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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: professional activity by a pharmacist must be carried out under 
conditions of transparency and openness, because the life and health of a person 
may depend on it. Therefore, it is relevant to determine at the state level measures 
of state supervision (control) in the sphere of circulation of medicines and 
medical devices. In case of non-compliance with the legislation, such persons 
may be subject to administrative, criminal or civil liability. 
 
Lecture equipment: personal computer. 
 
Tasks of the lecture: 
1. Get acquainted with the main grounds of legal responsibility, the concept of 
legal responsibility and its types; general issues of legal responsibility of 
pharmaceutical workers; measures of state supervision (control) in the sphere of 
circulation of medicines and medical devices. 
2. Know and learn: the grounds for conducting inspections of business entities to 
ensure the quality of medicinal products; the concept of legal responsibility of 
pharmaceutical workers, types and grounds of legal responsibility; the basics of 
state policy to combat the circulation of unregistered, falsified, substandard 
medicinal products.  
3. Master the skills: use of the rights and fulfillment of the obligations of economic 
entities during the implementation of state supervision in the sphere of circulation 
of medicines and medical devices; differentiation of illegal actions of 
pharmaceutical workers by degree of severity and establishing the type of 
responsibility. 
 
Lecture plan: 
 

№ The main stages of the lecture and their content 

1) Type of 
lecture. 
2) Means of 
student 
activation. 

Time 



3) 
Methodological 
support 
materials. 

1 2 3 4 
1)  Preparatory stage 
 Determination of relevance of the topic, educational 

goals of the lecture and motivation (І, ІІ, ІІІ, ІV) 
Thematic 
lecture. 5 

2)  The main stage 
 Plan 

1. Legislative principles of state supervision (control) 
in the field of economic activity. State policy on 
combating the circulation of unregistered, falsified, 
substandard medicinal products. 
2. Measures of state supervision (control) in the 
sphere of circulation of medicines and medical 
devices. 
3. Grounds for conducting inspections of business 
entities regarding the quality assurance of medicinal 
products. Administrative documents based on the 
results of inspections: prescriptions and orders. 
4. Rights and obligations of a business entity during 
state supervision. 
5. Regulation of the procedure for the selection of 
samples of medicinal products for state control and 
quality. Terms of laboratory analysis and drawing up 
a conclusion on quality. 
6. Requirements for the procedure for monitoring 
compliance with licensing conditions for conducting 
activities and wholesale trade in medicinal products. 
7. Administrative responsibility for violations of 
legislation in the sphere of circulation of medicines 
and medical products. 
8. Criminal liability for violation of legislation in the 
field of circulation of medicinal products. 
International cooperation in the field of combating the 
distribution of falsified medicinal products. 
9. The mechanism of interaction of territorial 
divisions of the State Service of Medicinal Products 
with law enforcement bodies and other bodies of the 
executive power. 

Questions, 
problematic 
situations. 

70 

3)  The final stage 



 
Recommended literature 

 
International legal standards 

 
1. Dyrektyva 2001/83/YES Yevropeysʹkoho parlamentu i Rady YES vid 
06.11.2001 r. «Pro zvid zakoniv Spivtovarystva shchodo likarsʹkykh zasobiv dlya 
lyudyny».  
2. Yevropeysʹka sotsialʹna khartiya: Rada Yevropy; Khartiya vid 18.10.1961 
r. № ETS № 35. – [Elektronnyy resurs]. – Rezhym dostupu: 
http://zakon1.rada.gov.ua/laws/show/994_062.  
3. Konventsiya pro zakhyst prav lyudyny i osnovopolozhnykh svobod: Rada 
Yevropy; Konventsiya vid 04.11.1950 r. – [Elektronnyy resurs] – Rezhym 
dostupu: http://zakon4.rada.gov.ua/laws/show/995_004.  
4. Konventsiya pro pidroblennya medychnoyi produktsiyi ta podibni zlochyny, 
shcho zahrozhuyutʹ okhoroni zdorovʺya: Rada Yevropy; Konventsiya vid 
28.10.2011 r. – [Elektronnyy resurs] – Rezhym dostupu: 
http://zakon2.rada.gov.ua/laws/show/994_a91. 
 

