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Abstract  

The article presents the results of an analysis of modern approaches in determining the types of 

responsibilities and penalties for falsification of medicines in the EU countries. It is determined that, 

process of recognition and implementation of norms and requirements of The Medicrime Convention in 

the states that are members to the Council of Europe continues and dynamically develops. The changes, 

which were adopted after the signature by the EU countries of The Medicrime Convention in 2011, are 

analyzed. Determined, that out of all liabilities which exist in jurisprudence in regards to the issue of 

falsification of medicines, the criminal, administrative and civil liabilities are applied. Current practice 

exists in all 28 EU states. It was found that in most of the EU countries (10 countries) relatively soft 

criminal sanctions (from 1 to 3 years of imprisonment) dominate for the falsification of medicines. In 

addition, there is no consolidated position as to what kinds of offenses for falsification in the 

pharmaceutical market criminal sanctions should be applied. It is found that the maximum values of 

penalties for falsification of medicines in the EU countries varies in a wide range of indicators (from 4,3 

thousand euro to 1 million euros). Relatively soft criminal sanctions in most EU countries and a wide 

range of fines for drug fraud contribute to the migration of organized crime in the pharmaceutical 

business. However, it should be noted that the positive experience of struggling against counterfeiting in 

the EU has great practical significance for countries with low income and health systems, which are in 

the stage of reforming. 

Keywords: Falsification of medicines, Punishment for falsification of medicines, Types of liability for 

falsification of medicines, The Medicrime Convention. 

Introduction  

Among the problems in the healthcare and 

pharmaceutical provision of the population, 

the illegal turnover of falsified drugs is one of 

the most important and difficult to resolve at 

the moment. Illicit trafficking of counterfeit 

drugs inflicts irreparable damage to public 

health and the commercial reputation of legal 

drug manufacturers around the world. A 

clear definition of "falsified drugs" was 

provided in 1992 by the World Health 

Organization (WHO). In accordance with this 

definition, falsified drug (counterfeit 

medicine) - is a product that is intentionally 

and unlawfully provided with false markings 

regarding its authenticity and (or) the source 

of origin [1, 2]. In compliance with data 

provided by international experts, the annual 

sales of counterfeit medicines on the world 

pharmaceutical market range from 150 to 

200 billion euros or from 163 to 217 billion 

US dollars per year. This makes falsification 

of medicines the most profitable of all kinds 

of illegal activity that is carried out in 

modern society [3, 4, 5]. Despite the large-

scale actions taken by international 

organizations and pharmaceutical companies 

to protect their markets from counterfeited 

products, the illicit trafficking in counterfeit 
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medicines remains an urgent problem for all 

countries of the world [5-8]. For instance, 

only in Germany, about 4 million packets of 

counterfeit pharmaceutical products were 

withdrawn from the turnover in the 

pharmaceutical market in 2015 [4]. 

Herewith, these efforts still have the results 

essential for the public health and 

pharmaceutical business [7, 8].  

 

Thus, according to WHO in national health 

systems, in which effective mechanisms exist 

to prevent drug fraud and regulate drug 

turnover in general, the proportion (%) of 

falsified drugs is less than 1.0% of the total 

sales of goods on the pharmaceutical market 

[4,9-12]. For example, in most countries in 

Africa, as well as in some countries in Latin 

America and Asia, WHO identifies areas 

where the illegal sale of counterfeit medicines 

amounts to more than 30.0% of sales in the 

pharmaceutical market [1,13,14]. For other 

countries in the world, statistics on the 

amount of illegal sale of counterfeit 

medicines are striking in the range of their 

values.  

 

For example, according to some sources, in 

many countries of the former Soviet Union, 

the illegal sale of counterfeit medicines 

amounts to more than 20.0% of the total 

sales of medicines and pharmacy products in 

national pharmaceutical markets [15,16]. 

According to WHO, about 1 million people die 

each year after taking counterfeit medicines 

[1,9,12]. At the same time, the damage 

caused to human health from the use of 

counterfeit drugs is difficult to measure or 

calculate. It is clear that these are 

irreplaceable for any society, loss of health 

and quality of life of people. 

