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Abstract 
 

Export of medicines is one of the most profitable businesses, which attracts the attention of an increasing number of producers. The in-

ternational medicines’ trade largely depends on national or regional regulatory mechanisms. In addition, the export terms and conditions 

differ for various categories of medicines. Innovative drugs account for the main share of the global medicines’ export. Therefore, export 

of innovative drugs developed in Russia to advanced countries is the most economically profitable direction. Export of generic drugs can 

bring considerable revenue to the producer and the state, but import substitution by releasing generic drugs weakens the innovative direc-

tion of studies and production. The import substitution policy targets manufacturers of medicines to produce generic drugs, as well as 

products intended, mainly or exclusively, for sale within the country. One of the ways to improve the efficiency of the entire pharmaceu-

tical sector is international cooperation. 

 
Keywords: export of medicines, import substitution strategy for drugs, development of pharmaceutical and medical industry, medicines, active pharma-

ceutical ingredients (APIs). 

 

1. Introduction 

According to official resources [1], the volume of export of phar-

maceutical products manufactured in Russia in 2017 was about 

EUR 391 million. The relevant figures of some foreign countries 

look much more impressive (Table 1). This means that foreign 

countries have accumulated a considerable experience in promot-

ing drugs on the world market. 

The resolution adopted by the UNO General Assembly at its 70th 

session that took place on September 25, 2015 shows the determi-

nation of the world community to provide all people with an op-

portunity to live in prosperity and welfare [2]. However, there is 

not enough money to finance such activities. 

 
Table 1: Volumes of Medicines’ Export and Import by Certain Countries 

and the EU as a whole in 2016 [3] 

Country Export (bln. EUR) Import (bln. EUR) 

Lithuania 0.250 0.063 

Slovenia 1,100 0.350 

Japan 4,100 23,000 
Canada  7,600 11,300 

China  12,300 19,900 

India  13,000 2,900 
Ireland  14,000 11,000 

France  14,300 5,300 

United Kingdom  15,800 8,000 
Germany  36,600 12,100 

USA  46,700 86,700 

 

Some industrial countries, for example, the United States, Japan, 

and Canada have negative balance of international trade of this 

type of goods. This means that such countries are not only far 

from being self-sufficient in terms of medicinal supply, but they 

do not always manufacture enough medicines to meet their inter-

nal needs. 

This situation is related to the fact that large pharmaceutical manu-

facturers form the product line and the range of export based on 

their technological capabilities and the forecasted needs of mar-

kets, both local and targeted foreign ones. The negative trade bal-

ance in industrial countries is considered to be undesirable, but it 

is not a reason to take measures on import substitution. 

When making a more detailed analysis of the situation in this area, 

it is necessary to take into account peculiarities of pharmaceutical 

products. As it has been repeatedly noted in the industry publica-

tions, medicines can be considered to be the most “international” 

commodity, because they cross national borders almost as easily 

as diseases they treat or prevent. At the same time, the medicines’ 

turnover is probably the most regulated sector of the economy. For 

these reasons, the international medicines’ trade largely depends 

on national or regional regulatory mechanisms. In addition, the 

terms and conditions of export are different for various categories 

of medicines. 

The main share of the global medicines’ export includes innova-

tive drugs developed and manufactured in countries with strict 

industry regulatory requirements. These are member states of the 

EU, as well as the United States of America, Canada, Switzerland, 

and Japan. In total this group includes more than 30 countries, i.е. 

approximately half of the list of industrially developed countries. 

Their high export is due to monopoly prices associated with the 

exclusive order of sale of this category of drugs, as well as consid-

erable volumes of supplies in physical units: tons, millions of 

packages, etc. 

It is necessary to note that the basic volume of exported innovative 

drugs is exported to countries with a high level of economic de-
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velopment, because states of other categories are not able to pur-

chase them in considerable amounts. For this reason, countries 

that are the largest exporters of medicines are also their leading 

importers (Table 1). 

It is known that the export of innovative drugs is not merely a 

profitable business, but also a necessary factor for closing the 

cycle of refinancing research activities (Figure 1). 

 
Fig. 1: Life Cycle of Research Activities 

According to the estimations, on average $1 billion or more is 

required to develop and introduce a new drug on the market. Ac-

cording to the economists’ calculations, the profit required for this 

cannot be earned from selling a new product on the market of one 

country during a reasonable period of time, even if this country is 

as rich as the United States of America. In order to do this, it is 

necessary to start selling the drug simultaneously on markets of at 

least 5 countries with a high level of economic development. It is 

clear that it is possible only in the context of international harmo-

nization of requirements to ensuring the medicines’ safety and 

efficiency. The most important sections of these requirements 

include the system of admitting new drugs to the market. These 

considerations became the basis for establishing the ICH (Interna-

tional Conference on Harmonization of Technical Requirements 

for Registration of Pharmaceuticals for Human Use) international 

organization in 1990-91; currently this is the International Council 

on Harmonization. 