National legislation 
 
1. Hospodarsʹkyy kodeks Ukrayiny: Kodeks Ukrayiny vid 16.01.2003 r. № 436-
IV (iz zminamy) // Vidomosti Verkhovnoyi Rady Ukrayiny. – 2003. – № 18, № 
19–20, № 21–22. – St. 144.  
2. Etychnyy kodeks likarya Ukrayiny. – Pryynyatyy ta pidpysanyy 
Vseukrayinsʹkym zʺyizdom likarsʹkykh orhanizatsiy ta X Zʺyizdom 
Vseukrayinsʹkoho likarsʹkoho tovarystva (VULT) vid 27 veresnya 2009 r. – 
[Elektronnyy resurs]. – Rezhym dostupu: http://health-ua.com/pics/pdf/19/30-
31.pdf.  
3. Kodeks Ukrayiny pro administratyvni pravoporushennya: Kodeks Ukrayiny 
vid 07.12.1984 r. № 8073–X (iz zminamy) // Vidomosti Verkhovnoyi Rady 
Ukrayinsʹkoyi RSR. – 1984. – Dodatok do № 51. – St. 1122.  
4. Konstytutsiya Ukrayiny vid 28.06.1996 r. // Vidomosti Verkhovnoyi Rady 
Ukrayiny – 1996. – № 30. – St. 141.  
5. Kryminalʹnyy kodeks Ukrayiny: Kodeks Ukrayiny vid 5 kvitnya 2001 r. (iz 
zminamy) // Vidomosti Verkhovnoyi Rady Ukrayiny. – 2001. – № 25–26. – St. 
131. 
6. Osnovy zakonodavstva Ukrayiny pro okhoronu zdorovʺya: Zakon Ukrayiny 
vid 19.11.1992 r. № 2801–KHII (iz zminamy) // Vidomosti Verkhovnoyi Rady 
Ukrayiny. – 1993. – № 4. – St. 19.  

 Summary of the lecture, general conclusions. 
Answers to possible questions. 
Tasks for self-training of students. 

