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Abstract

This article presents an assessment of the state and development perspectives of the
pharmaceutical substances market in Russia. The pharmaceutical industry occupies a significant place
— its share in the total industrial production is 1.3%. In this work, the features of the Russian
pharmaceutical market, objects of export and import of pharmaceutical substances are considered, and
also forecasts of the development of the market of pharmaceutical substances for the near future are
presented. Providing the production of drugs of pharmaceutical substances is the key to the stability of
the industry and an important factor in ensuring the national security of the country. Currently, in the
context of economic sanctions, the revival of the production of domestic (Russian) substances is
relevant. The pharmaceutical industry uses about 9.7 thousand tons of substances per year, of which
about 1.9-2.4 thousand conventional tons are produced by Russian enterprises. The obtained results
can be used in the pharmaceutical industry to improve the reliability of forecasts of the situation on

the pharmaceutical substances market, as well as to build more general models.
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1. Introduction

Nowadays the pharmaceutical market is an important component of the economy of any country.
2020 demonstrated that the developed markets survived the quarantine much easier than underdeveloped
ones. Obviously, the crisis makes it possible to identify the weaknesses of both the entire pharmaceutical
industry and individual enterprises. The Russian pharmaceutical market is one of the ten biggest world
markets (Beloborodova et al., 2020). One of the main reasons for this is the increased attention of citizens
to their health, an increase in the average age of the population and the state's tendency to import substitution
of products (Fedorova & Fedotova, 2015).

All firms involved in this industry should pay special attention to marketing research in order to
increase the profit of the enterprise. Currently, the problem of market research is extremely relevant for all
enterprises and organizations. Turning to international practice, it can be noted that for successful and
progressive development, it is necessary to use new approaches aimed at meeting the needs of society. For
example, in a number of European countries, special attention is paid to the development of digital sales
channels (Pieriegud, 2019). At the same time this market is highly regulated, therefore the review made by
Marcao and his colleagues (Marcio et al., 2020) deals with the introduction of elements of gamification in
the development of methods for assessing product quality. The latter approach is directly related to the
motivation of employees, which is directly related to the efficiency of the company in such a competitive
and at the same time highly regulated market. At the same time, the Asian and Middle Eastern experience
in this area is important in analyzing the development of the industry in the Russian realities. An analysis
of the development of the Indian pharmaceutical market (Gubina, 2019) showed that government support
in the country can lead to colossal positive results. But it should be borne in mind that the strategy of import
substitution and support of domestic manufacturers should have clear boundaries and operate for a limited
time. The experience of Iran (Mamedyarov, 2018) has shown that even in the presence of external sanctions,
the development of this industry is undoubtedly possible. This may be additional development triggers after
the removal of external restrictions on international cooperation, which obviously may be relevant in the
future for Russian manufacturers as well.

Turning to the state of the market of pharmaceutical substances in Russia, it is necessary to consider
the whole range of problems revealed by researchers in this market segment (Bondarenko et al., 2020;
Golikova et al., 2020a, b; Krylova et al., 2020; Manturov, 2018; Melnik & Golysheva, 2017; Merkuryeva
& Smirnove, 2019; Mingazov et al., 2019; Zhilyakova et al., 2020). Attention is paid not only to the
marketing and production component, but also to the educational one in this area (Golikova et al., 2020a,
b), which connected well with the similar publications (Marcdo et al., 2020). The main trend is closer
cooperation between educational organizations and production sites. It also emphasizes the need to
familiarize with international experience in this area.

An analysis of the development of pharmaceutical industry is considered by Manturov (2018), where
the current transformations of the industry are highlighted. The main trend there is the transition to
personalized medicine, regenerative medicine, as well as an interdisciplinary direction of general

development. The study of the experience of individual companies (Bondarenko et al., 2020; Krylova et
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al., 2020; Zhilyakova et al., 2020) makes it possible to assess the state of the industry after making global
decisions within the framework of international agreements and regional policy of the country.

