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АНОТАЦІЯ 

Дичко К. Тарифне та нетарифне регулювання імпорту лікарських 

засобів з країн СОТ. 

Випускна кваліфікаційна робота присвячена аналізу тарифного та 

нетарифного регулювання імпорту лікарських засобів з країн СОТ. 

Проаналізовано стан міжнародного фармацевтичного ринку та найбільші 

міжнародні фармацевтичні компанії. Висвітлені тарифні та нетарифні заходи 

регулювання імпорту лікарських засобів походженням з країн СОТ. 

Проаналізовано асортимент лікарських засобів, що імпортуються в Україну. 

Представлені результати ідентифікаційної експертизи лікарських засобів, що 

ввозяться в Україну. Проаналізовано визначення митної вартості, нарахування 

митних платежів та митне оформлення лікарських засобів, що імпортуються в 

Україну з Індії згідно з митною декларацією. 

Ключові слова: лікарські засоби, тарифне та нетарифне регулювання, 

митне оформлення, митна вартість, митні платежі, імпорт, код УКТЗЕД. 

 

ANNOTATION 

Dychko K. Tariff and non-tariff regulation of medicines import from 

WTO countries. 

The final qualifying paper is devoted to the analysis of tariff and non-tariff 

regulation of medicines import from WTO countries. The state of the international 

pharmaceutical market and the largest international pharmaceutical companies in 

have been analyzed. Tariff and non-tariff measures to regulate the import of 

medicines originating from WTO countries were highlighted. The assortment of 

medicines imported to Ukraine was analyzed. The paper contain the results of 

identification examination of medicines imported to Ukraine. The customs value, 

calculation of customs duties and customs clearance of medicines imported to 

Ukraine from India according to the customs declaration have been analyzed. 

Keywords: medicines, tariff and non-tariff regulation, customs clearance, 

customs value, customs payments, import, UCGFEA code. 
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ABBREVIATIONS 

 

CCU – Customs Code of Ukraine 

MD-2 – customs declaration of form MD-2 

MD-6 – addition to customs declaration of form MD-6 

SCS – State Customs Service  

UCGFEA – Ukrainian Classification of Goods for Foreign Economic Activity 

VAT – value added tax 

WTO – World Trade Organization 

OTC – non-prescription medicines 

Rx – prescription medicines 

MHU - Ministry of Health of Ukraine 

WHO – World Health Organization  
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INTRODUCTION 

 

Topic actuality. Today, the pharmaceutical industry is one of the most 

important industries in the international market. This is due to the high level of 

diseases of the population, which needs innovative medicines for the treatment of 

serious diseases every year. Since this industry is one of the most profitable, different 

countries are trying to develop this industry, which leads to great competition. In 

recent years, the pharmaceutical market has tended to grow. This is due to the 

saturation of pharmaceutical products, increasing the cost of research, increasing the 

efficiency of medicines production, the consolidation of pharmaceutical companies, 

the conclusion of agreements between firms on the joint creation of medicines. 

Ukraine is no exception, where the pharmaceutical industry is one of the most 

popular. Our country has good domestic pharmaceutical companies-manufacturers, 

which are quite noticeable in the Ukrainian pharmaceutical market. Every year, new 

medicines appear on the Ukrainian pharmaceutical market that require their own 

customs clearance procedure. Despite the sufficient supply of medicines, the 

Ukrainian population is not able to receive all the necessary medicines. In conditions 

of economic instability, low incomes, the Ukrainian pharmaceutical market has 

problems but high potential for development. 

The relevance of the pharmaceutical industry grows rapidly every year. Today, 

we can see it in a pandemic caused by COVID-19. The situation in the modern world 

has shown how important to be provided with medicines for every country that will 

help in the fight against the disease. A significant increase in imports of relevant 

medicines has attracted the attention of customs authorities. Due to the high demand 

of the population for medicines, the rules of customs and tariff regulation were 

changed. Measures of customs and tariff regulation of the movement of medicines 

across the customs border of Ukraine are the collection of taxes on medicines 

imported into Ukraine, which helps protect the national domestic market by adjusting 
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domestic prices for Ukrainian medicines by domestic producers with additional 

income. 

Tariff regulation consists in charging VAT in the amount 20% of the custom 

value. The rate of duties on medicines is 0%, but this product is under the strict 

control of customs authorities. Non-tariff regulation measures are understood as a set 

of restrictive and prohibitive measures that prevent the penetration of foreign goods 

into domestic markets. Non-tariff regulation measures include registration of 

medicines, licensing of medicines and phytosanitary control. Quality control during 

the import of medicines is carried out by the State Medical Service of Ukraine. 

Quality control of medicines is an integral part of import control. All these measures 

protect the health of the Ukrainian population from low-quality, counterfeit 

medicines and the national market from irresponsible manufacturers and suppliers. 

Research object – medicines imported from WTO countries to Ukraine. 

          Research subject – criteria, methods and means of identification, customs 

clearance of medicines. 

The final qualifying paper purpose - to conduct an expert examination and 

analyze the customs clearance of medicines import. 

 To achieve this goal, the following tasks were defined: 

 To analyze world market of medicines. 

 To study legislation documents regulated medicines import from WTO 

countries. 

 To analyze assortment of medicines imported from WTO countries. 

 To conduct identification expert examination of medicines for customs 

purposes. 

 To analyze customs valuation and customs taxation of medicines import. 

 To analyze customs clearance of medicines import. 

Research methods: analytical, organoleptic and instrumental. 

The final qualifying paper scientific originality. Analysis of medicines world 

market and analysis of requirements to medicines in Ukraine and in the world was 



11 
 

conducted; identification expert examination of medicines moving across the customs 

border of Ukraine was carried out;   

Obtained results practical value. Result of identification expert examination 

of medicines, developed identification methods of medicines and analysis of 

requirement of medicines can be used by State Customs Service of Ukraine when 

carrying out customs clearance of medicines. 

Research results approbation. The research results were presented and 

discussed at the III International Student Scientific and Practical Conference in a 

report on “Identification expert examination of medicines at import" (Kyiv, KNUTE, 

June 18, 2020). According to the results of the research, an article was published in 

the collection of scientific articles of students: Dychko K. Development of the 

identification criteria of medicines for customs purposes // Митна справа: 

практичний аспект: зб. наук. ст. студ. — К. : Київ. нац. торг.-екон. ун-т, 2020. – 

C. 82-86. 

The final qualifying paper structure and volume. The paper consists of an 

introduction, three charters, conclusions and recommendations, references, annexes. 

The main text of the paper includes 47 pages. The paper contains 9 tables, 11 figures. 

The list of references includes 50 items. 6 annexes are added to the paper and placed 

on 13 pages. 
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CHAPTER 1 

THEORETICAL BASES OF TARIFF AND NON-TARIFF REGULATION OF 

IMPORT OF MEDICINES FROM WTO COUNTRIES 

 

1.1. World market of medicines. 

The world pharmaceutical market is the difficult, multilevel, polyfunctional 

entity with a high growth rate of production, sales and profitability indicator. It is 

proved by specifics of medicines that have high demand independently of economic 

and political factors. 

The development of pharmaceuticals industry in direct of launch the most 

effective and safety medicines is the priority  trending for the most world’s major 

economies and famous pharmaceutical companies. This is due to the social 

significance of the industry's products, changes in the demographic situation in all 

countries of the world, which are associated with an aging population, increasing 

diseases among the world's human, especially the elderly.  

The global pharmaceutical market has experienced significant growth in recent 

years. In 2019, the total global pharmaceutical market was valued at about 1.25 

trillion U.S. dollars. This is a significant increase from 2009 when the market was 

valued at just 830,6 billion U.S. dollars. The pharmaceutical market plays a key role 

in how people get medications and what people pay for medication. However, some 

markets are better for pharmaceutical companies than others (Figure 1.1) [1]. 

 

Figure 1.1 Profit of the worldwide pharmaceutical market 2009-2019, billion USD[1] 
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   The factors that influence on the pharmaceutical market size include disease 

prevalence, medicines affordability, consumer attitudes, government policies and 

some supply-side factors [2,3]: 

 Disease prevalence is related to population size, age, genetic inheritance and 

behavior (infectious disease incidence is lower where sanitation practices are 

better; sedentary lifestyles also encourage chronic disease). 

 Affordability is related to income but also to medicines prices. 

 Consumer attitudes include willingness to use alternative therapies or distrust 

of taking medicines. 

 Government (and insurance company) policies affect reimbursement and who 

the payer is. Other government policies determine regulation, which can be a 

significant barrier to the launch of new treatments. 

 A major supply-side factor is availability of an appropriate treatment, which 

may be a matter of quantity, as in an epidemic, or of medicines discovery and 

development. 