Educational 
literature, 

tasks, questions 
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7. Pro dostup do publichnoyi informatsiyi: Zakon Ukrayiny vid 13.01.2011 r. 
№2939–VI (iz zminamy) // Vidomosti Verkhovnoyi Rady Ukrayiny. – 2011. – 
№ 32. – St. 314.  
8. Pro zabezpechennya sanitarnoho ta epidemichnoho blahopoluchchya 
naselennya: Zakon Ukrayiny vid 24.02.1994 r. № 4004–XII (iz zminamy) // 
Vidomosti Verkhovnoyi Rady Ukrayiny. – 1994. – № 27. – St. 218.  
9. Pro zatverdzhennya Pereliku likarsʹkykh zasobiv, dozvolenykh do 
zastosuvannya v Ukrayini, yaki vidpuskayutʹsya bez retseptiv z aptek ta yikh 
strukturnykh pidrozdiliv: Nakaz Ministerstva okhorony zdorovʺya Ukrayiny vid 
06.12.2010 r. № 1081. – [Elektronnyy resurs]. – Rezhym dostupu: 
http://zakon4.rada.gov.ua/laws/show/z1316-10.  
10. Pro zatverdzhennya Polozhennya pro Derzhavnu sluzhbu Ukrayiny z 
likarsʹkykh zasobiv: Ukaz Prezydenta Ukrayiny vid 08.04.2011 r. №440/2011 (iz 
zminamy). – [Elektronnyy resurs]. – Rezhym dostupu: 
http://zakon4.rada.gov.ua/laws/show/440/2011.  
11. Pro zatverdzhennya Poryadku provedennya klinichnykh vyprobuvanʹ 
likarsʹkykh zasobiv ta ekspertyzy materialiv klinichnykh vyprobuvanʹ i 
Typovoho polozhennya pro komisiyi z pytanʹ etyky: Nakaz Ministerstva 
okhorony zdorovʺya Ukrayiny vid 23.09.2009 r. № 690 (iz zminamy) // 
Ofitsiynyy visnyk Ukrayiny. – 2009. – № 87. – St. 2948.  
12. Pro zakhyst naselennya vid infektsiynykh khvorob: Zakon Ukrayiny vid 
06.04.2000 r. №1645–III (iz zminamy) // Vidomosti Verkhovnoyi Rady 
Ukrayiny. – 2000. – № 29. – St. 228.  
13. Pro zakhyst personalʹnykh danykh: Zakon Ukrayiny vid 01.06.2010 r. № 
2297–VI (iz zminamy) // Vidomosti Verkhovnoyi Rady Ukrayiny. – 2010. – № 
34. – St. 481.  
14. Pro zakhyst prav spozhyvachiv: Zakon Ukrayiny 12.05.1991 r. № 1023–XII 
(iz zminamy) // Vidomosti Verkhovnoyi Rady URSR. – 1991. – № 30. – St. 379.  
15. Pro Klyatvu likarya: Ukaz Prezydenta Ukrayiny vid 15.06.1992 r. № 349. – 
[Elektronnyy resurs]. – Rezhym dostupu: 
http://zakon4.rada.gov.ua/laws/show/349/92.  
16. Pro likarsʹki zasoby: Zakon Ukrayiny vid 04.04.1996 r. № 123/96-VR (iz 
zminamy) // Vidomosti Verkhovnoyi Rady Ukrayiny. – 1996. – № 22. – St. 86.  
17. Pro litsenzuvannya pevnykh vydiv hospodarsʹkoyi diyalʹnosti: Zakon 
Ukrayiny vid 01.06.2000 r. № 1775–III // Vidomosti Verkhovnoyi Rady 
Ukrayiny. – 2000. – № 36. – St. 299.  
18. Pro narkotychni zasoby, psykhotropni rechovyny i prekursory: Zakon 
Ukrayiny vid 15.02.1995 r. № 60/95–VR (iz zminamy)) // Vidomosti 
Verkhovnoyi Rady Ukrayiny. – 2007. – № 10. – St. 89.  
19. Pro polozhennya pro Ministerstvo okhorony zdorovʺya Ukrayiny: Ukaz 
Prezydenta Ukrayiny vid 13.04.2011 r. № 467/2011. – [Elektronnyy resurs]. – 
Rezhym dostupu: http://zakon2.rada.gov.ua/laws/show/467/2011.  
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20. Pro poryadok provedennya reformuvannya systemy okhorony zdorovʺya u 
Vinnytsʹkiy, Dnipropetrovsʹkiy, Donetsʹkiy oblastyakh ta misti Kyyevi: Zakon 
Ukrayiny vid 07.07.2011 r. № 3612-VI (iz zminamy) // Vidomosti Verkhovnoyi 
Rady Ukrayiny. – 2012. – № 12–13. – St. 81.  
21. Pro ratyfikatsiyu Yevropeysʹkoyi sotsialʹnoyi khartiyi (perehlyanutoyi): 
Zakon Ukrayiny vid 14.09.2006 r. № 137–V // Vidomosti Verkhovnoyi Rady 
Ukrayiny. – 2006. – № 43. – St. 418.  
22. Pro ratyfikatsiyu Konventsiyi Rady Yevropy pro pidroblennya medychnoyi 
produktsiyi ta podibni zlochyny, shcho zahrozhuyutʹ okhoroni zdorovʺya: Zakon 
Ukrayiny vid 07.06.2012 r. № 4908–VI // Vidomosti Verkhovnoyi Rady. – 2013. 
– № 17. – St. 160.  
23. Pro Rekomendatsiyi parlament·sʹkykh slukhanʹ na temu: «Prosuchasnyy stan 
ta perspektyvy rozvytku farmatsevtychnoyi haluzi Ukrayiny»: Postanova 
Verkhovnoyi Rady Ukrayiny vid 06.10.2011 r. № 3901–VI // Vidomosti 
Verkhovnoyi Rady Ukrayiny. – 2012. – № 21. – St. 205.  
24. Pro rishennya Rady natsionalʹnoyi bezpeky i oborony Ukrayiny vid 25 
travnya 2012 roku «Pro zabezpechennya naselennya yakisnymy ta dostupnymy 
likarsʹkymy zasobamy»: Ukaz Prezydenta Ukrayiny vid 30.08.2012 r. № 
526/2012. – [Elektronnyy resurs]. – Rezhym dostupu: 
http://zakon4.rada.gov.ua/laws/show/n0004525-12.  
25. Tsyvilʹnyy kodeks Ukrayiny: Kodeks Ukrayiny vid 16.01.2003 r. № 435–IV 
(iz zminamy) // Vidomosti Verkhovnoyi Rady Ukrayiny. – 2003. – № № 40–44. 
– St. 356. 
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1. Hrazhdansko-pravovye otnoshenyya v farmatsevtycheskom sektore Ukrayny: 
Konspekt lektsyy. / V.A. Shapovalova, A.S. Abrosymov, V.V. Shapovalov, N.M. 
Khalyn. – KH., 2002. – 17 s.  
2. Lytsenzyrovanye v Evropeyskom Soyuze: farmatsevtycheskyy sektor / Red.-
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8. Kolyada V.V., Shapovalov V.V., Shapovalova V.O. Farmatsevtychne pravo 
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bezretsepturnoho vidpusku likarsʹkykh zasobiv v Ukrayini // Liky Ukrayiny. – 
2004. – №9 (dodatok). – S.82–84.  
9. Maleyna M.N. Chelovek y medytsyna v sovremennom prave: uchebnoe y 
praktycheskoe posobye / M.N. Maleyna. – M.: BEK,1995. – 272 s.  
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Odesa) / Upor. I.YA. Senyuta, KH.YA. Tereshko. – Lʹviv: LOBF «Medytsyna i 
pravo», 2011. – 416 s.  
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Questions for student self-preparation for the lecture: 
 