Another important condition for the development of the export 

potential in the pharmaceutical industry is strict production control 

in the form of licensing and inspections in compliance with the 

rules of GMP (good manufacturing practices). Particularly, it is 

proved by the rapid growth of the number of participants in the 

PIC/S – Pharmaceutical Inspection Cooperation Scheme. At the 

present time, there is no country that exports innovative drugs that 

does not have a mature regulatory system and does not actively 

participate in international cooperation mechanisms. 

High cost for innovative drugs with proven clinical efficiency is 

not an obstacle to promote them for export because the competi-

tion is limited by the mechanisms for protecting intellectual prop-

erty. In this aspect, the most promising ones are the drugs that 

allow solving certain problems related to treating or preventing 

diseases that are not “covered” or not completely “covered” by the 

existing medical technologies. Medical technologies are interpret-

ed as a set of diagnostic methods, drug and nondrug treatment, 

prevention and rehabilitation, health care and strengthening sys-

tems used in the health service to solve medical problems, and 

improve the quality of life [4]. 

In contrast, on the world market in the segment of generic drugs 

there is a strong competition between producers of economically 

developed and some developing countries. In particular, India 

supplies generic vaccines to the EU and North American countries. 

For this reason, the key condition for the successful export of 

manufactured drugs is their low price. However, in this case it is 

necessary to comply with international requirements regarding 

preregistration study of drugs and GMP rules. 

China and India export pharmaceutical substances to many coun-

tries of the world. It is generally acknowledged that industrial 

countries cannot compete efficiently in this area by the majority of 

active pharmaceutical ingredients (APIs). 

The export opportunities of countries where the population has 

low incomes are limited by supplies of some generic drugs and 

traditional drugs mainly at the regional or subregional level. In the 

long term they can extend in case the WTO takes the decision on 

the possibility of exporting drugs manufactured on the basis of 

compulsory licensing. 

2. Export of Russian Medicines 

In terms of export development, the national pharmaceutical in-

dustry has a considerable advantage as compared to the majority 

of industrial countries: this is a large national market. At the same 

time, there is an industry-wide strategy of import substitution. 

Today, the state pays a lot of attention to local production of 

pharmaceutical substances and supports manufacturing companies 

that operate in this segment. It is necessary to welcome the medi-

cines’ import reduction due to the localization of foreign produc-

ers in Russia. However, this approach has limitations related to the 

production economy and the logistics of product distribution. The 

trend of localization is perceived by foreign companies as a num-

ber of restrictions aimed only at supporting national business and 

prohibiting or restricting the promotion of their products to the 

Russian market. 

In case of national enterprises, the import substitution course tar-

gets them to produce generic drugs, as well as to manufacture 

products intended, mainly or exclusively, for selling in the country. 

As a result, the innovative direction of research and production is 

weakened, and the opportunity to use economies of scale to reduce 

costs is lost. 

The program documents of the industry aim at producing innova-

tive products. However, at the same time it is necessary to take 

into account that in order to obtain the maximum economic returns, 

such drugs should be directed, first of all, to countries with a high 

level of economic development. Entering medicinal markets of 

these countries could be facilitated by the national developers’ 

transfer to progressive forms of creating innovative drugs by using 

molecular and computer modeling. 

For the same purposes, it is necessary to forecast the unmet needs 

of foreign countries in medical technologies. In this regard, it is 

desirable to use international databases and cooperation mecha-

nisms to establish priorities in looking for new drugs [6, 7] 

When discussing the prospects for export of nationally manufac-

tured generic drugs, the most important factor is the economy of 

scale. Unfortunately, Russian pharmaceutical manufacturers do 

not sufficiently take into account the concept of lowering over-

head costs, and, consequently, the cost of production when in-

creasing production volumes. In some cases, enterprises’ manag-

ers realize that the cost of production is related to its scale. How-

ever, instead of entering foreign markets, they expect the state to 

increase the volume of purchases for public needs. As producers 

think, the cost may decrease only after this, which would then 

allow offering competitive prices for export. 

Among other things, in order to reduce production costs, it is nec-

essary to rationally use the fundamentals of chemistry and chemi-

cal technology, and to creatively apply the available technological 

equipment. When optimizing production processes, it is important 

to study chemical and physical properties of raw materials and 

semi-products, as well as to follow modern methods of scaling and 

technology transfer.  

Although the ICH guidelines, including Q8 “Pharmaceutical De-

velopment”, are intended mainly for innovative drugs’ developers, 

similar studies are extremely important when creating reproduced 

drugs. Taking this into account, the WHO documents formulated 

recommendations on the pharmaceutical development of generic 

drugs [8, 9, 10]. They noted that in order to ensure pharmaceutical 

quality, data on pharmaceutical development should be an integral 

part of the registration dossiers. 

For successful competition on the global market of generic drugs, 

it is also necessary to systematically monitor the expiration of 

innovative drugs’ patent protection. 
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3. Development of the Export Potential of the 

Russian Pharmaceutical Industry 

In 2014 the government discussed measures to support Russian 

companies that export medicines by providing them with various 

economic benefits, as well as informing about the specifics of 

drug market regulation in the countries importing national phar-

maceutical products. The abolition of the previous requirement to 

register in Russia the medicines intended only for export is also a 

form of supporting enterprises that export pharmaceutical products. 