 

Particular medical and social importance is 

the illegal turnover of counterfeit drugs, 

which are used to treat socially important 

and socially dangerous diseases. For 

instance, falsification of antimalarial, 

antitubercular, antiretroviral and antibiotic 

drugs in countries characterized by a 

shortage of funds in the health care system 

leads to enormous losses in both material and 

non-material spheres of society [16-22]. At 

the same time, particularly acute this 

problem is observed in countries with 

relatively low income and inefficient 

mechanisms of state regulation of drug 

trafficking coming through illegal channels 

for marketing of pharmaceutical products. 

Unfortunately, such countries include the 

Republic of Kazakhstan. It should be noted 

that during the last decade, the Republic of 

Kazakhstan is making bold steps to build a 

modern and efficient quality assurance 

system of pharmaceutical products, which 

are produced in the country and imported 

from other countries [23,24].  

 

First of all, when building a national system 

for quality assurance of pharmaceutical 

products, it is necessary to make effective use 

of international experience in the prevention 

of illicit trafficking in counterfeit medicines, 

which has been developed over several 

decades in the countries of the European 

Union (EU). Of particular interest to the 

national healthcare system of the Republic of 

Kazakhstan is the consideration of the types 

of responsibilities and penalties that exist in 

the EU countries for illegal operations with 

counterfeit drugs at various stages of their 

promotion in the pharmaceutical market. For 

example, in Kazakhstan only in 2015 there 

were amendments to the Criminal Code, 

which provides for imprisonment from 2 to 10 

years for handling falsified medicines, 

medical devices or medical equipment in the 

pharmaceutical market [25].  

 

Earlier, in the Republic of Kazakhstan, only 

administrative sanctions were applied for 

these unlawful acts. All of the above resulted 

in the goal of our research. The aim of our 

research was the comparative analysis of the 

types of liability and penalties, which are 

prescribed in the EU for illegal operations 

against counterfeit medicines at all stages of 

the promotion of these drugs in the 

pharmaceutical market.  

Materials and Methods 

The objects of the study were the data of the 

legislative and regulatory framework that 

regulates the issues of determining the 

degree of responsibility and penalties for 

falsification of medicines in the EU countries.  

 

Numerous reviews and original articles have 

also been used, presented in various 

international publications that highlight the 

problems of drug fraud, and also consider the 

experience of carrying out measures to 

prevent such drugs from entering into legal 

channels of sale in the pharmaceutical 

market. In light of the recent changes that 

have occurred in the EU legislation regarding 

the definition of a measure of responsibility 
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for counterfeiting medicines, special 

attention was paid to the analysis of the 

European Convention «Council of Europe 

Convention on the counterfeiting of medical 

products and similar crimes involving threats 

to public health» (herein after The Medicrime 

Convention) [26,27]. The document (2011/62 / 

EC) was adopted in 2011 as a supplement to 

Directive 2001/83/EC, which addressed the 

issue of the threat of drug fraud in Europe 

[28, 29].  

 

The Council of Europe drafted a convention 

which constitutes, for the first time, a 

binding international instrument in the 

criminal law field on counterfeiting of 

medical products and similar crimes 

involving threats to public health [26,29,30]. 

As it is stated on the official website of The 

Council of Europe, The Council of Europe has 

long been concerned about the absence of 

harmonized international legislation, non-

deterrent sanctions that were not 

proportionate to the harm caused to patients, 

and the involvement of criminal 

organizations which operate across borders 

[26].  

 

The Medic rime Convention is the first 

international document that obliges all 

signatories to bring the perpetrators to 

criminal liability for deliberate falsification of 

medicines, as well as active pharmaceutical 

ingredients. It also provides for criminal 

liability for falsification of excipients used in 

pharmaceutical production and for the 

distribution of counterfeit drugs at various 

stages of the distribution chain in the 

pharmaceutical market [26, 31, 32]. In 

addition, analytical reports were analyzed, 

including the report of The European 

Commission on the effectiveness of 

implementing a set of measures related to 

increasing criminal liability for drug fraud, 

active pharmaceutical ingredients and 

excipients [26, 27, 30, 33,  34].  