  During of analyzing of Ukrainian pharmaceutical market there is determined the 

volume of manufacturing medicines in the last 5 years. Since 2015 we have seen 

upward trend. From 2015 to 2017 Ukrainian companies increased manufacturing 

from 42,1 thousand ton to 48 thousand ton. In 2018 the volume dropped to 44,7 

thousand ton and in the 2019 becoming 46,9 thousand ton [4].  

 

Figure 1.2 Volume of manufacturing medicines by Ukrainian pharmaceutical 

companies from 2015 to 2019, thousand ton [4] 
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   Pharmaceutical sphere is very popular in international business, because it has 

one of the biggest profit in the world. There are 10 the most popular and profitable 

companies in the international pharmaceutical market (Figure. 1.3). The leading 

company-manufactory is China Resources National (75,8 billion dollars US), 

Johnson & Johnson (71,9 billion USD) [5].  

 

Figure 1.3 Annual profit of the largest pharmaceutical companies in 2019, billion 

USD [5] 

 

   The main part of medicines launching in the international market are made by 

USA, Japan, Germany, France, Great Britain, Switzerland, Italy and Belgium. These 

countries are producers of original, most effective and high-quality medicines. The 

dynamics of the global pharmaceutical market shows that medicines will remain in 

the future one of the most promising industries over the past 10 years (Figure 1.4). 

    Also, this countries are the biggest importers of pharmaceuticals products. The 

United States of America is the first country in the import of medicines. The value of 

import has grew up on 42,1 million USD in the last 5 years. Germany is on the 

second level and it has plus 14,4 million USD in 2019  (Figure 1.4)[6].  
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Figure 1.4 Volume of medicines imported to Ukraine in 2015-2019, million USD [6] 

 

Besides international pharmaceutical market, there is Ukrainian pharmaceutical 

market that includes famous and successfully medicines. Domestic pharmaceutical 

manufacturers are gaining market share. In some segments, they even displace 

imported medicines. However, recent events with the spread of COVID-19 have 

shown that the pharmaceutical market faces new challenges that did not exist before. 

A research of Ukrainian pharmaceutical companies was conducted, during which we 

determined that the leaders are: JSC  “Pharmak“, Corporation “Arterium” , CJSC 

“Darnytsia”, Сorporation “Yuria-Pharm”, LLC “Pharmaceutical company Zdorovya” 

and other [7]. 

International trade of medicines becomes more significant every year. 

Ukrainian market includes many types of medicines. Every year our country 

import the large volume of medicines that is why foreign manufacturers have a big 

part in our market. Since 2015 we have seen upward trend. In 2015 our country 

imported 1,09 billion USD (17,4 billion tons), in 2016 the value was 1,29 

billion USD (22,9 billion tons), in 2017 – 1,42 billion USD (25,5 billion tons), in 

2018 – 1,53 billion USD (24,9 billion tons). But in 2019 we have less marker - value 

is 1,51 billion USD (22,4 billion tons). We can see it in the figure 1.5 [8]. 
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Figure 1.5 Dynamics of medicines import into Ukraine in 2015-2019, billion USD [8] 

 

Ukraine has many companies of product medicines like JSC “Pharmak“, 

Corporation “Arterium” , CJSC “Darnytsia” and export it to other countries. We have 

wide pharmaceutical market and have possibility to sell it in international market. In 

the last 5 years, volume of export has increased on 75 million USD. Since 2015 we 

have seen upward trend. In 2015 Ukraine exported 0,14 billion USD (10 billion tons), 

in 2016 the value was 0,16 billion USD (11,3 billion tons), in 2017  – 0,17 billion 

USD (13,3 billion tons), in 2018 - 0,18 billion USD (12,8 billion tons). In 2019 we 

have the biggest value - 0,21 billion USD (14,9 billion tons). We can see it in the 

figure 1.6 [7,8].  

       

Figure 1.6 Dynamics of medicines export in 2015 - 2019, billion USD [8] 

 

The volume of the Ukrainian pharmaceutical market is growing every year. This 

is due to the large number of pharmaceutical companies in the international market 

and the high demand of the population for medicines. Ukrainian pharmaceutical 

companies can not have such a rapid development, as it is impossible in the economic 

conditions of our country. But despite this, our manufacturers have quality and 

popular medicines. 
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1.2. Analysis of WTO countries and Ukrainian legislation on medicines 

safety and quality regulation. 

The rapid development of modern medicines requires restorative legal 

regulation. According to international standards, the laws carry out international trade 

in medicines, which requires control by the relevant national authorities. Each of the 

WTO countries has its own laws and rules for the import of medicines into the 

country. But there is also international law that is common to the regulatory quality of 

medicines for WTO countries. 

Medicines are a special category of goods. The legislative definition of the 

concept of medicines is contained in the Law of Ukraine “On medicines”. There is 

the definition of medicines according to article 2 of this Law [9]:  

 medicines are substances or their mixtures, of natural, synthetic, or 

biotechnological nature used for prevention of pregnancy, for prophylaxis, 

diagnosis, and treatment of human diseases, or intended to change the 

physiological state and functions of the organism; 

 medicines shall include: active agents (substances); finished medicines 

(medicinal preparations, medicines, medicaments); homoeopathic agents; 

agents used to detect and eliminate pathogenic organisms or parasites; 

cosmetic products and medicinal supplements to food products; 

Legal relations related to the making, registration, production, quality control 

and sale of medicines means, rights and responsibilities of enterprises, institutions, 

organizations and citizens, as well as the powers in this area of executive authorities 

and officials are defined and regulated by the Law of Ukraine "On medicines". The 

legislation on medicines consists of the Law and other acts of legislation adopted in 

accordance with it. In accordance with the Regulation on the State Service of Ukraine 

for Medicines and Drug Control, approved by the Resolution of the Cabinet of 

Ministers of Ukraine dated August 15, 2015 №647 (with changes), the central 

executive body that implements the state policy in the areas of quality control and 

safety of medicines is the State Service of Ukraine for Medicines and Drug Control[ 

10]. 
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Legislation governing the quality of medicines has scheme in figure 1.7. All 

normative documents used by WTO countries and Ukrainian subjects of quality 

regulation of medicines are closely related to each other. Thus, there is a single 

document for determining the quality of medicines - Pharmacopoeia (United States 

Pharmacopeia, European Pharmacopoeia) [11]. According to this document, there are 

two main documents according to which the quality of medicines is regulated – 

Specification for medicine (table with elements that are part of the medicines) and 

Production Analytics (step-by-step testing methods) [12,13]. Quality Control 

Methods (QMS) are formed on the basis of these two documents. After the medicines 

passes all stages of examination, the last document is formed - the Certificate of 

quality of the medicine [15]. 

 

 

 

 

 

 

 

 

 

Figure 1.7 Scheme determination of quality methods control of medicines 

 

The Cabinet of Ministers of Ukraine noted that the import of medicines to Ukraine 

is limited. It can be carried out only with a license for such imports. However, only 

medicines registered in Ukraine can be imported and it must be certified by the 

manufacturer. Customer need to have three documents that are permissible in order to 

overcome the restriction [14]: 

 license; 

 registration certificate; 

 certificate of quality; 

Pharmacopoeia (United 

States Pharmacopeia, 

European 

Pharmacopoeia) 

State Pharmacopoeia 

of Ukraine 

Specification for  

the medicine 

Production 

Analytics for  

the medicine 

Quality 

Control 

Methods 

Certificate of 

quality of the 

medicine 
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But there is unregistered medicines can be imported into the customs territory of 

Ukraine without the right to sell for [14]: 

 conducting preclinical research and clinical trials; 

 registration of medicines in Ukraine; 

 exhibiting at exhibitions, fairs, conferences, etc .; 

 individual use by citizens; 

etc. by a separate decision of the Ukrainian Ministry of Health in the presence of 

documents confirming. 

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Figure 1.8 The procedure of import of medicines in Ukraine [14] 

 

 

The procedure for importing medicines across the customs border of Ukraine is determined by 

the Law of Ukraine "On Medicines" 

1.  Medicines registered in Ukraine 

    Customs authorities can complete the procedure of customs clearance of medicines imports 

only in the presence of:  

•the license 

•registration certificate (Ukrainian Ministry of Health) 

•the certificate of quality of the manufacturer or issued by the State Service of Ukraine 

on Drugs Control 

 

2. Medicines not registered in Ukraine 

Can be imported into the customs territory of Ukraine for: 

•conducting preclinical research and clinical trials 

•registration of medicines in Ukraine (samples of medicines in dosage forms) 

•exhibiting at exhibitions, fairs, conferences, etc. without the right to sell 

•individual use by citizens 

3.Humanitarian aid or certain circumstances (natural disaster, catastrophe, etc.) 

medical equipment and medical devices that are not registered in Ukraine may be imported 

into the customs territory of Ukraine for use in medical practice only after a state 

examination of their quality and safety (the State Service of Ukraine on Drugs Control) 
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The quality of medicines is compliance with all conditions of registration and 

production (technology, production areas, staff).The main indicators that determine 

the quality of medicines are [15]: 

 safety -  is the most important quality property that all consumer goods 

should have. If the permissible safety levels exceed the permissible value, 

medicines are classified as dangerous and destroyed; 

 functional properties - the suitability of products to perform their functions 

as intended in the specified conditions of operation or consumption; 

 eliability - the ability of goods to retain a functional purpose in the process 

of storage and consumption for a predetermined period; 

 environmental friendliness - the degree of harmful effects of medicines on 

the safety of the environment during their production, storage and 

consumption; 

High quality of medicines is provided by quality control of raw materials, 

metrological control of equipment, qualification of workers and quality control of 

finished products, development of requirements to conditions of storage and 

realization.  