Recently, contacts among specialized agencies, the WHO and 

other international organizations have begun to improve. A pack-

age of standards and rules to regulate the medicinal market of the 

EEU countries harmonized with the EU standards is being quickly 

developed. This creates prerequisites for the registration of Rus-

sian medicinal products in countries with a developed regulatory 

system and their subsequent export. 

Considerable differences with the world practice are observed in 

administering regulatory functions, which was repeatedly noted by 

specialists of the industry. While foreign countries widely apply 

the practice of combining the most important regulatory functions 

in one structure – the National Regulatory Authority, in Russia 

these functions are to the maximum extent fragmented not only 

among departments, but also within them. Meanwhile, the WHO 

documents emphasize the importance of an integrated regulatory 

system in countries. 

Russian manufacturers almost do not use this form of their prod-

ucts’ promotion to the world market as the WHO prequalification 

program for drugs and suppliers. 

4. Achievements of the Russian Export of 

Medicines 

Noting the significant work of the relevant departments performed 

over recent years on developing the export potential of the indus-

try, it is also necessary to note rather low actual results of this 

work. As noted above, the volume of Russian medicines’ export 

does not exceed half a billion US dollars per year, which is half 

the value of Slovenia (Table 1). Regarding the export to advanced 

countries, the picture is even less encouraging. The volume of the 

Russian medicines delivered to the EU countries is 120 lower less 

than the corresponding figure for Israel (Table 2). 

 
Table 2: Export of Medicines from Certain Countries to EU Countries in 
2016 [3] 

Country exporting  

to EU countries 

Export of pharmaceutical  

products (bln. EUR) 

USA 31,600 
Switzerland 26,200 

China 3,000 

Israel 2,900 
Singapore 2,700 

Japan 1,300 

Canada 1,100 
Australia 0.326 

Brazil 0.277 

Russia 0.024 

5. On International Cooperation 

One of the ways to improve the efficiency of the entire pharma-

ceutical sector is international cooperation. At its 67th session that 

took place in May 2014 the World Health Assembly recommend-

ed all countries to strengthen drug market regulation systems and 

to intensify international cooperation for this purpose on the glob-

al, regional, and subregional levels. [11] At the same time, a stra-

tegic goal of the cooperation is the convergence of norms and 

rules, and the elimination of unjustified national/regional differ-

ences in this area. It is primarily related to organizing export. 

International organizations of the industry such as WHO, the Eu-

ropean Directorate for the Quality of Medicines, PIC/S, ICH, IC-

MRA (International Coalition of Medicines Regulatory Authori-

ties), FIP (International Pharmaceutical Federation), EFPIA (Eu-

ropean Federation of Pharmaceutical Industries and Associations) 

could provide the relevant Russian authorities with considerable 

assistance on achieving this goal. Their assistance can be particu-

larly useful in terms of an objective assessment of the national 

regulatory system. Without this, it is extremely difficult to answer 

the question whether the above differences of the system from the 

world practice can be considered as its negatives or national char-

acteristics that do not reduce its efficiency. 

Nowadays such form of cooperation is convenient. As a part of the 

application for membership in the PIC/S, there is already a process 

of assessing the Russian procedures related to the state inspection 

of pharmaceutical manufacturers. Earlier, a project to certify the 

regulatory system of the entire sector through the WHO was initi-

ated. Unfortunately, according to the available data, this project is 

suspended due to problems with funding from both parties. 

Along with this, nowadays there are alternative or additional op-

portunities for the interested agencies in Russia to obtain infor-

mation and/or methodological support from international organi-

zations. In this regard, firstly, it is necessary to mention the rec-

ommendations on good regulatory practices developed by the 

WHO pharmaceutical program, as well as methods for comparing 

national regulatory practices and identifying the most efficient 

approaches in this area. Consultative assistance can be also pro-

vided by other international organizations mentioned above. How-

ever, Russia should initiate it. International organizations do not 

offer their recommendations to highly developed industrial states 

without their request.  

6. Conclusion  

The export of national medicines meets the interests of economic 

development and the public health system of the country. 

Export of the innovative drugs developed in Russia to advanced 

countries is the most economically profitable direction. It is possi-

ble only subject to the availability of drugs that meet the specific 

needs of the target markets of advanced countries. Along with this, 

it is necessary to strictly comply with all internationally recog-

nized requirements for ensuring the efficiency and safety of each 

products’ delivery. In case of the most promising innovative drugs, 

it is reasonable to apply for registration in foreign countries as 

soon as they are registered in Russia. 

Export of generic drugs can also bring considerable revenues to 

the producer and the state. However, in this case, a prerequisite for 

success is competitive pricing subject to meeting international 

quality requirements. An efficient way to reduce selling prices for 

generic drugs is to increase production volumes taking into ac-

count the aggregate demand of the domestic market and a broad 

program of export supplies. 

Due to the competition from such countries as China and India, 

the export of domestically manufactured APIs does not seem to be 

a promising direction. 
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