St. 205.

24. Pro rishennya Rady natsional'noyi bezpeky i1 oborony Ukrayiny vid 25
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25. Tsyvil'nyy kodeks Ukrayiny: Kodeks Ukrayiny vid 16.01.2003 r. Ne 435-1V
(iz zminamy) // Vidomosti Verkhovnoyi Rady Ukrayiny. — 2003. — No Ne 40—44.
— St. 356.
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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.