   The market for medicines is divided into two major groups: original medicines 

(innovative, hereinafter - original medicines) and their copies (reproduced medicines, 

better known as generic medicines or non-proprietary, hereinafter - generic medicines 

or generics) [16]. 

   The Pharmaceutical Encyclopedia of Ukraine states that  medicenes (generic) is 

a copy that, in terms of therapeutic efficacy and safety, must correspond to an 

innovative (original) preparation produced by pharmaceutical companies after the 

expiration of the patent protection. Patent protection in accordance with the Law of 

Ukraine "On Protection of Rights to Inventions and Utility Models" lasts 20 years, 

and after the expiration of this period, patent protection of medicines can be extended 

for another 5 years. After all the time of protection, this tool goes into the status of 

"unpatented" and becomes free for further use by others, in particular for the creation 
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of generic medicines. In this case, patent protection may be granted on the dosage 

form of the generic, and not on its active substance [17,18]. 

 Clinical trials are performed to determine the quality of medicines. The term 

"clinical trial of a medicies" means research work, purpose which is any study 

involving humans as a subject of study designed to identify or confirm clinical, 

pharmacokinetic, pharmacodynamic and / or other effects, in particular to study the 

absorption, distribution, metabolism and excretion of one or more drugs means and / 

or detection of adverse reactions to one or more of the studied medicines in order to 

assess its (their) safety and / or efficiency in accordance with the Procedure clinical 

trials of medicines and examination of clinical trial materials, approved by the Order 

of the Ministry of Health of Ukraine dated 23.09.2009 № 690 [19]. 

   According to Article 7 Law of Ukraine "On Medicines" clinical trials of 

medicines are produced for the purpose of identification or confirmation efficacy and 

safety of the medicines. Clinical trials of medicines in Ukraine are carried out in 

accordance with the Guidelines "Good Clinical Practice" according to the Order of 

the Ministry of Health of Ukraine dated 16.02.2009 № 95 as last amended. The 

adopted Guidelines operate in accordance with the above-mentioned GCP 

International Standard on Planning Quality and conducting clinical trials of 

medicines in their use with human participation, as well as documentation and 

presentation of their results. In addition, it is applied to generic medicines. Analyzing 

the international legislation in the field of medical research with human participation, 

we can mention the Convention for the Protection of Human Rights and Dignity with 

regard to the Application of Biology and Medicine: Convention on Human Rights 

and Biomedicine dated of 4 April 1997 [20,21]. 

   GMP is a system of rules and guidelines for the production of medicines and 

medical supplies. It regulates and evaluates the parameters of production and quality 

control of medicines, which is mandatory for further registration of the medicines and 

its release for sale [22]. The main purpose of GMP is not to harm the consumer with 

the products and to ensure the quality of such a product by certifying that it is safe to 

use. Subsequently, the standard adopted in the United States was regulated in many 
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countries around the world. For example, GMP is accepted in all countries 

participating in the System of National Pharmaceutical Inspectors Europe (PIC/S), 

which is an international system of control over the production and circulation of 

medicines [23]. Based on the US GMP, the EU Directive was created and adopted 

with its own amendments «EU Guideline Good Manufacturing Practice Medicines 

for Human and Veterinary Use» from 91/356 / EEU as amended by Directive 

2014/94 / EU and 91/412 / EEU respectively. Directive 2014/94 sets out the 

principles and basic principles of good manufacturing practice for treatment and sale 

of medicines for humans [24]. 

The EU GMP Guideline replaces the “Medicines. Good Manufacturing 

Practice” from 2015, as appropriate changes have been made. This Guideline aims to 

introduce modern quality standards that the EU has to develop, manufacture and 

control of medicines. It states that the effectiveness of good manufacturing practices 

in the EU depends on the trade licensing system. Therefore, a license is a mandatory 

document for pharmaceutical manufacturers in the EU, regardless of where will be 

the sale of medecines - in the EU, or outside them [25]. 

 

 

1.3. Peculiarities of tariff and non-tariff regulation of medicines import 

from WTO countries. 

Import of goods into the customs territory of Ukraine under the import regime 

involves the payment of taxes and fees specified by the laws of our country according  

to the Custom Code of Ukraine. When moving goods (including medicines) and 

vehicles across the customs border of Ukraine, the following taxes are levied in 

accordance with the current laws of Ukraine [26]: 

 import duty; 

 value added tax (VAT) during import operations; 

 payment for customs clearance of goods outside the location of customs 

authorities or out the working time; 
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  Import duty shall be imposed on the goods imported into the customs territory 

of Ukraine. Establishment of new and change the current rates of import duty defined 

in the Customs tariff of Ukraine and it carried out by the Verkhovna Rada of Ukraine 

through the adoption of laws of Ukraine [26]. 

If medicines that belong to commodity position – 3004 imported from WTO 

country, there is import duty – 0%.  And according to the the Tax Code Value added 

tax is 7 %.  The example of taxes for medicines (UCGFEA – 3004490000) that 

imported from WTO country has [27, 28]: 

 import duty - 0%; 

 value added tax (VAT) - 7%; 

There is import duty in the amount of 0% for medicines in accordance with the 

Customs Code of Ukraine. It includes pharmaceutical products, compounds used for 

its manufacture, which are not produced in Ukraine and are classified by product 

groups 28, 29, 30 of UCGFEA the list of which is approved by the Cabinet of 

Ministers of Ukraine [28]. 

 Importantly, with the accession to the WTO, Ukraine has undertaken additional 

international obligations to exempt from duty the components used for the production 

of finished medicines. Therefore, in order to provide the Ukrainian population with 

imported medicines, operations on importing medicines by legal entities are exempt 

from customs duties [29].  

The issue of VAT taxation are important during the import of medicines and 

the grounds for exemption from payment of this tax. VAT is a consumption tax 

placed on a product whenever value is added at each stage of the supply chain, from 

production to the point of sale. 

In accordance with the Tax Code sets the VAT rate at 7% of the tax base for: 

 supply in the customs territory of Ukraine and import into the customs territory 

of Ukraine of medicines authorized for production and use in Ukraine and 

entered in the State Register of medicines according to the list approved by the 

Cabinet of Ministers of Ukraine; 
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 supply in the customs territory of Ukraine and import into its customs territory 

of medicines for use in clinical trials, authorized to be issued by the central 

executive body, which ensures the formation of state policy in the field of 

health care; 

The presence in the Database of the specified medicines and confirmation of its 

inclusion in the State Register of medicines is the basis for exemption of medicines 

from VAT during their importation into the customs territory of Ukraine. [30].  

The State Customs Service defines such a condition for exemption from VAT 

on a medicines as mandatory. Mandatory conditions for granting VAT benefits on 

imported medicines are [27]:  

 submission by legal entities during customs clearance of the original or 

notarized copy of the registration certificate for the medicines and production 

license; 

 the presence of the specified medicines in the State Register of medicines and 

in the Database; 

 during customs clearance, the VAT preference code “02” must be entered in 

the cargo customs declaration; 

If the medicine does not match one of the conditions, the VAT will be 20 %. 

Measures of non-tariff regulation of foreign economic activity - not related to 

the application of customs duties on goods that move across the customs border of 

Ukraine, established in accordance with the law prohibitions and restrictions aimed at 

protecting the internal market, public order and safety, public morals, health and life 

of people and animals, protection of the natural environment, protection of the rights 

of consumers of goods imported into Ukraine, Non-tariff regulation of medicines 

import from WTO countries includes such measures: 

 registration of medicines and inclusion it in the State Register of 

Medicines; 

 licensing of medicines; 

 official control measures  - veterinary and sanitary control of medicines; 



25 
 

Registration of a medicine is one of the measures of non-tariff regulation. This 

procedure includes assigned a registration number for medicine and it is entered in 

the State Register of Medicinal Products. State registration of medicines in Ukraine 

gives the right to use and sell them only on the territory of Ukraine. If procedure 

finishes successfully, Registration Certificate can be issues by the Ukrainian Ministry 

of Health. There is the basis for the issuance of a licensee for the import of 

medicines: availability of appropriate material and technical base, qualified 

personnel, aconditions for quality control of imported  medicines. The license for 

import of medicines is issued together with the Annexes, which indicates the place of 

business of the licensee. The license for the import of medicines is an integral part of 

it and is issued in the appropriate form. Information about all stages of the 

technological process is indicated in the registration dossier [31]. 

