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1. Introduction 
The pharmaceutical sector plays a vital social role, providing people with medicinal products and medical supplies and is one of the key elements in ensuring efficient functioning of the healthcare system. Taking into account that about 90% of expenditures on pharmaceuticals are paid out-of-pockets any fluctuations in the pharmaceutical market have an immediate and noticeable impact on Ukrainian households and spur up heated political discussions. The affordability and physical availability of medicinal products depends, among other important factors, on the structure and regulation of pharmaceutical market. Thus, the pharmaceutical sector is a subject of strict state regulation.
2. Aims and Objectives:  

After completing the lecture,  students should be able to: 
· describe the basic aspects of the government regulations of the pharmaceutical activities in Ukraine; 
· understand the licensing procedure for opening drugstores.
3. The lecture plan
3.1 International Pharma regulators 

3.2 The pharmaceutical regulatory system of Ukraine. Regulation of the Pharmaceutical Market
3.3  Entities of the pharmaceutical market: manufacturers, wholesale distributors and retail distributors (pharmacies). 
3.4 Licensing to pharmaceutical activity (drugstore license)  in Ukraine  
4.  Text of the lecture

4.1 International Pharma regulators 

There is a web of regulations in the research-intensive, highly dynamic pharmaceutical sector. In fact, the industry regulates the entire drug life cycle, including the patent application, competition with generics, marketing approval, and patent expiration. Regulations also control all prescribing physicians, wholesalers, retailers, and manufacturers in the pharma industry. 

Main International drug regulators are:
1- WHO (World Health Organization)
2- FDA, US (Food and Drug Administration)
3- MHRA,UK (Medicines and Healthcare Products Regulatory Agency)
Pharma industry regulators seek to monitor various drug-related concerns: safety, quality, quantity, market, flow research and development incentives pricing patents. According to the FDA, American consumers benefit from having access to the safest, most advanced pharmaceutical system in the world. The main consumer watchdog in this system is the FDA’s Center for Drug Evaluation and Research (or CDER), which assesses new drugs before they hit the market. The center ensures that brandname and generic drugs work correctly and that their health benefits outweigh their known risks. International regulatory bodies for the pharma industry include the WHO, the FDA, and the MHRA. It is important for companies in the pharmaceutical industry to follow the policies set by these organizations. Regulatory bodies monitor not only manufacturers, but also drug sellers and prescribing physicians.
4.2 The pharmaceutical regulatory system of Ukraine. Regulation of the Pharmaceutical Market
The regulation of pharmaceutical market is aimed at ensuring safety, quality and efficacy of medicinal products manufactured and sold to the final consumer. To that end, the state sets out marketing authorization rules, the framework for quality control of medicinal products during their production and circulation, and qualification requirements for manufacturers and traders of the medicinal products. The state regulation impacts physical availability of the medicinal products by setting public procurement procedures for medicinal products, and regulatory rules for wholesale and retail pharmaceutical market. The regulatory system impacts affordability of the medicinal products for the consumer by setting direct and indirect price controls and providing cost reimbursement schemes for medicinal products.
Over the recent years, the pharmaceutical regulatory system of Ukraine has undergone significant changes. The declared objectives of such changes were harmonizing the national legislation with the EU acquis, implementation of the international standards in marketing authorization procedures for medicinal products, improvement of the control mechanisms, simplification of the regulatory procedures, and enhancing the safety of medicinal products. Ukraine made considerable steps forward, including joining the Pharmaceutical Inspection Convention and Pharmaceutical Inspection Co-operation Scheme (PIC/S) in 2011, implementing the GMP standards as a tool for ensuring safety of medicinal products, introducing permanent re-registration, and simplifying registration procedures for certain groups of medicinal products, etc.
Great social significance of the pharmaceutical sector makes it subject to rigorous government regulation. The main purpose of the regulatory system in the pharmaceutical market is to ensure the safety, quality and efficacy of medicinal products. In order to achieve this goal, the state establishes a regulatory frame for the registration of medicinal products, pharmaceutical supervision, and licensing of business entities engaged in the production and marketing of drugs. Government regulations may affect the physical availability of drugs by setting the rules for public procurement, rules for drugs distribution through the wholesale and retail chains or creating incentives to expand the range of medicinal products, especially innovative ones. The regulatory system impacts the affordability of medicinal products for the final consumer through direct and indirect price controls, cost reimbursement of medicinal products. An effective regulatory system of pharmaceutical market have to ensure economic and physical availability of the efficient, safe and quality medicinal products for the patients. Its goals include the following: 
( Providing market access for the medicinal products that are of high quality, effective and safe for the patients (registration procedures); 
( Providing market access for the producers and distributors that meet established standards (licensing requirements); 
( Monitoring the efficacy and safety of drugs and controlling the quality of medicinal products supplied to the Ukrainian market both by domestic and foreign producers (pharmacovigilance and drug traffic control); 
( Creating incentives for the domestic and foreign producers to supply effective and quality medicinal products to the Ukrainian market (economic regulation); 
( Ensuring affordability of medicinal products for population (economic regulation). These objectives could be met if the pharmaceutical market regulation system is able to perform its key functions, along with imposing a low “regulatory tax” and ensuring sufficient market competition among the business entities.
According to the WHO methodology, the national regulatory system should have the following mandatory components: pre-registration and registration procedures, licensing of economic activities, post-registration quality and drugs trade control. They are complemented with economic regulation of the pharmaceutical market.
Developing and bringing drugs to the market is a complex, lengthy and multistage process.