When organizing a company's marketing strategy, it is necessary to take into account the competition
in the market (Mingazov et al., 2019), be able to predict demand (Merkuryeva & Smirnovc, 2019), as well
as taking into account current trends, in particular technological innovations (Melnik & Golysheva, 2017).
Communication with the end consumer moves to the Internet, which must be considered when promoting
the company's products. Analysis of the marketing environment and assessment of the market opportunities

of firms occurs in the process of comprehensive marketing research, the purpose of which is to collect data

on the market and study it to improve production processes and product sales.
2. Problem Statement

A number of problems must be solved for the development of a pharmaceutical industry enterprise.
The most significant of these are:

Russian enterprises are unable to spend more than 1-2% of their proceeds on research and
development, as they produce branded low-profit Russian analogues of medicines (generic drugs). In
addition, there is practically no production of pharmaceutical substances in the country, which forces
manufacturers to purchase low-quality foreign substances, mainly of Asian origin. It should be noted that
none of the existing programs can solve the problem of creating substances. Asian enterprises are pursuing
a dumping policy that helps oust domestic firms from the internal market, which, as a whole, complicates
the access of the population and the health care system to Russian-made drugs and thereby reduces the
country's drug safety.

In Russia, there is a technological lag in production capacities in comparison with the world's leading
manufacturers of medicines. Domestic enterprises experience a shortage of their own working capital (the
turnover of production of substances is 150-180 days), and price regulation complicates the attraction of
the required amount of financial resources for the development of production, this, in its turn, contributes
to a reduction in wages, a decrease in the prestige of the profession and technological re-equipment of

production.
3. Research Questions

= What are the features of the Russian pharmaceutical market?
=  What is the volume of exports and imports of pharmaceutical substances?
=  What is the forecast for the development of the pharmaceutical substances market in the near

future?
4. Purpose of the Study

The purpose of this work is to assess the market of pharmaceutical substances in Russia. To achieve
the goal, we should complete the following tasks:
= to develop a clear algorithm for marketing research of the demand for pharmaceutical

substances;
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to analyze the market of pharmaceutical substances;

to assess the perspectives for the development of the industry.

5. Research Methods

II.

III.

IV.

To achieve the purpose of this study, we developed a clear algorithm for marketing research:

Annotation of the research. There should be a description of the purpose, subject and period of
the research, choice of tasks and methods (theoretical research, method of expert assessments,
interviews, etc.).

Formation of the research database.

Information from databases:

The Federal Customs Service of the Russian Federation;
The State Drug Tariff;

The Ministry of Economic Development of the Russian Federation, etc.

Monitoring of printed and electronic specialized publications:

data from reports of the "Agency of Industrial Information";

data from "Pharmexpert" reports;

data from industry associations;

government regulations that directly or indirectly affect the state of the pharmaceutical market;
expert assessments of specialists and market experts;

monitoring of the state of affairs in the industry;

reports on the production and economic activities of enterprises in the industry.

Processing and analysis of research results. The following methods are used to process the
collected marketing information: frequency distribution, graphical presentation of the market,
distribution of a variable, calculation of statistical indicators — arithmetic mean, variation,
variance, factor analysis, cluster analysis, trend analysis, etc.

Formation of conclusions and recommendations.

6. Findings

The capabilities of industry in cooperation with scientific advances in the field of pharmaceuticals

show the country's ability to overcome threats, both external and internal, including the threat of a global

pandemic (Kondratiev, 2021).

The organization of the market in Russia differs significantly from the markets of Western and

Eastern countries. As a result, domestic consumers overpay for drugs that may already be outdated and less
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effective. Due to the insufficient development of the health care system, the patient himself buys drugs, and
he chooses them unprofessionally, mainly under the influence of advertising. The existing promotion
system encourages pharmaceutical manufacturers to invest more in marketing and sales, rather than in the
development of new effective substances, which significantly slows down the industry development rate.

Domestically developed drugs cover 68% of the needs of national healthcare (72% in the hospital
sector). The base products are low-margin generic drugs, which does not allow pharmaceutical
manufacturers to spend more than 1-2% of their revenue on research (Buran, 2021). Thus, analyzing the
market, we can say that the needs of modern health care will not be satisfied, and therefore the growth in
morbidity and mortality of the country's population does not decrease.

Pharmaceutical substances are substances possessing pharmacological activity which determine
their effectiveness. These are drugs in the form of active substances of biological, biotechnological, mineral
or chemical origin (plant, animal, microbial, synthetic, etc.) intended for the production of medications.

To assess the state of production of the products under consideration, experts usually resort to
statistical reporting. At the moment, this statistical form does not contain information on production
capacities for the production of pharmaceutical substances; only finished pharmaceutical products in
ampoules and packages are monitored. This circumstance complicates the current assessment. Today about
30 domestic enterprises are focused on the production of substances for the pharmaceutical market.

Since 2000, the volume of production of pharmaceutical substances as a whole has been steadily

declining. The determining factors for restraining the development of production in Russia are:

= Low level of competitiveness in comparison with Asian manufacturers;
= High level of investment;

=  Availability of cheap imports;

= High threshold for entering the market;

= Bureaucratic procedures for registration of substances.