  According to the Resolution of the Cabinet Ministers of Ukraine “Some 

issues of official control of goods imported into the customs territory of Ukraine” 

October 24, 2018 №960 (with changes), medicines are subject to phytosanitary 

control. The medicines must have a phytosanitary certificate in the original, issued by 

the state body for quarantine and plant protection of the exporting country, certifying 

the phytosanitary status of the product. This document is subject to verification 

during the preliminary documentary control [32]. 



26 
 

CHAPTER 2 

ASSORTMENT ANALYSIS AND IDENTIFICATION EXPERT 

EXAMINATION OF MEDICINES 

 

2.1. Organization, object and research methods 

During of the work, the research of medicines quality was conducted at the 

State Expert Center. The object of research is medicines, named Flucold-N. It is 

intended for symptomatic treatment of acute respiratory viral infections and 

influenza, accompanied by fever, chills, headache, runny nose and nasal congestion, 

sneezing, aches and pain in the body. There is the scheme according to which the 

work was executed and the analysis of the medicine was implemented on the Figure 

2.1.

 

 

Figure 2.1 Scheme of analysis of medicines 



27 
 

In order to analyze and identificate of medicines, samples of goods are taken in 

the minimum quantity, which provides an opportunity to examine them (analysis, 

examination) according to the standards approved by the specially authorized central 

executive body in the field of customs [33,34].  

 

 

 

 

 

 

 

 

 

 

 

 

Figure 2.2 Scheme of customs examination of medicine 

 Identification of a medicines is a very important part of customs control, as it will 

determine the quality of medicines that will be on the Ukrainian market. Therefore, 

customs authorities pay special attention to correctness identification of indicators 

such as country of origin and customs value, including medicines not included in the 

State Register of Medicines and measures are taken to accelerate customs control 

[35]. 

 The purpose of identification is establishing the content of the main constituent 

substances of the medicines, establishing the absence of substances that are 

prohibited for movement on the Ukrainian territory and definition the quality of 

medicines. It include such criteria, means and methods. There is two types of criteria: 

general and specific [36].  Identification expert examination of medicines for customs 

purposes is done by analytical method, organoleptic method and instrumental method 

(Table 2.4). 

1. Preparation of requests of customs authorities to the customs laboratory 

2. Preparation of a package of documents for the object of study 

 
3. Sampling of goods by customs authorities; 

 4. Sending samples of goods and documentation to the customs laboratory; 

 
5. Conducting research by expert of a special laboratory 

 
6. Preparation by the expert of a special laboratory conclusions for research 

results 

 
7. Sending the conclusion of the customs laboratory on the results expertise 

 

Scheme of customs examination of medicines when moving across the           

customs border of Ukraine: 
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2.2 Analysis of medicines assortment imported from WTO countries. 

The pharmaceutical market of Ukraine includes many foreign medicines. Most 

of these medicines are imported from WTO countries. The range of medicines is 

divided into prescription and non-prescription medicines (OTC). Since most of our 

medicines are available without a prescription, we can analyze this group of 

medicines. There are the most popular medicines, that imported from WTO countries.  

There is shows the leader of medicines that are in the pharmaceutical market of 

Ukraine in the Table 2.1. European country like Germany, UK, Italy, France have the 

most popular medicines in our pharmaceutical market. 

Table 2.1 

The range of leaders of medicines imported from WTO countries 

Medicines Active substance Manufacturer 

Actovegin deproteinized calf blood 

haemoderivative 

Takeda Pharmaceutical 

Company Limited (Germany) 

Nurofen Ibuprofen Reckitt Benckiser Healthcare 

International Ltd (United 

Kingdom) 

Nimesil Nimesulide LLC”E Pharma Trento” (Italy) 

No-shpa Drotaverine Representative organization 

“Sanofi-Aventis Group JSC” 

(France) 

Essentiale® forte N Phospholipides A. Nattermann & Cie. GmbH 

(Germany) 

Spasmalgon® metamizole sodium, 

pitofenone, fenpiverinium 

bromide) 

LLC “Sopharma AD” 

(Bulgaria) 

Sinupret® sorrel herbs, verbena herbs, 

gentian root, elder flowers, 

primrose flowers 

 

Dragenopharm Apotheker 

Puschl GmbH (Germany) 

 

Indian medicines are widely represented on the Ukrainian pharmaceutical 

market. India is a member of the WTO and we can analyze in detail the range of 

Indian medicines that are presented on the Ukrainian market. The main exporters of 
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medicines from India to Ukraine are the following manufacturers: LLC “Cipla”, LLC 

“Nabros Pharma”, LLC “Natco Pharma ”, LLC “Dr. Reddy’s Laboratories Ltd”. 

Our world has very diverse pharmaceutical market and it increases every year. 

One of the leader is Dr. Reddy’s Laboratories – Indian pharmaceutical company that 

has noticeable position on the Ukrainian market. This company is a representative of 

the medicines of the above-mentioned Indian companies and also imports medicines 

from Europe countries.  

The company has over 190 medications, 60 active pharmaceutical ingredients 

(APIs) for medicines manufacture, diagnostic kits, critical care, and biotechnology 

products.  Dr. Reddy’s Laboratories works with other famous pharmaceutical 

companies that supply it medicines to Ukrainian pharmaceutical market: 

LLC “Dr. Reddy’s Laboratorie”s includes 3 types of pharmaceuticals products: 

medicines, food supplement and cosmetics. Also, this pharmaceuticals products are 

divided to prescription (Rx) and non-prescription medicines (OTC). There is the most 

popular medicines that are imported by LLC “Dr. Reddy’s Laboratories”. 

Prescription medicines (Rx) are a group of medicines that require a prescription. 

Non-prescription (OTC) are a large group of medicines that a patient can buy for self-

medication in a pharmacy without a prescription. 

Prescription medicines (Rx) include such medicines like: “Omez”, “Cetrine”, 

“Nise”, “Flucold”. “Omez”, “Cetrine”, “Nise” medicines are made by Dr. Reddy’s 

Laboratories and have different purpose, active substance, release form and dosage. 

Flucold is produced by Nabros Pharma pvt Ltd and also have different characteristics 

of medicine. “Omez” tablets used when person has problem with stomach. It has two 

realese forms – capsules and injection. “Cetrine” medicine can help against allergies. 

It has only one release form – tablets. “Nise” and “Flucold” are very good analgesics 

and “Flucold” tablets can  help against flue. This medicines has similar release form – 

tablets. 
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Table 2.2 

Characteristics of the assortment of Rx medicines 

Name Purpose Active 

substance 

Release form Dosage Manufacturer 

Omez D caps. N30  antiulcer omeprazole capsules  30 

capsules 

Dr. Reddy’s 

Laboratories 

Omez caps. 10 mg  antiulcer omeprazole capsules 10,20,30 

mg 

Dr. Reddy’s 

Laboratories 

Omez DSR caps.  antiulcer omeprazole capsules 30 

capsules 

Dr. Reddy’s 

Laboratories 

Omez injections 40 

mg N1 

antiulcer omeprazole injection 40 mg Dr. Reddy’s 

Laboratories 

Cetrine tab 10 mg 

N20 

against 

allergies 

cetirizine Tablets 10 mg Dr. Reddy’s 

Laboratories 

Cetrine tab 10 mg 

N30  

against 

allergies 

cetirizine Tablets 10 mg Dr. Reddy’s 

Laboratories 

Nise tab 100 mg 

N20  

acute pain Nimesulide Tablets 100 mg Dr. Reddy’s 

Laboratories 

Flucold Lozenges 

lemon N18 

analgesics paracetamol Tablets 18 tablets Nabros 

Flucold Lozenges 

orange N18  

analgesics paracetamol Tablets 18 tablets Nabros 

Flucold-N tab N12, 

N200  

analgesics paracetamol Tablets 18 tablets Nabros 

 

Non-prescription medicines (OTC) include three types of medicines. “Vicks” and 

“Nasivin” medicinesares widely used against fight coughs, colds and flu. It has 

different release form like balsam, spray nasal, powder and drops. They are produced 

by Germany company “Proctor&Gamble”. Medicines named “Ketorol” are  produced 

by Dr. Reddy’s Laboratories and are good analgesics in Ukrainian pharmaceutical 

market. This medicines are popular in Ukrainian pharmaceutical market because 

people need Rx medicines every day. And it has comfortable dosage form for every 

person. The assortment of Rx medicines showed in the Table 2.3. 
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Table 2.3 

