The list of questions to prepare students for practical classes Pharmaceutical

Law

1. The concept of law as a social phenomenon.

2. What are the historical aspects of the emergence of law?

3. What is the social purpose of the right?

4. What is the source of law?

5. What is the significance of the legal custom as a source of law for the current stage of

social development?

6. What is a legal precedent?

7. What is the difference between the concept of &quot;system of law&quot; and &quot;legal system&quot;?

8. What are the constituent elements of the legal system?

9. What is legal relationship?

10. What are the elements of the legal relationship?

11. What is legal capacity different from capacity?

12. What is loneliness?

13. What is pharmaceuticals right?

14. What are the constituents of pharmaceutical law?

15. What is the difference between the pharmaceutical law system and the pharmaceutical

legislation system?

16. What is the subject of regulation of pharmaceutical legislation?

17. What is a pharmaceutical legislation system?

18. What legal acts are constituent elements of the pharmaceutical legislation system?

19. What is the law branch?

20. How does the pharmaceutical law correlate with other branches of law?

21. What disciplines of medical and legal orientation are related the pharmaceutical law?

What does this relationship show?

22. What is the legal relationship in the field of pharmaceutical activity?

23. What elements of legal relations in the field of pharmaceutical activity?

24. How is the category of &quot;health&quot; determined according to the legislation of Ukraine?

25. Describe the economic activity in the health sector.

26. What are the main health problems in the current period? What are the possible ways

to solve them?

27. What is the accreditation of a health facility?

28. What is the procedure for obtaining a license for a health facility?

29. What is the current state of voluntary health insurance in Ukraine?

30. What is medical aid and how is it different from medical service?

31. What are the characteristics of contractual liability in the field of health?

32. What drugs are allowed in Ukraine?

33. What are the Licensing Conditions for the Business Production of Medicinal Products?

34. What is the procedure for state registration (re-registration) of medicines in Ukraine?

35. What is the expertise of the medicinal product and what is the procedure for its

implementation?

36. What is the functional purpose of the State Register of Medicinal Products?

37. What are the parafarmaceutical products and what are the features of its state

registration?

38. Expand the contents and constituent objects of intellectual property rights.

39. Who can be recognized as the subject of the medicinal product?

40. For what period a patent for an invention is issued?

41. What is an industrial design? What is an industrial design different from a trademark?

42. Describe the importance of the packaging and the external form of medicinal products

as objects of the right to industrial designs.

43. What is economic (entrepreneurial) activity?

44. What are the main principles of the state licensing policy in Ukraine?

45. What is the essence of the licensing system in the field of economic activity?

46. ​​What types of economic activities are subject to licensing in Ukraine?

47. What are the peculiarities of regulation of economic activity in the pharmaceutical

industry?

48. What is the licensing authority in the field of pharmacy?

49. What documents are required to obtain a license for wholesale or retail trade in

medicinal products?

50. What is Good Manufacturing Practice (GMP)?

51. What is Good Distribution Practice (GDP)?

52. What qualification requirements are advocated for pharmaceutical staff?

53. How is the compliance with the licensed conditions for conducting business in the

pharmaceutical sector to be performed by business entities?

54. What are the grounds for cancellation or re-registration of a license for the conduct of

business in the pharmaceutical sector?

55. What is the international standard for quality assurance of medicinal products?

56. What are the standards of an international standardization organization (ISO)?

57. What is the ISO 9000 standard?

58. What standards should be consistent with good practices?

59. How does the harmonization of good practices take place?

60. What is GDP and how does the certification of drug and distributor manufacturers

conform to GDP and ISO standards?

61. What is GMP and how does the certification of drug manufacturers and distributors

comply with GMP and ISO standards?

62. What is the procedure for certification of a medicinal product for marketing in

Ukraine?

63. What documents confirm the quality of the drug?

64. What is the procedure for certification of a medicinal product manufactured in Ukraine

for international trade?

65. How is the quality control of medicines and medical devices in Ukraine ensured?

66. What are the proper conditions for storage and transportation of medicines in Ukraine?

67. What documents are certified by a series of medicines and a batch of

parafarmaceutical products?

68. What is the input quality control of medicines?

69. In what cases is it possible to stop the production, trade or withdrawal of medicinal

products?

70. Whether the review of medicines for wholesale and retail trade? If yes - in which

cases?

71. What is the order of placement of medicines in the quarantine zone?

72. What is the state system for collecting, evaluating and controlling information on

adverse drug reactions?

73. Are there legislative provisions for the manufacture of medicines in pharmacies?

74. In what cases is it permitted to dispose of or destroy medicines?

75. What are the basic requirements for the utilization of medicines?

76. What is foreign economic activity?

77. What is the procedure for registration of subjects of foreign economic activity?

78. What is the mechanism for the implementation of quotas and licenses for the export

and import of medicines?

79. What are the legislative bases for the organization and implementation of customs in

Ukraine?

80. What is the procedure for customs clearance of goods? What is custom value?

81. What are the conditions and procedure for import of pharmaceutical products into the

territory of Ukraine?