Pharmaceutical market players mostly deal with two regulators. These are the Ministry of Health of Ukraine (MOH) and the State Service of Ukraine on Medicines and Drugs Control (SMDC). The MOH is responsible for state registration of medicines, while the SMDC deals with licensing, evaluation of good manufacturing practice (GMP) compliance, control over quality of medicines, and regulation of medical devices.
Nowadays regulatory gaps have a negative impact on the availability and affordability of the medicinal products in Ukraine. The range of drugs in the Ukrainian pharmaceutical market is still narrower than in the European countries. Generics prevail on the market, and there are limited incentives for quick introduction of innovative drugs. More than 32 percent of the medicinal products included in the WHO Model List of Essential Medicines 10 (that are necessary to meet basic healthcare needs in the developing countries) are absent in the Ukrainian market. The problem of low-quality and counterfeit medicinal products remains significant. Frequent failure in public procurements of medicinal products cause disruptions in the drug supply.
Affordability of the medicinal products went down due to a drop in real incomes of the households and sharp increase in drug prices ( in particular, imported ones) as a consequence of high inflation and evaluation of the national currency.
State registration of drugs is a necessary condition for introduction a medicinal product to the market. It is aimed at ensuring its efficacy, quality and safety, and making it physically available for using in treatment. 
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. 

Registration procedures should be transparent, comfortable, flexible and business-friendly to minimize administrative costs for business. Medicines must pass state registration in the MOH to be marketed in Ukraine. This obligation applies equally to local and imported medicines (except for a limited number of cases, e.g., medicines produced at pharmacies). To certify state registration of a medicine, the MOH issues a registration certificate (marketing authorization) for a medicine that is valid for five years and is renewable upon application to the MOH. Simplified registration procedure applies to medicines from countries with stringent regulatory policy. To be eligible for the simplified procedure, previous registration of a medicine in a country with a stringent regulatory policy for use within such a country is required. These countries include the United States, Switzerland, Japan, Australia, Canada, as well as the EU member states, provided, however, that a medicine was registered by the EU competent authority under the centralized procedure. The simplified procedure, among other things, contemplates reduced documentation requirements and timeframes for regulatory decisions.
Currently,  in August 2018, 12950 drugs are registered in Ukraine (given the number of marketing authorizations) including 10223 of finished medicinal products, while in Poland nearly 15,000 drugs are registered (given the number of trade licenses) and in Germany – more than 100 thousand.
In the State Register of Medicinal Products, near 70% (9005) of the registered medicinal products are imported.
Imported drugs dominate the market in value terms. The range of the imported drugs on the Ukrainian market is much wider than the range of the domestically-produced ones. 
Ukrainian pharmaceutical market is dominated by the generic medicinal products. It is lower than in most of the European countries
In Ukraine, two thirds of the registered medicinal products are generics (60%), while innovative medicinal products cover 12% (It looks comparable with Spain where 65% of the registered medicinal products are generics, and the market share of original drugs is close to 20%). In terms of origin, biological medicinal products have 6%, homeopathic – 2%, vegetable medicinal products – 11% of the market, while 1% goes for own-name case-specific preparations. A lot of modern medical products are not registered in Ukraine. A large gap is observed in the following groups of diseases: rare (orphan) (-73%), cardiovascular (-76%) and hematological (-72%) diseases
The level of competition among the market participants affects the prices of medicinal products, the availability of drugs on the market and the quality of medicinal products.
4.3 Entities of the pharmaceutical market: manufacturers, wholesale distributors and retail traders (pharmacies). 
The major players of the pharmaceutical market are manufacturers, wholesale distributors and retail traders (pharmacies). 
4.3.1 Manufacturers
Manufacturing of medicines must comply with GMP requirements. A manufacturer generally must obtain a GMP certificate from the SMDC following inspection of relevant manufacturing site. The scope of Ukrainian procedures for GMP compliance evaluation is lesser for foreign manufacturing sites that have a document confirming GMP compliance (e.g., a GMP certificate or a license) from a competent authority of a PIC/S member country. Specifically, the SMDC issues a GMP opinion that confirms a GMP document of a PIC/S regulatory authority to the manufacturing sites that hold such a document. Under a general rule, the SMDC grants a GMP opinion based on review of submitted documents and without an onsite inspection.