Characteristics of the assortment of OTC medicines 

Name Purpose Active 

substance 

Release 

form 

Dosage Manufacturer 

Vicks Active 

Balsam, 25 g, N1 

fight 

coughs, 

colds and 

flu 

oxymetazoline 

hydrochloride 

Balsam 25 g, 50 g Proctor&Gamble 

Vicks Active 

Sinex, spray nasal 

0,5 mg/ml, 15 ml 

N1 

fight 

coughs, 

colds and 

flu 

oxymetazoline 

hydrochloride 

spray nasal 15 ml Proctor&Gamble 

Vicks AntiGrip 

Complex, N10 

(P&G) 

fight 

coughs, 

colds and 

flu 

paracetamol Powder 5,00 

g 

Proctor&Gamble 

Vicks AntiGrip 

Max, lemon flavor, 

N10 (P&G) 

fight 

coughs, 

colds and 

flu 

paracetamol Powder 5,00 g 

 

Proctor&Gamble 

Ketorol amp 30 

mg/ml (1 ml) N10  

analgesics ketorolac Injection 30 mg/m Dr. Reddy’s 

Laboratories 

Ketorol Gel 2% 30 

g N1 (Fto-6) 

analgesics ketorolac Gel 30 g Dr. Reddy’s 

Laboratories 

Ketorol tab 10 mg 

N20  (FTO-2) 

analgesics ketorolac tablets 10 mg Dr. Reddy’s 

Laboratories 

Nasivin drops 

nasal 0,01% 5 ml 

N1 

fight 

coughs, 

colds and 

flu 

oxymetazoline drops 5 ml, 10 

ml 

Proctor&Gamble 

Nasivin spray 

nasal 0,05% 10 ml 

N1 

fight 

coughs, 

colds and 

flu 

oxymetazoline spray 10 ml Proctor&Gamble 

 

In this work we analize the medicine “Flucold-N tablets N200” and it has own 

assortment of the medicine. This medicine has 4 types, which are taken in different 

dosage forms. The first is - Flucold Lozenges, that has 2 types of smell: lemon and 

orange. Also, there are Flucold-N that has tablets dosage. This medicines is 

manufactured by the Indian company Nabros Pharma pvt Ltd, which is a prominent 

manufacturer of medicines in the global pharmaceutical market. Despite the fact that 

this medicine is produced by Nabros Pharma pvt Ltd, we can describe this medicine 

as belonging to the assortment of medicines of Dr. Reddy’s Laboratories, because Dr. 
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Reddy’s Laboratories is the representative of this medicine. Flucold is a generic and 

contains the active substance - Paracetamol.  

There is the sales structure of medicines that are in the pharmaceutical market of 

Ukraine. We can analyze the most popular medicines on the our pharmaceutical 

market on the example of medicines that imported by LLC “Dr. Reddy’s 

Laboratories”. 

 The leader is – Omez. This medicine is for person who has problem with 

stomach. It has 13,3 % from imported medicines. It has 3 form of realese: capsules, 

injection and powder. Another medicine – Cetrine tablets. It helps people who have 

allergic reactions in the body. It has 12,5 % from imported medicines. It has only 1 

form of reales – tablets.  Vicks is not less popular medicines, that is imported from 

Germany - The Procter &Gamble Company. This medicine helps fight coughs, colds 

and flu. It has 12,5 % from imported medicines. Nise is a medicine for the treatment 

of acute pain. It has 9,2 % from imported medicines. This medicine has one form of 

release: 

 

 

Figure 2.3 Sales structure of medicines produced by Dr. Reddy’s Laboratories, % 

 

The market for medicines will expand every year. The range of medicines will 

expand accordingly. Distribution of medicines manufacturers of foreign companies is 

the main goal of this manufacturers. Ukraine works closely with WTO 

pharmaceutical companies. Therefore, the range of medicines will be expanded by 

importing them from these countries. 
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2.3. Identification expert examination of medicines for customs purposes. 

Ukrainian authority of quality control implements measures in order to prevent 

the circulation of falsified and unregistered products. Medicines can be imported in 

Ukraine if company have Certificate of Quality on particular medicines or batch of 

medicines. The control are provided by State Medical Service. Company send an 

application to the Public oversight authorities about conclusion of the quality of 

imported medicines in order to realize this product in the Ukrainian market. The 

application includes such documents (the copy of) [36, 37]: 

 Certificate of Quality which issued by the manufactory for every batch of 

medicines; 

 custom declaration with stamp of custom sign off leader of company; 

 invoice; 

 marketing authorization for imported medicines; 

 the document which issued by State Medical Service about accordance of 

conditions of production for the all requirements; 

Laboratory analysis is done in the laboratories of quality control and safety of 

medicines. At time of state inspection committee company places the cargo with 

medicines separately from other products in a specially designated area. State 

inspection committee includes such action: 

 inspection of the documents which file by company; 

 checking of medicines according to the custom declaration and achievement of 

sight control for every batch; 

In the context of medicines “Flucold” which is produced by LLC “Dr. Reddy’s 

Laboratories”, there was achievement of identification of this tablets. As the 

medicines was registration in Ukraine in April 27, 2017 and this import operation 

was not the first, the company must give Certificates of Quality of every batch and 

the cargo with medicines was subject of sight control. Also, the company has the 

Certificate of GMP which proves that this medicine is quality and safety. 
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There are showed result of laboratory test of identification of “Flucold”  that 

was achievement by company of producing. In process of import, there was 8 Batch 

of “Flucold” and in this table is showed identification of 1 batch. Other 7 batch are 

similar. Certificates of quality are compliant with: specification of the approved 

methods of control quality, conformity certificate producing of medicines GMP, 

requirement of Ukrainian legislation (table 2.4). 

Table 2.4 

Criteria, means and methods of identification of medicines 

Criteria / indicators Means Method 

General: 

Type of product 

 

Regulatory document, 

goods, marking 

Analytical 

Name of product 

 

Marking, 

accompanying 

documents, goods 

Analytical 

Classification Group 

 

The explanation to the 

UCGFEA 

Analytical 

Country of origin 

 

Marking, accompanying 

Documents 

Analytical 

Marking completeness Regulatory document, 

marking, goods 

Analytical 

Product destination Marking, 

accompanying 

documents, goods 

Analytical 

Specific: 

Pharmaceutical group 

 

The Law of Ukraine #460 

dated Augusts 23, 2015 [38] 

Analytical 

Pharmaceuticals form 

 

Marking, 

accompanying 

documents, goods 

Organoleptic 

Active substance 

 

European Pharmacopoeia 

2.9.29 [39] 

Instrumental 

Caffeine content 

 

European Pharmacopoeia 

2.9.29 [39] 

Instrumental 

Abrasion European Pharmacopoeia 

2.9.7 [39] 

Instrumental 

Resistance to crushing 

 

European Pharmacopoeia 

2.9.7 [39] 

Instrumental 

Thickness of tablet The State Pharmacopoeia of 

Ukraine (the 1st  edition) [40] 

Instrumental 

 

The purpose of identification is establishing the content of the main constituent 

substances of the medicines, establishing the absence of substances that are 
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prohibited for movement on the Ukrainian territory and definition the quality of 

medicines. There are describes all methods and technology for determining the 

substances that are part of the medicine. 

As analytical method we determined such criteria like: product name, type of 

product, classification group, country of origin, marking completeness, product 

destination, pharmaceutical group.  

Organoleptic method - a generalized assessment of its quality, carried out only 

with the help of human senses. In this case, are evaluated as external characteristics 

such as pharmaceuticals form. 

By instrumental method determine the content of:  

1. Active substance (Paracetamol) and Caffeine. This analysis is performed by 

liquid chromatography in accordance with the European Pharmacopoeia [39]. 

The exact portion of the crushed tablets of the medicines, equivalent to the 

average weight of 1 tablet, is made in a volumetric flask with a capacity of 100 ml. 

Then add 50 ml of mobile phase and shake with an ultrasonic bath for 25 minutes and 

mix. 

The test and standard solutions are alternately chromatographed under the 

specified conditions, obtaining at least 5 chromatograms for each. The ratio of the 

components of the mobile phase can be adjusted depending on the characteristics of 

the chromatographic system. 

The results of the analysis are considered reliable if the requirements for the 

suitability of the chromographic system are met. 

The content of paracetamol and caffeine in the preparation, in mg/tabl., is 

calculated by the formula (formula 2.1): 

                                                             (2.1) 

Apa, Ast - peak areas of the determined component on the chromatographs and 

standard samples; 

Mst - sample of standard sample, mg; 

Mts- sample weight of the test sample, mg; 
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Mam - average tablet weight, mg; 

P - the content of the basic substance in the suspension,%; 

The content of paracetamol in one tablet (450-550) mg, (90-110)%. 

The caffeine content in one tablet (27-33) mg, (90-110)%. 

2. Abrasion. 

The determination is performed on 10 tablets in accordance with the 

requirements of the European Pharmacopoeia [39]. 

3. Resistance to crushing. 

The determination is performed on 10 tablets in accordance with the 

requirements of the European Pharmacopoeia [39]. 

The result of identification expert examination of medicine “Flucold” by the 

general criteria are shown in the Table 2.5.  