82. What can be attributed to the measures of state control of drugs imported into the

customs territory of Ukraine?

83. What are the peculiarities of state control of substances and non-packaged products

(&quot;in bulk&quot; products) imported for the production of finished medicines.

84. What is the procedure for the issuance by the state control bodies of a conclusion on

the quality of imported medicines?

85. What are the features of import of unregistered medicines into the territory of

Ukraine?

86. Are there specific features of import into the customs territory of Ukraine and export

of controlled drug groups, combined medicines containing a small amount of narcotic

drugs or psychotropic substances and precursors?

87. What is the regulatory policy of the state in the field of drug circulation in Ukraine?

88. What is the significance of regulating drug inventories in the healthcare and pharmacy

system?

89. What are the prescription drug categories?

90. What is a nomenclature and legal group of medicines?

91. Describe how classification and legal distribution of medicines is carried out.

92. What is the general group of medicines?

93. What are the peculiarities of the treatment of potent and poisonous drugs in Ukraine?

94. What is the procedure for monitoring the targeted use of potent and poisonous

substances in pharmacy facilities?

95. How is the circulation of narcotic drugs, psychotropic substances and precursors

regulated internationally?

96. What national programs to counteract the controlled circulation of controlled

substances in Ukraine?

97. What body of government is responsible for controlling the circulation of narcotic

substances, their analogues and precursors?

98. Describe the regulatory framework for regulating the circulation of narcotic drugs,

psychotropic substances and precursors in Ukraine.

99. How are narcotic drugs, psychotropic substances and precursors classified?

100. What is the procedure for licensing activities related to the production

(manufacturing), storage, transportation, sale of controlled substances?

101. What are the licensing conditions for conducting business activities in the circulation

of narcotic drugs, psychotropic substances and precursors?

102. What are the specifics of the access of pharmaceutical workers to the circulation of

narcotic drugs, psychotropic substances and precursors?

103. What are the legislative bases of state supervision (control) in the field of economic

activity?

104. Indicate the grounds for audits of business entities regarding the quality assurance of

medicinal products.

105. What regulatory documents are formed on the basis of inspections in the field of

circulation of medical products and medical products?

106. How is the procedure for sampling of medicinal products for state control and quality

regulated?

107. What are the requirements for the procedure for monitoring compliance with

licensing conditions for wholesale trade in medicinal products.

108. Describe the administrative responsibility for the violation of the legislation in the

field of medical treatment.

109. What are the peculiarities of criminal liability, which establishes crimes in the sphere

of the circulation of counterfeit medicines?

110. Understand the state of policy on availability of medicines.

111. What liability is imposed for violation of the legislation on pricing in the field of

pharmaceutical activity?

112. What is the role of taxes and fees in shaping the social sphere of society?

113. What are the peculiarities of taxation of pharmacy establishments?

114. What is a tax benefit?

115. What is the system of state tax control in Ukraine?

116. What is the procedure for checking financial and economic activity of pharmacy

establishments?

117. What sanctions are imposed for violation of tax legislation in the field of pharmacy?

118. What are the features of administrative liability in the field of taxation?

119. What is the legal guardianship of pharmacy specialists?

120. What is the public protection of the rights of economic entities and in which cases is

it possible to appeal decisions of state supervision bodies?

121. What are the components of such a state guarantee as the right to work?

122. What is a collective agreement and what is the procedure for its conclusion?

123. What is labor discipline and what are its methods of providing?

124. Who is the subject of labor relations?

125. What professional rights are given to pharmaceutical workers?

126. What are the functional responsibilities of an employee?

127. What is working time and rest time?

128. What are the privileged terms of pension provision for pharmacists?

129. Understand the essence of the right to engage in pharmaceutical activities according

to the specialty and qualification.

130. What qualifications should a pharmacist have to meet?

131. What is the procedure for improving the qualification of persons with pharmaceutical

education?

132. What is the judicial system of Ukraine?

133. What is the structure of the judicial system of Ukraine?

134. What is the pre-trial procedure for settling economic disputes?

135. What functions are assigned to the arbitral tribunal of Ukraine?

136. What is the essence of bankruptcy proceedings?

137. What is a representation? Who can be a representative of a person in court?

138. How is the costs associated with the proceedings being calculated?

139. What is the procedure for appealing decisions of controlling bodies?

140. What is the prosecution of compliance with the law?

141. In which cases, there are labor disputes between the parties to the pharmaceutical

legal relations?

142. What determines medical immunobiological preparations under the legislation of

Ukraine?

143. What are the conditions for the use of medical immunobiological drugs in medical

practice and diagnostics?

144. What medical standards should medical immunobiotic agents meet?

145. What are the legislative preconditions for the use of medical immunobiological drugs

for active immunization in Ukraine?

146. What are the commonly accepted indicators of the quality of vaccines and toxoids

identified by the Ministry of Health of Ukraine?

147. What is the procedure for state registration (re-registration) of medical

immunobiological drugs in Ukraine?

148. What is the procedure for state control over the quality of medical immunobiological

drugs?

149. Give definitions of concepts: medical products; medical products; medical

technology.
