The list of questions to the discipline "Pharmaceutical Jurisprudence"
1. Pharmaceutical Law: Approaches to Understanding.

2. Sources of law: legal custom, legal precedent, normative legal act, normative legal agreement.

3. Legal personality and its constituents: legal capacity, legal capacity, legal capacity

4. International organizations defining requirements for pharmaceutical activity: general characteristics.

5. Features of pharmaceutical regulation in the European Union.

6. Pharmaceutical Law System and Pharmaceutical Law System.

7. Pharmaceutical law as an integration system of elements of constitutional, civil, economic, administrative, criminal law.

8. Harmonization of Ukrainian legislation in the pharmaceutical sector with the EU legislation.

9. World Health Organization’s Documents and their Impact on Pharmaceutical Regulation in Ukraine.

10. Pharmaceutical legal relations: subject, object and content.
11. Human health as a fundamental medical law category.

12. Problems of reforming the health care system of Ukraine: advantages and disadvantages.

13. Licensing and accreditation of health facilities.

14. Voluntary health insurance: the state of legislative consolidation and practice of application. Problems of formation and development of national compulsory medical insurance.

15. Concept and signs of medical care. The right to medical assistance under the legislation of Ukraine.

16. Medical service, as an object of medical legal relations. Contract for the provision of medical services: the concept, general characteristics and features of execution.

17. Registration of drugs as a mechanism for admission to use in Ukraine.
18. Procedure for state registration (re-registration) of medicinal products and fees for their registration (re-registration).

19. Procedure for conducting examination of a medicinal product submitted for state registration or re-registration.

20. Entry (deletion) of information in the State Register of Medicinal Products.
21. Objects of intellectual property rights for medicinal products: marks for goods and services, patented inventions, industrial designs, copyright objects, undisclosed information.

22. A patent for a medicinal product. His role in pharmaceutical activities.

23. Packaging or external form of medicinal products as objects of the right to industrial designs.

24. Licensing as part of the licensing system in the field of pharmaceutical activity.

25. Licensing bodies in the field of pharmaceutical activity.

26. Documents for obtaining a license for the right to wholesale and retail trade in medicinal products, the period of validity of the license and payment for its receipt.

27. Licensing conditions for conducting business activities for the production of medicinal products.

28. Licensing conditions for conducting business activities in wholesale trade in medicinal products.

29. Licensing conditions for conducting business activities in the retail trade of medicinal products.

30. Qualification requirements for pharmaceutical staff.
31. Grounds for reissuing and revoking a license for pharmaceutical activities.

32. The essence and importance of international standards in quality assurance of medicinal products.

33. Standards of the International Organization for Standardization (ISO). ISO standards series 9000. National standards ISO series 9000.

34. National standards of good practice: harmonization, legal status, level of implementation.

35. Pharmaceutical Inspection Cooperation Scheme (PIC \ S).

36. Certification of manufacturers of medicines and distributors (wholesale) for compliance with GMP and GDP standards and ISO standards.

37. Certification of medicinal products for sale on the territory of Ukraine: the content of certification procedures; regulatory legal acts regulating certification procedures; documents confirming the quality of the drug. The procedure for certification of drugs produced in Ukraine for international trade.

38. The system of state quality control of medicines and medical devices in Ukraine. National legislation on quality assurance of health care in health facilities.

39. Normative legal framework for proper storage and transportation of drugs.

40. Provision of a series of medicinal products and parafarmaceutical products with documents confirming their quality.
41. Inbound quality control of medicinal products.

42. A plan of urgent actions that ensures the execution of orders and requirements of the Ministry of Health for the suspension of production, trade, withdrawal from circulation of medicines, withdrawal of medicinal products from wholesale and retail trade.

43. The order of placement of medicinal products in the quarantine zone.

44. Legislative prerequisites for the manufacture of drugs in pharmacies.

45. Normative-legal regulation of utilization and destruction of poor-quality medicines. Special requirements for the disposal of medicinal products.

46. ​​Importation of pharmaceutical products into the territory of Ukraine: conditions of import of medicines; subjects, documents that are the basis for the treatment of imported medicines.

47. Measures on the implementation of state control of medicines imported into the customs territory of Ukraine.

48. The procedure for the issuance by the state control bodies of a conclusion on the quality of imported medicines.

49. Importation of unregistered medicines into the territory of Ukraine: the grounds for import, the procedure for import and issuance of one-time permit are determined by law.

50. Normative legal regulation of import into the customs territory of Ukraine and export of controlled drug groups, combined drugs, containing a small amount of narcotic drugs or psychotropic substances and precursors.
51. Characteristics of regulatory lists of medicines, their significance in healthcare systems and pharmacy.

52. Categories of prescription drugs. The circulation of potent and poisonous drugs.

53. Regulation of the circulation of narcotic drugs, psychotropic substances and precursors. State control over compliance with legislation on the circulation of narcotic drugs, psychotropic substances and precursors.

54. Procedure for licensing activities related to the production (manufacturing), storage, transportation, sale of controlled substances.

55. Access of pharmaceutical workers to the circulation of narcotic drugs, psychotropic substances and precursors. The procedure for the circulation of narcotic drugs, psychotropic substances and precursors in health care facilities: in pharmacy warehouses (pharmacies), pharmacies, medical and prophylactic establishments.

56. Destruction of drugs, which include narcotic drugs, psychotropic substances and precursors.

57. Grounds for audits of business entities regarding the quality assurance of medicinal products. Regulatory documents on the results of inspections: prescriptions and orders. Rights and Duties of the Business Entity in the course of State Supervision.

58. Administrative liability for violation of legislation in the field of pharmaceutical activity.

59. Criminal liability for the circulation of counterfeit medicines.

60. Basic guarantees of the right to work. Labor legislation.
61. Labor discipline and methods of its provision. Rules of internal labor regulations. Main duties of the employee and the employer.

62. The right to engage in pharmaceutical activities according to the specialty and qualification. List of pharmacist positions and positions of junior specialists with pharmaceutical education (pharmacists) in health care institutions. Certification training.
63. Legislative framework for providing population with medical immunobiological preparations and medical products. Conduct state registration (re-registration) of medical immunobiological preparations in Ukraine. Procedure for the implementation of state control over the quality of medical immunobiological preparations.
64. The procedure for state registration of medical equipment and medical devices. State register of medical equipment and medical products.

65. GMP Good Manufacturing Practice: Legal Characteristics.

66. Good practice of distribution of GDP: legal characteristic.

67. Legal regulation of the circulation of medical products

68. Features of regulation of economic activity in the pharmaceutical industry.

69. The essence and importance of international standards in ensuring the quality of medicines.

70. National standards for good practice: legal status.
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