Table 2.5 

The result of expert examination of medicine “Flucold” by general criteria 

Criteria Result 

Type of product Medicines 

Product Name Flucold 

Classification Group 3004490000 

Country of origin India 

Marking сompleteness Full (Country of manufactory, Number of 

batches, name, content) 

          

 There are the results of general criteria in the Table 2.6. Medicines is the type 

of product of this sample. Product Name is Flucold. This medicines has particular 

Classification Group – 3004490000. All products have each other country of origin. 

This medicine is made in India. Also, marking of product must be full and it includes 

all needful information.  

The result of identification expert examination of medicine “Flucold” by the 

general criteria are shown in the Table 2.6.  
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Table 2.6 

The result of expert examination of medicine “Flucold” by specific criteria 

Criteria Result 

Pharmaceutical group Generics 

Pharmaceuticals form Tablets 

Active substance Paracetamol 

Caffeine content 70% 

Average weight of tablets 646,49 mg 

Abrasion 0,31 % 

Resistance to crushing 7,06 kg/cm2 

Thickness of tablet 5,20 mm 

 

Specific criteria of medicines are very important in the process of 

identification. Flucold belong to Generics pharmaceutical group. It’s mean that 

generic medicines is a medication created to be the same as an existing approved 

brand-name medicine in dosage form, safety, strength, route of administration, 

quality, and performance characteristics. 

 Pharmaceuticals form of medicines – tablets. All medicines must have active 

substance. An active substance  is the ingredient in a pharmaceutical medicines or 

pesticide that is biologically active. Flucold has Paracetamol. Also there is other 

substance: Caffeine content - 70%.  Average weight of tablets is 646,49 mg.   

The abrasion is - 0,31 % and it is a type of open wound that's caused by the 

skin rubbing against a rough surface. Resistance to crushing  (hardness) - 7,06 kg/cm2 

.  Tablet thickness is determine by the diameter of the tablet. Micrometer and vernier 

caliper are used for checking tablet thickness and Flucold has 5,20 mm. 

One of the most important stage of identification expert examination of 

medicines is the determination of code according to the UCGFEA. The expert report 

shows that this medicine complies with this code and accordingly has its own 

customs duties determined by the Ukrainian legislation. Expert report that was done 

by Kiev Chamber of commerce and industry showed that the medical product has 

such code according to UCGFEA: 3004490000  Medicinal product [medicines] (to 
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the exclusion of goods that include to the commodity items 3002, 3005, or 3006), that 

consist of mixes or not mixes products for therapeutic abo prophylactic use, in dosage 

form or packaged for retail trade [41]: - that include alkaloid or their matching, but 

without hormone, other composites commodity item 2937 or antibiotic: - - prepacked 

for retail trade. 
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CHAPTER 3 

CUSTOMS CLEARANCE OF MEDICINES IMPORT FROM WTO 

COUNTRIES 

 

3.1. Determining of medicines country of origin. 

According to Article 36 of the CCU [26], the origin of medicine is determined 

for the purpose of taxation of this product, the application of non-tariff regulations, 

prohibitions and restrictions, as well as ensuring the accounting of this product in 

foreign trade statistics. The country of origin is determined on the basis of the 

principles of international practice. Also, according to Art. 36 of the СCU, the 

country of origin of goods is considered to be the country in which the goods were 

fully manufactured or subjected to sufficient processing in accordance with the 

criteria established by this Code. The country of origin can be group of countries, 

customs unions of countries, region or part of a country, if it is necessary to separate 

them in order to determine the origin of goods.  

The confirmation the country of origin of the medicines is the Registration 

Certificate [42]. Country of origin of the medicine - the country of the manufacturer 

and/or holder of the registration certificate for the medicines. If more than one 

manufacturer is indicated in the registration certificate for medicines, the country of 

origin shall be the country of the holder of the Registration Certificate [Annex F].  

The Registration Certificate approved by the Ministry of Health of Ukraine for 

the medicine – tablets “Flucold – N”. This document is a guarantee that this medicine 

is included in the state register of medicines. 

This document has the number – UA/6266/01/01 [Annex F].  

According to Article 9 of the Law of Ukraine "On medicines " and the 

resolution of the Cabinet of Ministers of Ukraine of May 26, 2005 №376 "On 

approval of the procedure for state registration (re-registration) of medicines and fees 

for their state registration (re-registration)" – medicine (tablets Flucold – N) is re-

registered in Ukraine indefinitely. The validity of the registration certificate on the 

territory of Ukraine is unlimited [9]. 
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In  the registration certificate country of origin of this medicines is – India, that 

is “Nabros Pharma Pvt. Ltd./Survey No. 110/A/2 Amit Farm, Jain Upasrya, Near 

Coca Cola Factory, N. H. No. 8/Kajipura – 387411, Kheda, India”. This document is 

mentioned under the code “d9904” UA/6266/01/01 – 27.04.17 in the “Box №31” of 

the MD-6. 

According to Order of Ministry Finance of Ukraine “About the statement of the 

Procedure for filling in customs declarations on the form administrative document” 

the letter code Alpha-2 of the country of origin is indicated according to the 

classification of the world countries in the Box №34 “Country of origin code” of the 

MD-2. In our case it is the letter code Alpha-2 of India “IN”. 

Also if the country of origin is unknown or a certificate of origin is issued for 

the product made by mixing with the definition of the origin of the components, but 

without determining the origin of the final product, the Box 34 “Country of origin 

code” includes - “00” 

 

 

3.2. Determination of customs value and taxation of medicines import. 

Determining the true customs value of goods, including medicines that are 

imported to Ukraine is a very important step in completing customs formalities for 

goods that are in import regime. Determining the customs value affects the 

completeness of customs payments and the filling of the state budget of Ukraine. 

Customs clearance is the performance of customs formalities by customs 

officials of the State Fiscal Service of Ukraine, necessary for the release of goods, 

including medicines. 

Medicines are imported to Ukraine in accordance with MD 

UA100400/2020/119402 in the import customs regime. So their customs value is 

determined in accordance with Chapter 9 of the СCU. The declaration of the customs 

value of food processors is carried out by the declarant LLC “Universal Logistic”in 

accordance with the procedure established by Section VIII of the СCU. 

The declared customs value is confirmed by such documents [43]: 
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     1) declaration of customs value submitted in the cases specified in parts five 

and six of Article 52 of the СCU, and documents confirming the numerical values of 

the components of customs value on the basis of which the customs value was 

calculated (Annex A ); 

     2) Supply agreement  and annexes to it in the case of their presence (in our 

case, Supply agreement №2020-06-01/NPPL dated 01.06.2020) (Annex G); 

     3) invoice or proforma invoice (if the product is not the object of sale) (in 

our case, the invoice №EXP/40/20-21 from 18.09.2020 - Annex B); 

     4) other documents that can be identified with imported medicines, and 

which contain information about the cost of the latter; 

The customs value of medicines is determined  imported into Ukraine in 

accordance with the customs regime of import was carried out according to the main 

method - the price of the agreement (contract) for imported goods (transaction cost). 

This corresponds to the code "1" in box 43 of MD UA100400/2020/119402. 

 Medicines for the value 214434, 00 USD were imported to Ukraine. This price 

mentioned in the Invoice № EXP/40/20-21 (Annex A). There were imported 19494 

packs of tablets “Flucold-N tablets N200” for amounts 214434,00 USD. 

Table 3.1 

Calculation of the invoice value of medicines “Flucold-N tablets” 

№EXP/40/20-dated 18/09/2020 

Description of 

goods 

Batch № Quantity, pack Price per unit, 

USD 

Amounts, USD 

Flucold-N tablets 

N200 

FB0451 2438 11,00 26818,00 

FB0452 2439 11,00 26829,00 

FB0453 2836 11,00 26796,00 

FB0454 2434 11,00 26774,00 

FB0455 2438 11,00 26818,00 

FB0456 2437 11,00 26807,00 

FB0457 2439 11,00 26829,00 

FB0458 2433 11,00 26763,00 

 19494  214434,00 
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In our case, invoice value is 214434,0000 that mentioned in box 42 “The price 

of the goods” and in the box  22 “Currency and total amount on the account” of the 

MD UA100400/2020/119402.  

The invoice states that the Terms of delivery of medicines is “CIP”. According 

to Incoterms 2010 the seller must pay the costs and freight required to deliver the 

goods to the place of destination. So in this case invoice value includes costs and 

freight. 

As the custom clearance was done 22 October 2020, the exchange rate was 28, 

27370000 according to the MD UA100400/2020/119402. This rate should be 

appropriate to the current dollar rate on the National Bank of Ukraine.   

So, the basis of accrual will be the amount of 6062842,59 UAH (214434, 00 

USD*28.2737UAH). According to Tax Code of Ukraine all registered medicines that 

belong to “3004” group of UCGFEA like Flucold-N has VAT – 7 % and import duty 

– 0%. 

There is analyzing of the calculation import duty when medicines are imported. 