For the profitability of the production of pharmaceutical substances, it is necessary to ensure the
production line load at the level of 70%. A decrease in volumes leads to unprofitable production and makes
the operation of the enterprise economically inexpedient. This makes the development of the domestic
pharmaceutical industry dependent on the supply of pharmaceutical substances from abroad.

Let's highlight some of the features in the production of pharmaceutical substances:

= science intensity of production;
= Jong-term development;

= multistage technological processes.

Consider such a segment on the Russian pharmaceutical market as "Angro" substances. The
development of this area is an important component of the country's national security. In connection with
the complex economic transformations in the entire system, a rather uncharacteristic situation has

developed (Table 1).
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Table 1. Dynamics of production of pharmaceutical substances in Russia
Year 2015 2016 2017 2018 2019 2020
Growth Rate, % 71.6 73.6 88.0 78.6 77.9 97.6

The development of Asian companies associated with the localization of production in China and
India poses a serious threat to domestic manufacturers. These countries are the main global suppliers of
pharmaceutical substances. This was facilitated by the flexible policy of those countries in the field of
environmental safety, i.e. they allow production with a large amount of toxic waste. However, it should be
noted that over the past five years, the number of high-tech industries that meet high environmental safety
requirements and GMP quality standards has increased there.

At this time, in the presence of sanctions from the Western partners of the Russian Federation and
the course on import substitution, there is a redistribution of consumers between foreign and domestic
producers. At the same time, the Russian pharmaceutical industry uses about 9.7 thousand conventional
tons of substances per year and about 1.9-2.4 thousand conventional tons are produced by Russian
enterprises. The share of high-tech substances (more than 6 stages of synthesis) is 35% (including 15%
produced in the Russian Federation) in quantitative terms, 34% (including 5% produced in the Russian
Federation) in monetary terms, and the share of biotechnological substances is 39% in monetary terms (only
2% is produced in the Russian Federation). Today, less than 8% of drugs sold in the Russian Federation are
made from domestic substances. The resulting deficit is covered by the import of substances.

The cost of pharmaceutical substances produced abroad according to the GMP standard is often
higher or comparable to those produced in Russia. Thus, the competition for our products is mainly made
by manufacturers from countries where this production standard has not been implemented, mainly Asian
countries. In international markets, the share of domestic products of pharmaceutical substances is
extremely low (less than 0.04% of total sales). In monetary terms, this is about 6 billion rubles, which is
undoubtedly not enough. However, with the active introduction and promotion of a domestically developed
coronavirus vaccine on the world market, the Russian market can become one of the leaders in Europe.

The export of domestic medicines is hindered by the lack of standards that comply with international
GMP rules governing production and quality control and which are mandatory for the pharmaceutical
industry. As of 2019, up to 97% of the domestic market is provided by supplies from other countries. This
also determines the dependence of the price of the final product on the exchange rate. So over the past 2020,
prices have grown by an average of 10-15%.

After analyzing the data on the market of pharmaceutical substances, a chart was drawn up by name

and market share, shown in Figure 1. The data are given for the most popular substances.
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Figure 1. Structure of the volume of imports of pharmaceutical substances in 2020

This market has the peculiarity that the maximum substances in terms of import volume cover up to
55% of the market in monetary terms. Accordingly, there are a number of substances imported in small
volumes, but at the same time expensive. These include, for example, insulin, pipecuronium bromide and
a number of others. Restoring our own production of pharmaceutical substances is a matter of national
security. This thesis is supported by the fact that such substances are supplied outside the country on a
residual basis. A striking example was the situation in those countries where their own vaccine against
COVID-19 has not been developed, and supplies from other countries will be carried out only after meeting
the domestic needs of the country. Improving the quality of substances is a priority because this largely
determines the factor of independence in drug provision. In addition, on the territory of the Russian
Federation, full control is possible at all stages of production and sale of substances, while it is impossible
to control all stages during import. Undoubtedly, the organization of the production of substances on its
own territory has an economic effect consisting in the organization of high-tech and highly qualified jobs.
This has a multiplier effect on the development of related industries. In addition, there is a stimulation of
scientific research on the basis of pharmaceutical companies and industries, which in the future increases
the quality of products and reduces costs.

We have already noted that the leading suppliers of substances to the Russian Federation are India
and China. At the same time, there is a well-established distribution of the market, in which India leads,
since there are more highly qualified technologists and marketers working in this direction. China, in its
turn, is focused more on the mass production of common substances.