In Ukraine, industrial manufacturing of medicinal products is defined as an activity related to serial production of medicinal products, which encompasses all or at least one stage of manufacturing process including procurement of products and materials, pre-packaging, packaging and/or labelling, storage, appropriate control, issue of permits for production (sale) and wholesale trade (distribution) of own products. Medicinal products may also be prepared in pharmacies. This includes preparation of medicinal products in accordance with medical prescriptions for individual patients or upon request of healthcare facilities, and production of intermediate products for internal purposes.
Manufacturing of medicines in Ukraine is subject to licensing. Manufacturers  of medicines must be licensed by the SMDC to carry out any of these activities. A manufacturing license also authorizes its holder to sell medicines to wholesale or retail traders. However, entities that purchase medicines from a manufacturer must hold a separate license for wholesale and/or retail trade in medicines.

Importantly, under Ukrainian law, each separate step of manufacturing process, including packaging, labelling and release of products, qualifies as manufacturing and requires a manufacturing license.
Presently, 115 companies manufacture drugs in Ukraine. Domestic manufacturers of drugs include a group of top-5 largest producers (Farmak, Darnitsya, Arterium, FK Zdorovya and Kyiv Vitamin Plant) accounting for almost a third of all domestic production of medicinal products. Therefore, the production of drugs in Ukraine is not very much concentrated. Ukrainian pharmaceutical manufacturers also export their products. Although pharmaceutical exports are gradually increasing.
Importantly, Ukrain’s pharmaceutical industry is basically low-tech: only three to four companies are engaged in the production of substances, medical gases and non-sterile drugs (including traditional), and 25% companies are licensed to manufacture sterile drugs, i.e. modern generics.
4.3.2 Wholesale distributors.
Distribution of medicines in Ukraine is subject to licensing. Distribution of medicines must be licensed by the SMDC to carry out these activities. Although 487 companies have the marketing license, the wholesale distribution sector is very concentrated. According to Proxima Research, the 5 largest wholesalers account for almost 88% of the market.
Top-3 Wholesale Distributors: BaDM, Optima-Pharma,Venta.
Import of medicines requires a relevant license, as well as compliance with certain other regulatory requirements. Ukrainian importers of medicines must hold an import license that is issued by the SMDC in respect of specific medicines allowed for importation. Also, as noted above, medicines may generally be imported to Ukraine provided that they are registered in Ukraine and that their manufacturing conditions comply with the GMP requirements, as evidenced by a relevant certificate or opinion. Furthermore, imported medicines must pass state quality control procedures and get an opinion on quality of imported medicines from local offices of the SMDC.

4.3.3 Retail traders
The highest level of competition is observed in the retail market segment. The country has more than 21,100 pharmacy outlets. The retail sale of medicinal products at the territory of Ukraine shall be conducted by institutions, organizations, and natural persons - entrepreneurs in accordance with the licence issued in compliance with the procedure established by the legislation. 
4.4 Licensing to pharmaceutical activity (drugstore license)  in Ukraine

A license (American English) or licence (British English)[1] is an official permission or permit to do, use, or own something (as well as the document of that permission or permit).[1] 
License – document of a state standard, certifying the licensee’s right to conducting economic activity, specified in this document, within the established term under condition of fulfillment of terms of licensing;
The main purpose of licensing is to ensure that the activities in the pharmaceutical market (retail) are safe for the consumers. Thus, licensing is an instrument of state control of market players concerning their compliance with qualification, organizational, technological and other requirements set by law. Production of medicine, wholesale and retail trade of drugs, import of pharmaceutical products require licensing in Ukraine. State Service of Ukraine on Medicinal Products and Drugs Control (SMDC) is responsible for licensing these activities:    

production of medicines, 
wholesale and 
retail trade in medical products; 
 