The first box "Type" of box 47 indicates the code of import duty - 020 according to 

the Classifier of types budget revenues controlled by customs authorities. 

There is accrual of customs duties of importing medicines in box 47 MD 

UA100400/2020/119402 in the Table 3.2. 

Table 3.2 

Calculation of customs duties of importing medicines in box 47 

MD UA100400/2020/119402 

Type Base of calculation Rate Amount PM 

020 6062842,59 0% 0,00 01 

028 6062842,59 7% 424398,98 01 

 

There is analyzing of the calculation import duty when medicines are imported. 

The first box "Type" of box 47 indicates the code of import duty - 020 according to 

the Classifier of types budget revenues controlled by customs authorities. 
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The second box "Base of calculation" indicates the customs value of 

medicines, as the accrual is carried out at the ad valorem rate. In our case, we indicate 

the amount of 6062842,59UAH, which is specified in box 45 of MD 

UA100400/2020/119402. 

The third box "Rate" indicates the current rate of import duty in accordance 

with the customs tariff of Ukraine - 0%. The fourth box "Amount" indicates the 

accrued amount of duty - 0,00UAH. There is the code of the method calculation 

according to the Classifier of methods calculation. In our case we note 01 - non-cash 

payment. There is analyze of the VAT when medicines are imported to the Ukrainian 

territory.  The first box "Type" of box 47 indicates the code of the type payment 

according to the Classifier of types of taxes and fees - 028 (VAT). The second box 

"Basis of accrual" indicates the customs value of medicines, specified in box 45 MD - 

6062842,59 UAH. The third box "Rate" indicates the statutory rate of value added tax 

- 20%. 

 

The fourth box "Amount" indicates the accrued amount of VAT. The 

calculation of the amount of VAT on food processors imported into the customs 

territory of Ukraine is carried out according to the formula (3.1). 

 

 

 

 

 

3.3. Analysis of customs clearance of medicines import. 

 In this work, the import of a medicine was described on the example of a sea 

supply from India. Customs clearance of cargo has a certain sequence, which is 

regulated by the legislation of Ukraine. At customs clearance the package of 

documents which then was fixed by the MD-2 was formed. The following documents 

are used for customs clearance (table 3.3): 
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Table 3.3 

Documents submitted to the customs control of medicines 

Document 

code 

Document 

number 

Date of the 

document 

Document name 

1 2 3 4 

0271 w/n for inv. 

EXP/40/20-21 

18.09.2020 Packing List 

0380 EXP/40/20-21 18.09.2020 Commercial invoice 

0705 MEDUMG247

734 

21.09.2020 Bill of lading 

4100 Supply 

agreement 

№2020-06-

01/NPPL 

01.06.2020 Foreign trade agreement (contract) of purchase 

and sale of goods (except for code 4104), the 

submission of which for customs clearance is 

not accompanied by the submission of related 

intermediary (foreign economic and / or 

domestic) agreements 

0830 5327558 21.09.2020 Shipping bill summary 

0003 UA/6266/01/01 03.05.2017 Registration certificate 

0911 AE193581 03.12.2013 License for import medicines 

 

MD-2 - a statement of the prescribed form, in which the person indicates the 

customs procedure and provided by law information about goods, conditions and 

methods of movement across the customs border of Ukraine and the calculation of 

customs duties required for this procedure. As MD-2 is the main document that 

confirms that the goods have passed customs clearance, there is the analysis of this 

document and other documents that used in custom clearance. Filling the MD-2 box 

in the import mode is filled according to Order “About the statement of the Procedure 

for filling in customs declarations on the form of the uniform administrative 

document” from May 30, 2012 №651 [45]. 

 In our case, MD-2 has such number - UA100400/2020/119402. There are 

mentioned letter code of the direction of movement of good (IM) and customs regime 

codes, declaration type (40|ДE) according to Order of the Ministry of Finance of 

Ukraine from September, 20 2012 № 1011 [46] (Annex A). 

 IM - import mode; 

 40 - customs regime code; 

 ДE - additional declaration to the previous customs declaration; 
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Box 2 shows information about the sender with addition in MD-6. The goods 

are imported from pharmaceutical company “Nabros Pharma Privated Limited”. The 

recipient is LLC "Dr.Reddi's Laboratories". There is such information about the 

recipient in box 8 of MD UA100400/2020/119402 (Annex A).  

 As medicines are declared by the customs broker, the series and number of the 

license for customs brokerage and the date of its issuance are additionally indicated. 

This information is in box 14 “Declarant/Representative” of MD 

UA100400/2020/119402.  The name of company is LLC "Universal Logistic". The 

series and number of the license is АА 000278 from 29.12.2015. Also there is 

EDRPOU code of this company -  UA0033594538 (Annex A).  

There is short name of the country from which the goods are sent to Ukraine in 

the box 15 according to the classification of the world countries [47]. In our case it is 

India. 

In our case, we import medicines from India by sea to Odessa. After that, the 

goods are sent to customs by road. In the box 18 “Identification and country of 

registration of the vehicle at departure / arrival” there are mentioned information 

about car on which the goods are directly at the presentation of customs destination – 

“BH5967HE/BH2955XK”. This medicines are shipped in one container that is why 

in box 19 showed “1”. Box 21 indicates information about vehicle on which the 

customs border is crossed and it is ship – “MSC REGULUS”. Also, Bill of Lading is 

the obligate document when the goods are delivery by sea (Annex D). 

There are the name of the customs and the nine-digit code of the checkpoint 

through which the goods are imported into Ukraine in box 29. The goods arrived at 

the Odessa customs, through the checkpoint “Odessa-central/ customs clearance 

department №4” -  which has a code “UA500040” (Annex A). 

According to the Supply agreement №2020-06-01/NPPL, the terms of delivery 

of this shipment – CIP (Carriage and Insurance Paid To). It means that seller pays 

freight and insurance to deliver medicines to a seller.  Box 20 gives the abbreviated 

letter name of the terms of delivery and indicates the letter code alpha-2 and the name 

of this geographical point – “UA v. Velyka Oleksandrivka” (Annex G). 
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In box 31 is mentioned full product description. Number 1 indicates the name 

and the usual trade description, which allows to identify and classify the product – 

“Medicines for people containing alkaloids packaged for retail trade: Flucold-N 

№200, tablets”. Also here is all batches of this medicines and quantity of packages, 

brand – Flucold, country of manufacture – IN (India), manufacturer - Nabros Pharma 

Privated Limited. At number 2 information on the number of cargo spaces is 

indicated – “722 places”. Under number 3, as in box 19 of the MD-2 is "1", there is 

information about the containers – “1/SEGU9467572/233/1” (Annex A). 

Customs clearance is done by officials of the customs authorities of the State 

Fiscal Service of Ukraine, necessary for the release of goods, including medicines. 

At the same time, customs formalities are understood as a set of actions to be 

performed by the relevant officials and customs authorities in order to comply with 

the requirements of the Ukrainian legislation Ukraine on state customs matters. 

There is the procedure import of medicines in accordance with the customs 

declaration MD UA100400/2020/119402, which was submitted for customs 

clearance by the declarant Mikhalchuk O. V. 

The first stage of customs procedures is the customs control of medicines 

imported into the customs territory of Ukraine in the import regime according to the 

customs declaration MD UA100400/2020/119402 (Annex A). 

There is the weight of the container №SEGU9467572/233/1 and medicines 

moving in it when medicines imported to the Ukrainian customs territory. The weight 

control was carried out once at the checkpoint through the state control of Ukraine 

(point of import into the customs territory of Ukraine) - customs post "Odessa-

Central", checkpoint "Odessa Sea Commercial Port" of Odessa Customs of the State 

Fiscal Service of Ukraine. This corresponds to the customs entry code UA500040 in 

box 29 of the MD UA100400/2020/119402. 

Further customs clearance and customs control of the batch of the medicines 

was carried out by an official of the customs clearance department №4 on the 

customs post "Kyiv-Skhidnyi" by checking the documents and information submitted 

for customs control and customs clearance - documentary control. 
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Registration begins after submission of all documents together with the 

customs declaration of MD UA100400/2020/119402. The accredit person of the 

customs clearance department №4 "Kyiv-Skhidnyi" performs the following customs 

formalities when carrying out customs clearance of the customs declaration: 

1) checks compliance with the deadlines for filing a customs declaration; 

2) checks the presence of marks on the completion of the movement of 

medicines across the customs border of Ukraine; 

3) control the comparison of data contained in the electronic copy of the 

customs declaration and documents submitted for customs clearance; 

The control of data comparison is carried out by comparing the details of the 

authorized bank specified in box 28 with the data contained in the list of authorized 

banks of Ukraine in the Unified Automated Information System (UAIS) of the 

customs authorities of Ukraine. The exchange rate is determined by filing a customs 

declaration MD UA100400 / 2020/119402. In this case, the exchange rate as of 

22.10.2020 was 28 27370000, and the total amount on the account - 214434,00 USD. 

