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BACKGROUND 

Almost every year brings important changes to 
regulation of the Russian pharmaceutical 
industry. Occasionally Russian companies react 
positively, while their international counterparts 
almost never welcome the change. The list of 
measures speaks for itself: from the introduction 
of mandatory local clinical trials, price controls 
for vital medicines and obligatory compliance 
with GMP, through to the launch of processes to 
create a single regulatory regime for the 
pharmaceutical market in the Eurasian Economic 
Union (EaEU), the “three’s a crowd” rule,  yet 
another method for calculating prices for vital 
medicines and, soon, mandatory licensing. All of 
these measures have been introduced over the 
last few years. And all of these measures are 
related in one way or another to the notion of 
localization. 

Over the last 10 years the Russian 
pharmaceutical market has been one of the 
highest priorities for publicly discussed 
development plans announced by international 
pharmaceutical companies. Until recently, the 
reason for such attention was clear: the pace at 
which the Russian pharmaceutical market was 
growing. According to data from Pharmexpert 
(now IMS Health Russia), in the period 2005-
2010 this growth was 304.1 billion rubles or 
130.2%. 

But that was earlier. 

Announced by the Russian Government in 2009, 
the drive for import substitution (in the initial 
stage) and innovative development of the 
domestic pharmaceutical sector (as the final 
stage) was driven by factors such as the 
significant pace of market growth (on average 
21% per year), the global financial crisis of 
2008/9 and dependence on imported medicines 
(some 80% of the market in ruble terms). The 
strategy for development of the Russian 
pharmaceutical sector through to 2020 (‘Pharma 
2020’) and the federal target program (see box 
to the right) are the key documents outlining how 
local pharmaceutical production should develop. 
A third document stimulating a rise in 
international companies’ localization projects in 
Russia is Ministry of Economic Development 
Order No. 427 (5 December 2008), which sets a 
15% preference for locally-produced medicines in 
state and municipal procurement. 

Localization deals concluded and investment 
projects announced in 2009–2013 demonstrate 
the success of Pharma 2020’s first stage, as is 
evident from the following table. 

 

GOVERNMENT DOCUMENTS ON LOCALIZATION 

Pharma 2020 
Strategy 
23 October 2009 

The Strategy sets the following 
goals: 

• Stimulate production of 
innovative medicines as well 
as high-tech chemical and 
biochemical substances 

• Transition to GMP standards 

• Stimulate the development 
of analogues of imported 
drugs, both generic and 
innovative 

• Improve personnel training 
and skills. 

Federal Target 
Program on 
Development 
of the Russian 
Federation’s 
Pharmaceutical 
and Medical 
Industry 
through 2020 
17 February 2011 

The FTP set the following goals: 

• Develop R&D capacity in the 
pharmaceutical industry 

• Develop innovative capacity 
in the pharmaceutical 
industry 

• Develop personnel capacity 
and information 
infrastructure for the 
pharmaceutical and medical 
industries 

• Invest in technical re-
equipment and 
modernization 

• Transition the domestic 
pharmaceutical and medical 
industries to an innovative 
growth model. 

Ministry of 
Economic 
Development 
Order No. 427 
5 December 2008 

• Establishes a 15% 
preference in state and 
municipal procurement for 
locally-produced medicines 

• States that “locally-
produced” means at least 
the secondary packaging 
stage of the production 
process is localized in 
Russia. 
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Partnership 
agreements 
(primary or 
secondary 
packaging) 

• Pfizer with Petrovax 

• Roche, Janssen with 
Pharmstandard 

• AbbVie, BMS, MSD with 
R–Pharm 

• Amgen with 
Pharmeco/Dobrolek 

• GSK with Binnopharm 

Greenfield 
manufacturing 
facilities 

• Nycomed/Takeda 
(launched in September 
2012) 

• Berlin-Chemie/Menarini 
(May 2014) 

• Teva (October 2014) 

• Novo Nordisk (April 2015) 

• Novartis (June 2015) 

• AstraZeneca (October 
2015) 

Acquisitions 
of Russian 
manufacturers 

• Sanofi Aventis – 74% in 
insulin manufacturer 
Bioton Vostok 

• Abbott – up to 100% in 
Veropharm 

 
 NEW REALITIES  
 
In 2014 and 2015, Russia’s economic situation 
deteriorated. According to Rosstat, Russian GDP fell 
by 3.7% in 2015 after growth of 0.7% in 2014 
(itself below expectations) and inflation in 2015 
was 12.9%. This was compounded by a negative 
geopolitical environment, largely due to the events 
in Ukraine, with direct economic impact through the 
Western sanctions on Russia. Of course, these 
circumstances could not fail to affect the 
willingness of international pharmaceutical 
producers to continue investing in localization. 
Many such plans were put on ice. 