To achieve the goal of our research, the 

following tasks were set: to analyze existing 

types of responsibilities and penalties for 

falsification of medicines that exist in 

international legal practice; to study the 

main provisions of the medicrime convention, 

which deal with the procedure for 

determining the measure of responsibilities 

and punishment for the falsification of 

medicines; to systematize and analyze the 

data of analytical reports covering the 

effectiveness of the implementation of 

standards and requirements of The 

Medicrime Convention; to classify the EU 

countries in terms of prison sentences and 

fines for falsification of medicines; to achieve 

the goal of our research, the following tasks 

were set: to determine the most important 

aspects of the implementation of 

international medical and legal practice to 

prevent illicit trafficking in counterfeit drugs 

in practical health care of the Republic of 

Kazakhstan.  

 

Traditionally, for the work of organizational 

and economic areas, which are held in 

pharmacy, historical, logical, comparative 

and graphical methods of research were used. 

In addition, the methods of materialistic 

dialectics, scientific abstraction, induction 

and deduction, individual elements of 

economic and statistical analysis, etc. were 

used. All statistical calculations were 

performed using the statistical package Stat 

Soft. Inc.  (2014). STATISTICA version 12.0 

and Excel spreadsheet. A p-value <0.05 was 

considered as statistically significant. 

Results and Discussion 

As a result of the analysis of existing types of 

legal responsibility and the degree of 

punishment for illegal actions with 

counterfeit drugs that exist in international 

legal practice, we established the following. 

In international jurisprudence, depending on 

the type of offenses, there are nine types of 

legal liability (Table 1).  

 
Table 1: Characteristics of the types of liability in international legal practice and the definition of the possibilities 

of their application to illegal actions on falsification of drugs 

View 

responsibility 

Characteristics of liability and the possibility of their application to the facts of illegal 

trafficking in counterfeit drugs 

«+» - Applicable, «–» - Not Applicable 

Criminal liability Arrives for the commission of an act provided for by the criminal law. It is characterized by the 

most severe sanctions, namely deprivation of liberty and even the death penalty. It is established 

only by law and is applied exclusively in the courts. The order of its superposition is extremely 

detailed. This is due to its special repressiveness and the desire of the legislator to prevent the 

slightest possible errors on the part of offenders. 

«+» - Applicable 

Administrative 

responsibility 

Provided for administrative offenses. In comparison with criminal sanctions, administrative 

sanctions are less stringent. At the same time, their implementation is capable of delivering 
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tangible consequences for the offender (for example, arrest, disqualification, fines, confiscation of 

items, deprivation of special rights). 

This kind of responsibility comes for misdemeanors, which, from the point of view of public 

danger, border on crimes, including for unlawful actions with falsified drugs and documents. 

«+» - Applicable 

Disciplinary responsibility It is used for violation of official duties. Established in the Labor Code of the country, presented in 

the rules of internal labor regulations, in the charter of the enterprise, etc. 

Not as harsh as criminal and administrative, but can significantly detract from the honor and 

dignity of the employee. They are used for pharmaceutical workers mainly for preventive 

purposes. 

«–» - Not Applicable 

Material liability It is used to inflict material damage on individuals and legal entities who are in labor relations. 

«–» - Not Applicable 

Civil-law It is used for committing a civil offense, the essence of which is the infliction of property or moral 

harm to citizens, organizations with whom the offender is not in employment relations. Its 

application means imposition of the obligation to compensate property and moral damage inflicted 

on citizens and organizations. Can be applied in parallel with the application of criminal and 

administrative responsibility. 

«+» - Applicable 

Financial responsibility It is used for committing acts that violate the rules for handling money resources. 

«–» - Not Applicable 

Family responsibility Applies to family misconduct, which has a social resonance in society. 

«–» - Not Applicable 

Constitutional 

responsibility 

It is a responsibility for the abolition of regulations that contradict the constitution of the country, 

etc. 