The availability of information in the documents used in the calculation of the 

customs value of medicines in box 12, box 20, box 22, box 31 of the customs 

declaration MD UA100400 / 2020/119402 and invoice EXP / 40 / 20-21 from 

18.09.2020 during the verification customs value (Annex B). 

Then the official of the customs clearance department №4 "Kyiv-Skhidnyi" 

checks the correctness of the classification of medicines, which is carried out by 

checking the compliance of the description of this product in box 31 and 33 of the 

customs declaration MD UA100400/2020/119402 (Annex A). 

Verification of the correctness of determining the customs value of medicines 

is carried out by checking the numerical value of the declared customs value of the 

goods in box 45 of the customs declaration MD UA100400/2020/119402. In this 

case, the customs value of medicines is 6062842,59 UAH. The official of  customs 

clearance department №4 "Kyiv-Skhidnyi"  completes customs registration as a result 

of performance of all customs procedures at import of medicines according to the 

customs declaration of MD UA100400/2020/119402 
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The official of customs clearance department №4 " Kyiv-Skhidnyi " completes 

customs registration as a result of all customs procedures at medicines import 

according to the customs declaration of MD UA100400/2020/119402. 

Completion of medicines customs clearance is carried out by [48]: 

1) affixing in the customs declaration of the MD UA100400/2020/119402 an 

imprint of the personal number seal. In this case, in the box D/J of the sheet of the 

form MD-2 the ONP 69/125 from 22.10.2020 is put down; 

2) put of a sign on completion of customs clearance and personal seal number 

of the official customs clearance department division No 4, Customs Post "Kyiv-

Skhidnyi", which has completed the customs clearance of medicines according to the 

customs declaration MD UA100400 / 2020/119402 by means of the Automated 

system of customs registration to the electronic customs declaration 

Thus, customs clearance involves the completion of a set of customs 

formalities for goods and other items moving across the customs border of Ukraine. 

In our case, the customs clearance of medicines imported into Ukraine from India in 

accordance with MD UA100400/2020/119402 dated 22.10.2020, provided for the 

implementation of such basic customs formalities as the preparation of the declarant 

LLC "Universal Logistics" the necessary package of documents for customs 

clearance , declaration of goods on the form SAD form MD-2, determination and 

control of the correctness of the customs value, verification of the completeness of 

accrual of customs payments by the official of customs clearance division No 4, 

Customs Post "Kyiv-Skhidnyi" and other customs formalities, which were completed 

in full. 
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CONCLUSIONS AND RECOMMENDATIONS 

 

In the final qualifying paper we have considered the state of world and 

Ukrainian pharmaceutical market. It was determined the biggest international 

pharmaceutical companies. In the process of analyze of international trade of 

medicines, there were the biggest companies in the pharmaceutical market such as 

Chine Resources National (75,8 billion USD), Johnson & Johnson (71,9 billion 

USD), Roche Group (52,4 billion USD). The pharmaceutical market is developing 

rapidly and every year it includes more and more competitors. Analyzing export-

import operations, we determined that import overbalances export when we analyzed 

export-import operations. Thus Ukraine imported medicine on the value of 1,51 

billion USD, and exported only on the value of 0,21 billion USD in 2019. The 

occasions are - rapid growth of the pharmaceutical industry in the world and the high 

demand of the population for medicines. If we talk about our pharmaceutical market, 

foreign manufacturer is the lead. But despite of unstable state Ukrainian economy, it 

has quite major pharmaceutical manufacturers. They provide the Ukrainian market 

with effective, quality medicines and are visible in the international pharmaceutical 

market. It is JSC “Pharmak“, Corporation “Arterium” , CJSC “Darnytsia”, 

Сorporation “Yuria-Pharm”, LLC “Pharmaceutical company Zdorovya”. 

There was analysed the legislation governing the import of medicines from 

WTO countries. It was determined that Ukraine uses international legislation 

(Pharmacopoeia) when it creates Ukrainian legislation and methods of medicines 

quality control. The Ukrainian Pharmacopoeia is created on the basis of the US 

Pharmacopoeia and the European Pharmacopoeia. The specification, analytics and 

methods of quality control for medicines are created according to these documents. 

The certificate of quality is a confirmation of medicines required quality. 

There was done identification of the batch of the medicine “Flucold” imported 

by Indian pharmaceutical companies Dr. Reddy’s Laboratories. In process of analyze 

we saw that this product complies with the statutory requirements and is serviceable 

for continued treatment of people. We identify that Flucold rank to the particular 
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commodity group and have such code: 3004490000.  Also, this paper includes the 

criteria and methods of identification of medicines that separate as general and 

specific.  The results of medicines expert examination by main indicators include: 

product name – Flucold, type of product – medicines, classification Group – 

3004490000, Pharmaceutical group – generics, pharmaceuticals form – tablets, active 

substance – paracetamol. 

In the process of analyzing tariff regulation of medicines it showed that 

medicines have the duty rate – 0% and VAT rate – 7%. Such rate of duty shows that 

Ukrainian pharmaceutical market need medicines for our human.  Analyzing non-

tariff regulation showed that medicines are subject of strict control. The import of 

medicines takes time and some measures. Non-tariff measures include licensing, 

phytosanitary control. Also, the medicines must be entered in the State Register of 

Medicinal Products.  

The assortment of medicines imported into Ukraine and sold on domestic 

market is analyzed. The most popular medicines are – Nurofen, Nimisil, Noshpa, 

Essentiale, Spasmalgon, Sinupret. The largest importers of medicines are Germany, 

Italy and France. But India, as a WTO country, also has a significant share of its 

medicines in the Ukrainian pharmaceutical market. The most famous Indian 

companies in Ukraine – LLC “Cipla ”, LLC “Nabros Pharma”, LLC “Natco Pharma”, 

LLC “Dr. Reddy’s Laboratories”. LLC “Dr. Reddy’s Laboratories” is an 

representative of medicines produced by this company in the Ukrainian 

pharmaceutical market. All this medicines that are imported from WTO countries are 

divided into prescription and non-prescription. Prescription medicines include 

Omez”, “Cetrine”, “Nise”, “Flucold” and non-prescription – “Vicks” and “Nasivin”, 

“Ketorol”. Therefore, Ukraine has a wide range of medicines, which confirms this 

analysis. 

Customs clearance of medicines was analyzed. The object of the reserch was 

medicines “Flucold-N tablets” which was imported by LLC “Dr. Reddy’s 

Laboratories”. Determine the country of origin of medicines an important stage of 

customs clearance. As customs clearance was in import regime, the country of origin 
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of medicines was not determined, the country of manufacturer (India) was specified 

in customs declaration UA100400/2020/119402. The determination of the customs 

value and calculation of all customs payments were analyzed. Documents were 

submitted for analysis: customs declaration, supply agreement, invoice and other 

documents for customs clearance. All batches of the medicines had the same price – 

11, 00 USD in accordance with the supply agreement. The total quantity of medicines 

was 19494 packs. The facture value was - 214434,00 US dollars according to the 

invoice EXP / 40 / 20-21 from 18.09.2020. The customs value was calculated 

6062842.59 UAH. As the duty rate was 0% so 0 UAH was charged as import duty. 

The VAT rate was 7% and the amount was 424398,98 UAH. 

There was described the customs clearance of medicines “Flucold-N tablets”. 

After analyzing all the documents, customs clearance carried out correctly. There is 

the procedure import of medicines in accordance with the customs declaration MD 

UA100400/2020/119402 dated 22.10.2020, which was submitted for customs 

clearance by the declarant Mikhalchuk O. V. Customs clearance involves the 

completion of a set of customs formalities for goods and other items moving across 

the customs border of Ukraine. The customs clearance of medicines imported to 

Ukraine from India in accordance with MD UA100400/2020/119402 dated 

22.10.2020, provided for the implementation of such basic customs formalities as the 

preparation of the declarant LLC "Universal Logistics" the necessary package of 

documents for customs clearance. The control is done by the official of customs 

clearance division No 4, Customs Post "Kyiv-Skhidnyi" were completed in full. 

Therefore, all the requirements were met when medicines “Flucold- N tablets” was 

imported. So, this product has the right to occupy the Ukrainian pharmaceutical 

market and can be in free circulation. 

The conducted researches allow us to make the following recommendations: 

 – The Ukrainian government should fund our Ukrainian pharmaceutical 

manufacturers to develop and produce new effective medicines. It can prevent the 

emergence of poor quality medicines in the Ukrainian pharmaceutical market that can 

be imported from WTO countries; 
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 The customs authorities should pay more attention to imported medicines, 

because counterfeit medicines can be imported under the names of other products. 

Such medicines are not registered in Ukraine and can be imported even by 

individuals as hand luggage; 

 Ministry of Health of Ukraine should strengthen control over the registration 

of medicines and minimize the risks of counterfeit medicines on the Ukrainian 

pharmaceutical market. 
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