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Topic: State regulation of pharmaceutical activity. Government control and regulation of pharmaceutical activity. Licensing in pharmaceutical industry - 4 h.
Questions to be discussed
1. World Health organization (WHO), International Pharmaceutical Federation (IPF) as organs, regulated pharmaceutical activity in the conditions of globalization of economics. 

2. Regulation as function of state management. 

3. Levels of management and organizational structure and controls the pharmaceutical activity. 

4. Basic definitions of licensing concept of the pharmaceutical industry (production of medicines, wholesale, retail sales of medicines): licensee; organs of licensing; licensed terms. 

5. Legal and socio-economic value of licensing of pharmaceutical activity. 

6. System of licensing of pharmaceutical activity in Ukraine (legislative base, organizational structure, problems and prospects of development). 

7. Contents of the licensed rules of pharmaceutical activity. General organizational requirements.

New terms:  
the State Register of Medicinal Products of Ukraine shall be the regulatory document comprising data on medicinal products permitted for manufacture and use in medicinal practice; 

the technological regulations on manufacturing the medicinal product (hereinafter referred to as 'technological requirements') shall be the regulatory document specifying technological methods, technical means, norms and standards for the manufacture of the medicinal product; 

The State Pharmacopoeia of Ukraine shall be the legislative document including the general requirements for medicinal products, pharmacopoeial monographs, and also quality control methods for medicinal products; 

quality of the medicinal product shall be the sum of the properties which make the medicinal product capable to satisfy consumers and to meet the requirements established by the legislation; 

shelf-life of medicinal products shall be the period of time within which the medicinal product shall not lose its quality pursuant to the requirements of the standard and technological documentation. 

pharmaceutical form is a combination of the form in which a medicinal product is presented by the manufacturer (form of presentation), as well as the form in which medicinal product is intended for use including the physical form (form of administration). 

Information on the topic

The wholesale, retail sale of medicinal products at the territory of Ukraine shall be conducted by enterprises, institutions, organizations, and natural persons - entrepreneurs in accordance with the licence issued in compliance with the procedure established by the legislation. 
The available material and technical basis, qualified staff which compliance with the established requirements and characteristics specified in the documents submitted by the applicant for obtaining license being subject to obligatory pre-inspection within the set terms, at place of licenser or its territorial subdivisions activity in order established by central executive body, which ensures development of state policy for health care, shall be the grounds for issuing license.

The subject of economic activity can be a whole-seller; retail seller of medicinal products provided the compliance with the licence terms on a certain activity performance. 

Only registered medicinal products may be marketed in Ukraine, with the exception of the cases specified by law. 

Sale of medicinal products may be performed provided that the certificate of quality issued by the manufacturer (for imported medicinal products - by importer (manufacturer or a person representing the manufacturer of medicinal products at the territory of Ukraine) is made available. 

Sale (dispensing) of medicinal products to the public shall be permitted either subject to or without medical prescriptions.  The sale (dispensing) of low quality medicinal products to the public, or those for which shelf-life has expired, or those without certificate of quality issued by the manufacturer, shall be prohibited. 

The medicinal products being subject to prescription shall be sold (dispensed) to the public in due order established by the central executive body, which ensures development of state policy for health care. 

The Rules on Prescribing Medicinal Products and the list of medicinal products, which may be sold without medical prescription shall be approved by the Cabinet of Ministers of Ukraine. 

To establish and preserve the state reserves of medicinal products to be used in the case of natural disaster, catastrophe, epidemic diseases the Cabinet Ministers of Ukraine or the body authorized by the latter shall establish and determine specialized state institutions and organizations. For this purpose it may make all necessary agreements with the subjects of business activities of any form of property. 

The procedure whereby the State reserves of medicinal products are prepared and used, and the amount of these reserves shall be specified by the Cabinet of Ministers of Ukraine. 

 Council of Ministers of the Autonomous Republic of Crimea, the regional state administrations, and the state administrations of the city of Kyiv and the city of Sevastopol shall form their own reserves of the medicinal products for the case of the natural disaster, catastrophe, and epidemic diseases. 

Medicinal products of low quality, including those for which the shelf-life has expired, shall be utilized and destroyed. The utilization and destruction of medicinal products shall be performed according to the Rules approved by the central executive body, which ensures development of state policy for health care, and other requirements of the legislation. 

General requirements and restrictions shall apply to any kind of promotion and advertising of medicines or medical devices. Dissemination of commercial information by digital means is governed by the law “On Electronic Commerce”. Commercial digital messages (e-mail) shall include:
• full name of the commercial entity, its registration place and ID or tax
code;
• e-mail or domain name of the online shop;
• information on the license (if required);
• information on the delivery price and the taxes.
Sales of medical devices by electronic means shall also comply with the requirements of the Law “On Consumer Protection” for distant transactions. Such requirements include provision of full information on the seller, place, characteristics of the product, warranty obligations, etc. Failure to provide such information entitles the buyer to terminate the contract. Personal data received and used for such types of advertising and marketing shall be processed and stored according to the requirements of the Law of Ukraine “On Personal Data Protection”. Ukrainian legislation prohibits healthcare practitioners from receiving from manufacturers or sellers of medicines or medical devices unlawful benefts, samples of such medicines or medical devices for use in professional activity, r advertising medicines or medical devices.
Questions, Tests for self-evaluation

1. Where can medicines and devices be sold or delivered?
2. Can medicines and devices be old or delivered via post?
3. What are the restrictions and requirements for electronic marketing and advertising via email, by internet, social media,
and other channels?
4. May medicines and devices be advertised or sold directly to consumers?
5. How to obtain a Retail Drug License
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