«–» - Not Applicable 

Procedural responsibility It is used for violation of the order of passing the case in the law enforcement agency, as well as 

for violation of the rules of justice established by law. 

«–» - Not Applicable 

 

This is criminal, administrative, disciplinary, 

administrative, material, civil, financial, 

family, constitutional and procedural [34, 

35]. As it can be seen from the data in Table 

1 of the nine existing types of responsibility 

for illegal actions that are associated with the 

falsification of medicines in international 

legal practice, only three apply. This is 

criminal, administrative and civil law. It 

should be noted that civil liability is applied 

in parallel with the application of criminal 

and administrative liability.  

 

Thus, the competent authorities oblige a 

natural or legal person to remedy in court the 

material or non-material damage that has 

been inflicted on citizens due to unlawful 

actions that have involved the trafficking of 

falsified drugs or the forgery of documents 

confirming their quality. It stays clear, that 

out of all types of legal liability, the criminal 

one is the most severe. The Medicrime 

Convention just provides for the expansion of 

the spectrum of criminal liability for illegal 

actions associated with the falsification of 

drugs, active pharmaceutical ingredients and 

excipients used in the manufacture of drugs 

[32-34]. 

As Shown by the Content Analysis, The 

Medic rime Convention is the First 

International Criminal Law Instrument 

to Oblige States Parties to Criminalise 

 The manufacturing of counterfeit medical 

products; 

 supplying, offering to supply and 

trafficking in counterfeit medical products; 

 The falsification of documents; 

 The unauthorised manufacturing or 

supplying of medicinal products and the 

placing on the market of medical devices 

which do not comply with conformity 

requirements [26,34,35]. 

The Convention provides a framework for 

national and international co-operation 

across the different sectors of the public 

administration, measures for coordination at 

national level, preventive measures for use 

by public and private sectors and protection 

of victims and witnesses. Furthermore, it 

foresees the establishment of a monitoring 

body to oversee the implementation of the 

Convention by the States Parties [26,35].   

 

As of 13.04.2018 (the official website of The 

Council of Europe) We have been analyzed a 

set of countries that have signed and ratified 

the Treaty 211 Council of Europe Convention 

on the counterfeiting of medical products and 

similar crimes involving threats to public 

health. The results of the conducted analysis 

are available in Table 2. As we see from the 

data in Table 2, the process of recognition 

and enforcement of the standards and 
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requirements of The Medicrime Convention 

in the countries that are members of the 

Council of Europe continues and dynamically 

develops. It should be noted that The 

Medicrime Convention can be signed and 

ratified by all 47 states of the Council of 

Europe member states and observer states of 

the Council of Europe and all other countries 

that have participated in its elaboration. As 

of 13.04.2018, out of 47 countries that are 

members of the Council of Europe, only 23 

countries have signed this document.  Of the 

countries that signed The Medicrime 

Convention, 10 countries have ratified this 

document and have implemented or plan to 

put it into effect. They are Albania, Armenia, 

Belgium, France, Hungary, Republic of 

Moldova, Russian Federation, Spain, Turkey 

and Ukraine.  

 
Table 2: Countries that have signed, ratified and enforced the medicrime convention 

 

Country 

Dates 

Signings Ratifications Putting into operation 

Members of the Council of Europe 

Albania 17/12/2015 06/06/2016 01/10/2016 

Armenia 20/09/2012 05/02/2016 01/06/2016 

Austria 28/10/2011 – – 

Belgium 24/07/2012 01/08/2016 01/11/2016 

Bosnia and Herzegovina 04/02/2015 – – 

Croatia 03/09/2015 – – 

Cyprus 28/10/2011 – – 

Denmark 12/01/2012 – – 

Finland 28/10/2011 – – 

France 28/10/2011 21/09/2016 01/01/2017 

Germany 28/10/2011 – – 

Hungary 26/09/2013 09/01/2014 01/01/2016 

Iceland 28/10/2011 – – 

Italy 28/10/2011 – – 

Luxembourg 22/12/2011 – – 

Liechtenstein 04/11/2011 – – 

Portugal 28/10/2011 – – 

The Republic of Moldova 20/09/2012 14/08/2014 01/01/2016 

Russian Federation 28/10/2011 20/03/2018 01/07/2018 

Spain 08/10/2012 05/08/2013 01/01/2012 

Switzerland 28/10/2011 – – 

Turkey 29/06/2012 21/09/2017 01/01/2018 

Ukraine 28/10/2011 20/08/2012 01/01/2016 

 