The market of the Russian Federation of pharmaceutical substances can be characterized by a
moderate concentration — eight importing countries almost completely meet the demand (94.6%). Among
them are China (78.5%), India (5.9%), Spain (2.5%), Germany (2.0%), Romania (1.9%), England (1.4%),

Switzerland (1.3%), and Italy (1.1%). Figure 2 shows market shares based on product volume.

224


http://dx.doi.org/

https://doi.org/10.15405/epsbs.2021.09.02.23

Corresponding Author: E. N. Bavykina

Selection and peer-review under responsibility of the Organizing Committee of the conference
eISSN: 2357-1330

China

India

Spain
Germany

Romania

Others

~—_78.50%

Figure 2. Market shares of countries-exporters of pharmaceutical substances in the Russian Federation,
2020

From the available data, it is obvious that China is the leader in imports of products. It has a largest
share of imports — 71.8%. If we talk about the entire volume of the market, then 80% in value terms is
provided by the countries represented by Germany, Spain, India and China. The ratio of the specific weight,
calculated by cost and physical indicators, shows that Chinese substances are much cheaper than similar
products from other countries.

If we consider the dynamics of the market for the export of pharmaceutical substances in the Russian
Federation, then at the moment the main market share is occupied by China, although in 2010 its share was
54.8%, and by 2020 it reached 80%. Other countries have lost part of the market, primarily India, but it is
losing its position from 9.9% in 2015 to 5.9% in 2020. Spain is in the third place with 2.5%. Next countries
are Germany and Romania, respectively, with 2.0% and 1.3%.

The course towards import substitution has been adopted since the imposition of the sanctions,
however, market analysis shows that the bulk of the market is concentrated on imports. This means that the
majority of domestic companies buy raw materials abroad.

Considering the reasons for this situation, it is necessary to refer to the structure of demand for the
corresponding product. The imbalance in this area determines the market conditions. Many manufacturers
produce outdated drugs. There is also a problem in the limited range of anticancer drugs, insulins and other
drugs for the treatment of endocrine diseases, cephalosporin antibiotics, anesthetics, manufacturers of
certain types of cardiovascular drugs, medicines for the treatment of bronchial asthma, etc.

As noted above, it is necessary to introduce GMP rules into production based on the industry
standard GOST 42-510-98 “Rules for organizing production and quality control of medicines”. This will
ensure the competitiveness of the manufactured drugs, both in the domestic and foreign markets. For these
purposes, the Ministry of Economy of Russia and the Ministry of Health of Russia introduced the industry
standard GOST 42-510-98. Order No. 432/512 provides for a complete transition to the production in

accordance with this standard at enterprises producing pharmaceutical substances.
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The implementation of these plans can only be ensured if there is an appropriate amount of
investment in the industry. The main sources of which in the conditions of a budget deficit can be loans and
direct investments. Despite the decrease in budget funds for financing research work, several projects were
implemented to create economically highly effective substances that serve as the basis for medications.
Let's single out a number of areas financed from the budget. Such projects include the technology
for producing the “Tropisetron” substance for the treatment of gastrointestinal diseases. On the basis of
microbiological raw materials, a technology has been developed to obtain "Dextran-1000". An important
result is the production of a substance for the anti-tuberculosis drug — "Pyrazinamide" and a number of
other projects.
In conclusion, we note that the Russian pharmaceutical market remains import-oriented, since 75%

of the drugs consumed by the population are produced abroad.

7. Conclusion

According to DSM GROUP, the market of pharmaceutical substances in the Russian Federation in
2021 will grow due to the production of vaccines to fight the new virus.

At the same time, a number of unresolved problems remains. First of all, this is the presence of
outdated and worn out equipment, lack of investment resources for research work. There is also a certain
inequality for domestic and foreign manufacturers, which consists in the absence of control over the
production of foreign enterprises. Inequality of requirements is also observed in matters of quality assurance
of pharmaceutical substances. As a result, cheap and low-quality imports flooded the Russian market.

The presence of state support is gradually leading to a change in the pharmaceutical substances
market. The governmental program "Development of the pharmaceutical and medical industry" until 2025
will make it possible to annually increase the production of domestic pharmaceutical products at the level
of 10-14% and bring the market share of the use of produced domestic substances to 40-50%. The presented
forecasts are largely optimistic, and their implementation will also depend on global manufacturers of

pharmaceutical substances and their pricing policy.
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