Import of Medicinal Products (Except for Active Pharmaceutical Ingredients)

Procedure of getting a drugstore license is regulated by the Resolution of the Cabinet of  Ministers of  Ukraine of November 30, 2016 No. 929 “About approval of Licensed terms of implementation of economic activity on production of medicines, wholesale and retail trade by medicines, import of medicines (except active pharmaceutical ingredients)”. This act  define which types of activity must be licensed, requirements for premises and personnel of a drugstore, and also procedure of getting a license for opening drugstore.
A drugstore license gives a right to retail medicines in some required premises. Outgoing retail and internet-retails are out of law. For getting a license you must have required rented or your own non-residential premises (drugstore, pharmacy point, pharmacy storage) where retail will be held.
A pharmacy point is a chapter of drugstore. That is why you will not have a right to sell medicines there if you had not got a drugstore license. It is forbidden to transfer a license to other company by law. Such transfer is reason for license revocation. Validity term of license for wholesale or retail of medicines is unlimited.
Requirements for drugstore’s licensing

There are two main groups of requirements – requirements for premises and requirements for personnel. Main requirements for premises are:
· structures of all drugstore’s premises (trading room, storage, additional premises). The minimal square depends on location of drugstore – if drugstore is located in city then its size must be not less than 50 square meters; if drugstore is located in village then its size must be not less than 30 square meters;

· drugstore’s equipment. There must be protective glass shield against airborne diseases, strongbox, cupboards, racks, thermometer, hygrometer etc;

· observance of sanitary and hygienic rules. There must be sewerage, heating, opportunity for everyday wet cleaning;

· conditions for people with disabilities to get into a drugstore. In the most cases there are ramps;

· requirements for keeping medicaments. Minimal size of storage must be not less than 10 square meters (for cities) and not less than 6 square meters (for villages). It is forbidden to keep other goods with medicaments.

Premises must be isolated on the first floor and have separated entrance. But there are exceptions. If drugstore is located in medical institutions then it can has not separated entrance and be on every floor. 
Requirements for personnel are different for city and for village drugstores. For example, authorized person who examines medicaments’ quality in city drugstore must have higher  pharmaceutical education. At the same time this person must have a certificate of pharmacist or must have pharmacist qualification. He also must work in this sphere not less than two years. 

At the same time specialist who does not have this experience can work in a village drugstore. 
Procedure of getting a drugstore license

A drugstore license is issued by SMDC which is located in Kyiv. 
The main required documents for getting a license are an application form, document with information about material base and a power of attorney. 
Documents are examined during 10 working days. There are also 1-2 days for publication results on the state body’s website. Paper license had not been issued since 2017.
There is an outgoing examination after submitting documents. As a rule, it is held by local charters of SMDC. By the time of examination your premises had to be prepared, reconstruction must be finished and there must be required equipment. There is also must work a pharmacist. 
If you are an individual then you must sign labour agreement with him and register it in centers of employment. 
The target of examination is checking conformity of real premises to submitted documents. Act is formed after the examination. 

A drugstore license can be issued only after full preparing of premises. That is why licensees will not have to reconstruct something or buy additional equipment when they got licenses. If there are no any remarks for your premises then you will get a license in 10 days. An official license fee is paid to state budget according to drugstore’s situation via local treasuries. 
Getting a copy of drugstore license

There is no state body’s obligation to issue a copy of license according to the law. 
If there is an additional point which must be registered then you submit an application on inclusion to the Register of additional information. This procedure doesn’t differ from the previous one. 
Premises and personnel are examined by local state bodies during outgoing examination.
Reissue of a drugstore license

A pharmaceutical license is reissued only if information, which was put to documents, is changed. For example, if legal address or company’s name are changed. The change of drugstore’s location is not the reason for license’s reissue. You must submit just an application on inclusion to the Register of additional information.This procedure is the same or even simplified than getting a new license. It depends on changes which happened. Required documents which confirm changes are submitted to SMDC. You must submit these documents during a month from the moment when changes happened or a license will be revoked.  
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