To the European process to toughen the 

criminal responsibility for falsification of 

medicines, as well as the coordination of 

government action to prevent this illegal 

activity at the international level and also 

joined the countries that do not belong to the 

Council of Europe. This is Israel (28/10/2011), 

Burkina Faso (16/02/2017), Guinea 

(10/10/2012) and Morocco (13/02/2012).  

 

It should be noted that Guinea and Burkina 

Faso not only signed, ratified and already 

introduced the standards and requirements 

of The Medicrime Convention into the health 

care system. In Guinea, the actions of this 

document were implemented from 01/01/2016 

and in Burkina Faso from 01/11/2017. 

Unfortunately, the Republic of Kazakhstan 

has not yet joined this European process, 

connected with the tightening of criminal 

responsibility for the falsification of 

medicines, active pharmaceutical ingredients 

and auxiliary substances used in the 

manufacture of medicines.  

Next, we analyzed data from the analytical 

reviews and the Council of Europe's Report 

on the effectiveness of the implementation of 

the standards and requirements of The 

Medicrime Convention (2011) in the EU 

countries [26, 27, 29, 30, 33, 34]. It is 

established that since the signing of The 

Medicrime Convention (2011) all 28 EU 

countries have made changes to national 

legislation. The purpose of these changes was 

to strengthen the degree of criminal 

punishment or to increase the amounts of 

fines for falsifying drugs.  

 

Herewith, all EU member states, except 

Finland, Luxembourg and Malta, have 

introduced additional administrative 

sanctions in the national legislation for the 

falsification of medicines, active 

pharmaceutical ingredients and auxiliary 

substances used in the manufacture of drugs 

[27, 29, 35, 36]. All 28 EU countries apply 

criminal penalties for falsification of 

medicines at all stages of their promotion in 
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the pharmaceutical market. In all the other 

21 EU countries, falsification in the 

pharmaceutical market is already illegal and 

a priori does not require confirmation of 

material or moral damage to third parties. In 

the remaining 7 EU countries, civil-law 

(fines) or administrative sanctions 

(deprivation of licenses) can be used to falsify 

medicines. It should be noted that in these 

countries (Bulgaria, Latvia, Lithuania, 

Poland, Romania, Finland and Sweden) 

criminal sanctions still apply, but to certain 

types of illegal activities related to the 

falsification of drugs.  

 

It makes since to look closer at addressing 

this issue. For example, in Bulgaria, criminal 

sanctions are applied only in the case of the 

import and export of counterfeit medicines. 

All other types of unlawful actions for 

falsifying drugs are considered by 

government agencies as civil and 

administrative violations with appropriate 

sanctions. In Latvia, criminal sanctions are 

applied only to the production, distribution 

and retail sale of counterfeit medicines. In 

Latvia and Romania, operations on the 

export and import of counterfeit medicines 

are considered by the competent authorities 

as civil-law and administrative violations of 

the current legislation. In countries such as 

Poland and Sweden, falsification of drugs 

during export is defined as a civil law 

violation of the current legislation.  

 

In Lithuania, only operations involving the 

import of counterfeit medicines fall under the 

same jurisdiction. In addition, it should be 

noted that in Latvia, criminal liability is only 

applied if the use of counterfeit drugs has led 

to death or caused significant physical harm 

to the health of citizens. In countries such as 

Portugal and Estonia, similar sanctions are 

applied in cases where a potentially falsified 

drug in its use can cause significant harm to 

people and the health system as a whole. In 

countries such as Greece, Romania, 

Lithuania and Sweden, criminal sanctions 

are applied if the use of a falsified drug can 

have dangerous consequences.  