1. What are the legislative principles of state supervision (control) in the field of 
economic activity? 
2. What is the essence of the state policy aimed at combating the circulation of 
unregistered, falsified, substandard medicinal products? 
3. What measures of state supervision (control) in the field of drug circulation 
are common in Ukraine? 
4. Indicate the grounds for conducting inspections of economic entities 
regarding the quality assurance of medicinal products. 
5. What administrative documents are formed based on the results of 
inspections in the field of circulation of medicines and medical products? 
6. Describe the rights and responsibilities of a business entity during the 
implementation of state supervision in the sphere of circulation of medicines 
and medical devices. 
7. How is the procedure for selecting samples of medicinal products for state 
control and quality regulated? 
8. Name the requirements for the procedure for monitoring compliance with 
licensing conditions for conducting activities and wholesale trade in medicinal 
products. 
9. Describe the administrative responsibility for violations of the legislation in 
the field of circulation of medicinal products. 
10. What are the features of criminal liability for crimes in the sphere of 
circulation of falsified medicinal products? 



11. What is the mechanism of interaction between territorial units of the State 
Service of Medicinal Products with law enforcement agencies and other 
executive authorities? 
 

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

 
1. Legislative principles of state supervision (control) in the field of economic 
activity. 
2. What is the essence of the state policy aimed at combating the circulation of 
unregistered, falsified, substandard medicinal products? 
3. What measures of state supervision (control) in the field of drug circulation 
are common in Ukraine? 
4. Indicate the grounds for conducting inspections of economic entities 
regarding the quality assurance of medicinal products. 
5. What administrative documents are formed based on the results of 
inspections in the field of circulation of medicines and medical products? 
6. Describe the rights and responsibilities of a business entity during the 
implementation of state supervision in the sphere of circulation of medicines 
and medical devices. 
7. How is the procedure for selecting samples of medicinal products for state 
control and quality regulated? 
8. Name the requirements for the procedure for monitoring compliance with the 
license terms of the wholesale trade of medicinal products. 
9. Describe the administrative responsibility for violations of the legislation in 
the field of circulation of medicinal products. 
10. What are the features of criminal liability for crimes in the sphere of 
circulation of falsified medicinal products? 
11. What is the mechanism of interaction between territorial units of the State 
Service of Medicinal Products with law enforcement agencies and other 
executive authorities? 
 
 