 

For example, due to inadequate 

concentration of active substance or presence 

of harmful impurities. As it can observed, in 

the EU countries, since the signing of The 

Medicrime Convention (2011), there is still 

no consolidated and clear position regarding  

the measure of responsibility for 

counterfeiting drugs at various stages of their 

promotion along the commodity distribution 

chain in the pharmaceutical markets. It is an 

interesting fact that in other countries of the 

world the criminal liability for falsification 

and illegal sale of such products, which 

caused health damage, which also led to the 

patient's death, turns into a very strict 

punishment. For example, in Turkey, the 

falsification of medicines is punishable by 

imprisonment for 30 to 50 years, in the 

United States and India - to life 

imprisonment, while in China and some 

countries in the Muslim world - the death of 

those responsible [1,4,36,37].  

 

As stated previously, in all 28 EU countries 

to the falsification of medicines in various 

stages of advancement of the pharmaceutical 

market, active pharmaceutical ingredients, 

excipients used in the pharmaceutical 

industry, criminal penalties are applied. 

Therefore, below, we were interested to 

distribute all the countries in the group on 

conditional terms of imprisonment for these 

unlawful acts. In general, it should be noted 

that these illegal actions in EU countries can 

be deprived of liberty in a very wide range, 

from 1 to 15 years. By the maximum value of 

the terms of imprisonment for these actions, 

all the EU countries we were divided into 

conditional four groups. By I-st group of 

countries were classified as stateы, in which 

the term of imprisonment for falsification 

and illegal trafficking of drugs, active 

pharmaceutical ingredients and excipients is 

between 1 and 3 years.  

 

The second group of countries formed those 

in which for similar actions, the deprivation 

of liberty from 4 to 6 years is foreseen, in the 

third from 7 to 9 years, and in IV – more 

than 9 years of imprisonment. The results of 

the analysis of the maximum periods of 

imprisonment for the falsification and illegal 

turnover of these drugs in the EU countries 

are presented in Figure 1. As we can see from 

the data in Figure 1, the maximum number 

of EU countries applies relatively mild 

criminal sanctions for the falsification of 

pharmaceutical products on the market. 

Thus, in the I-th group of countries (where 

the maximum sentence is from 1 to 3) 

included 10 countries, and in the II-th (4 to 6 

years) – 7 countries, III-w (of 5 to 7 years) – 5 

countries, and in the 4th – 6 EU countries.  
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Thus, we can draw such a conclusion. A 

significant majority of EU countries (I-st and 

II-nd group, in total 17 countries) use a term 

of imprisonment from 1 year to 7 years as 

punishment for falsification of 

pharmaceutical products. At the same time, 

in 10 countries the minimum values of terms  

of imprisonment are stipulated, that makes 

from 1 to 3 years. This allows us to state that 

the EU countries are dominated by a 

relatively soft legal regime to determine the 

degree of criminal punishment for 

falsification of medicines that have the most 

important social and medical-pharmaceutical 

significance. 

 

 
Figure 1: Classification of countries by the maximum value of terms of imprisonment for 

unlawful actions connected with falsification of drugs 

 

Wherein, in countries such as Germany, 

Ireland and Italy for similar actions, 

imprisonment from 10 to 12 years is 

envisaged. In Austria, Slovenia and Slovakia, 

actions to falsify medicines and illicit 

trafficking are punishable by a maximum 

term of imprisonment among EU countries in 

the form of 15 years. It is interesting that in 

Norway, which is not part of the EU, the 

maximum prison term for these illegal 

actions on the pharmaceutical market is no 

more than 4 months [1, 4].   

 

In addition to deprivation of liberty, the use 

of administrative and civil sanctions is an 

important lever for influencing illegal actions 

to falsify medicines. All EU countries for the 

illegal actions on counterfeiting the 

medicines at different stages of their 

promotion of goods-transfer apply penalty 

sanctions. In countries such as Denmark, 

Hungary, Poland, Sweden, Finland, there is 

no clear size of the maximum fine for illegal 

actions to falsify pharmaceutical products. In 

the UK, the amount of such fines is not 

limited by legislation.  

 

Thus, all the EU countries in terms of the 

maximum penalty for these illegal actions 

were divided into three groups. When 

distributing countries, we used unequal 

intervals of values. In the event that the 

national currency is used in the country, the 

values of fines were transferred at the official 

exchange rate in euros. Thus, in the first 

group of the country included those EU 

countries in which the maximum value of 

fines for the falsification of medicines does 

not exceed the value of 100 thousand euros.  

 

The second group of countries was formed by 

those states in which the maximum values of 

fines ranged from 100 thousand to 500 euros. 

In the third group, the maximum fines were 

from 500 thousand and more. The lists of 

classified countries are presented in Table 3. 

Analyzing the data of Table 3, it can be 

concluded that the amount of fines, as well as 

the terms of imprisonment for falsifying 

pharmaceutical products, fluctuated over a 

wide range of values.  

 

The minimum value of fines is observed in 

Lithuania (4,3 thousand euros), and the 

maximum value was typical for Spain. So, in 

Spain for falsification of medicines, the 

maximum value of a fine of 1 million euros is 

foreseen. The largest group was the first 

group of countries with a range of maximum 

penalties of up to 100 thousand euros.
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Table 3: Maximum values of fines for falsification of medicines in EU countries 
Group of EU countries 

(interval of values, thousand euros) 

EU country Max fine (euro) EU country Max fine (euro) 

Group I (up to 100 thousand euros) 

Lithuania 4,3 Germany 25,0 

Romania 6,5 Slovenia 25,0 

Latvia 14,0 Bulgaria 25,5 

Italy 15,6 Estonia 32,0 

Luxembourg 20,0 Austria 50,0 

Croatia 20,0 Cyprus 85,5 

Group II (from 100 thousand up to 500 euro) 

Malta 116,469 Belgium 240,0 

Slovakia 120,0 Ireland 300,0 

Portugal 180,0 Netherlands 450,0 

Greece 200,0 – – 

Group III (from 500 thousand and above) 

France 750,0 Spain 1000,0 

Czech Republic 775,0 – – 

 

At the same time, it should be noted that 

within the very first group, the maximum 

size of fines varied over a wide range of 

values from 4,300 euros (Lithuania) to 85,500 

euros (Cyprus). The second group of countries 

(the maximum value of the fine from 100 

thousand to 500 thousand euros) was already 

7 countries. Within this group, the maximum 

value of the penalty varied from in the range 

of 116469 euros (Malta) to 450,000 euros (the 

Netherlands). And the last third group, 

which was characterized by the maximum 

values of fines from 500,000 euros and above, 

consisted of three countries (France, Czech 

Republic and Spain). When comparing the 

data of Table 2 and Table 3, it is possible to 

draw such a conclusion. Countries with the 

highest fines for drug fraud (France, Czech 

Republic, and Spain) were represented in 

groups of countries that had the shortest 

prison terms for these illegal activities in the 

pharmaceutical market. Thus, the Czech 

Republic was represented in the group of 

countries where the maximum term of 

imprisonment was from 1 to 3 years (group 

I), and Spain in the group of countries with 

imprisonment terms of 4 to 6 years (group II). 

And only France was represented in the 

group of countries (group III), with relatively 

high values of prison terms (from 7 to 9 

years) for falsifying medicines. At the same 

time, the countries with the maximum time 

limits for imprisonment (15 years - Austria, 

Slovakia, Slovenia) are represented by fines 

in the first (Slovenia, Austria) and the second 

(Slovakia) analysis groups. Thus, it can be 

stated that in the EU countries there is a 

dual approach in determining the type of 

liability or the amount of penalties for 

falsifying medicines. If the country has high 

penalties for falsifying medicines, then the 

terms of deprivation of liberty are relatively 

mild and vice versa. In general, it would be 

appropriate to note the following. The 

presence of a significant range in the 

maximum fines for falsification of medicines 

in various EU countries can lead to the 

migration of organized crime in the 

pharmaceutical sector of the economy from 

one country to another. In addition, the 

variety of approaches of identifying the types 

of activities to which sanctions for 

falsification, which exists in different EU 

countries, can influence the development of 

this process. Not the least role in this 

direction is also played by a significant 

spread of the measure of the penalty (terms 

of imprisonment, the size of fines) for 

falsification of medicines, active 

pharmaceutical ingredients and auxiliary 

substances in the EU countries. Setting out 

the results of the conducted studies, as well 

as the data of the specialized literature, it 

should be noted that one of the main 

directions for improving the state system for 

ensuring the quality of medicines in the 

Republic of Kazakhstan should be active 

cooperation with international organizations 

and the development of a set of documents 

that meet the requirements of The Medicrime 

Convention (2011). In addition, an important 

place in the implementation of a set of 

measures to prevent counterfeit drugs should 

take the definition of the form of 

responsibility and prison terms for falsifying 

drugs, as well as active pharmaceutical 

ingredients and excipients used in 

pharmaceutical manufacture. In this respect, 

it is necessary to develop a consolidated 

position that, on the one hand, would take 

into account the advanced European 

experience, and on the other hand, would 

meet the level of social responsibility of the 
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pharmaceutical business to the state and 

society as a whole.  

Conclusion 

Falsification of medicines is a multifaceted 

problem that affects all practical spheres of 

modern society. Present days, in most 

countries, the problem of drug fraud is not 

considered to be exclusively a medical and 

economic issue. Today, many drug 

manufacturers spend collateral on protecting 

their drugs from falsification [14,39, 40]. The 

development of modern technologies for the 

protection of drugs against their falsification 

is one of the most important directions in the 

development of the pharmaceutical business 

[41,42].  

 

International organizations pay attention not 

only to the development and implementation 

of modern anti-counterfeit technologies, as 

well as to the modification of the definition of 

"falsified drug" [43]. This once again 

underscores the importance and urgency of 

the problem of drug fraud on a global scale. 

Leaves no public concern is also the fact that 

the illegal acts related to counterfeiting and 

illegal trafficking of these drugs affect the 

social and ethical aspects of the functioning 

of society [44].  

 

Strengthening the criminal component in the 

falsification of drugs, as well as the formation 

of international illegal channels for the sale 

of these drugs determines the need to develop 

a comprehensive program to counter the 

falsification of pharmaceutical products. The 

most important component of such measures 

is to increase the level of responsibility for 

these illegal actions. Since the signing of The 

Medicrime Convention (2011) in the 

legislation of all EU countries, serious 

changes have taken place in the direction to 

strengthen criminal penalties for the 

falsification of drugs and their illicit 

trafficking. Of course, all this influenced the 

development of modern approaches to the 

construction of national systems for ensuring 

the quality of medicines in low-income 

countries, as well as in those countries in 

which there are significant structural 

changes in the pharmaceutical supply system 

of the population [45]. Such countries of the 

post-Soviet space include Ukraine and the 

Republic of Kazakhstan. The active 

development of the pharmaceutical markets 

of these countries, as well as the processes of 

reforming the quality assurance systems of 

medicines that take place in these countries, 

necessitate the systematic use of the 

experience of the European countries in the 

chosen topic [23,24,45-49].  

 

It is in the countries that emerged in the 

post-Soviet space that both destructive and 

constructive trends are observed in the 

development of both pharmaceutical markets 

and state systems for ensuring the quality of 

medicines. As is known, despite the political 

and financial crisis, such states of the post-

Soviet space as Ukraine and the Republic of 

Kazakhstan allocate considerable resources 

for the acquisition of relatively cheap and 

effective medicines for the implementation of 

state programs for socially unprotected strata 

of the population [24, 45]. Therefore, the use 

of positive experience in combating the 

falsification of pharmaceutical products at all 

stages of the commodity distribution chain in 

the EU countries is socially significant and 

important from the state point of view. 
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