By the end of 2014, US and European firms had 
adopted a ‘wait and see’ strategy for the Russian 
market. However, the situation is slowly changing: 
investors are becoming more active. For instance, 
in June 2015, Novartis, which had stated in 2014 
that construction of a 4.5 billion-ruble plant in St 
Petersburg was falling behind schedule, announced 
the opening of the facility. Sanofi Pasteur signed an 
agreement to begin localizing production of 
vaccines at the Nanolek plant in the Kirov region. 

The list goes on: in June 2015, Bayer signed a 
manufacturing agreement with St Petersburg-based 
Polisan.  

 

It is clear that the time of international companies 
investing in greenfield sites has passed. Experts will 
also tell you that many new plants are not operating 
at full capacity and sometimes significantly below it. 
This applies as much to those built by Russian 
investors as much as it does to foreign ones. 

 AN IMPROVING OUTLOOK 
 
It can be said with moderate confidence that the 
problem of underused production capacity will be 
resolved in the foreseeable future. 

Clearly none of the foreign players in Russia is 
ready to leave the market. And clearly companies 
will continue to fight for market share and try to 
expand. Therefore, while an important factor, 
negative growth in the pharmaceutical market in 
2015 and possibly 2016 is unlikely to have a 
significant effect on plans to localize 
manufacturing. 

 CONTINUING LOCALIZATION 
 
A number of factors encourage companies to 
continue localization of production in Russia. These 
include:  

1) ‘Three’s a crowd’ and other preferences for 
locally-produced medicines. The ‘three’s a crowd’ 
rule has been in effect since 1 January 2016, after 
which imported medicine cannot compete in state 
tenders if two or more locally-produced analogues 
are registered. Of course, such protectionist 
measures only affect state procurement. Yet, the 
commercial interests of global pharmaceutical 
companies are concentrated in areas of the market 
traditionally funded by the state: treatment of rare 
and expensive illnesses, socially significant 
diseases (tuberculosis, HIV, viral hepatitis, 
diabetes, etc.), national vaccination calendars, 
essential drug programs, etc. Soon the Ministry of 
Industry & Trade intends to launch a special 
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program to support the development and use of 
locally-produced active pharmaceutical ingredients.  

2) Localization as the cost of market access. Even 
though localization does not necessarily lower 
production and transportation costs overall, 
companies take into account a number of factors 
when setting up production in Russia. These 
include a partner’s market access and 
administrative resources; the higher chances of 
getting included in the essential medicines list; and 
benefits when registering the maximum price (if the 
medicine is in the list).  

3) More demanding criteria for locally-produced 
medicines. It is sufficient to quote Dmitry Kolobov, 
Deputy Director of the Department for Development 
of the Medical & Pharmaceutical Industry at the 
Ministry of Industry & Trade: “There will be two 
types of local products depending on the degree of 
processing: finished dosage forms, with one 
amount of preferences, and the full production 
cycle, including of active ingredients, which would 
get big preferences.” 

4) The need to localize medicines with expiring 
patents. This process has already affected a 
number of medicines and companies with have 
prominent positions in state programs. The most 
well-known cases are Novartis’ Glivec, Janssen’s 
Velcade and Roche’s MabThera. Biocad, Generium 
and several other players already produce quality 
Russian generics for a number of imported 
products, meaning that this trend will continue and 
pressure on international players will rise. 
Localization in Russia is essentially becoming a 
means for companies to survive in competitive 
therapeutic areas.  

5) Threat of mandatory licensing being introduced. 
Mandatory licensing is the biggest threat to the 
investment appeal of the Russian pharmaceutical 
market, but is becoming ever more realistic with 
each passing day. Nevertheless, the government is 
likely to only go down this route partially, 
introducing mandatory licensing for specific 
categories of medicine. For example, it could affect 
therapeutic areas where there have been recent 
epidemics or treatment is difficult because of 
consistently high prices (e.g. HIV, hepatitis C, etc.). 
The industry is nonetheless very concerned about 
even partial use of this tool. That being said, the 
existence of such a risk for international 
pharmaceutical producers is enough to push them 
towards local partnerships. 

However, the discussion is not complete without 
mentioning several factors capable of having a 
negative impact on companies’ localization plans:  

1) A sudden worsening in the international political 
environment or economic situation would naturally 
have a negative impact on any plans to localize.  

2) Parallel (grey) imports. Introduction of the 
international exhaustion of exclusive intellectual 
property rights is frequently discussed in Russia. If 
implemented, investments in local production 
capacity would be economically unjustifiable in 
most cases. 

3) ‘Single supplier’ positions in state drug 
programs. International companies risk losing 
lucrative market niches as monopoly suppliers are 
appointed for state procurement in whole 
treatment areas. The selection of Rostec’s 
Natsimbio as the sole supplier of vaccinations, HIV 
therapies and prison healthcare typifies this trend. 
The situation differs from therapeutic area to 
therapeutic area, but one thing is clear: every 
company working with state supplies of vaccines; 
blood factors; treatments for HIV, viral hepatitis, 
and tuberculosis; and possibly insulin will need to 
consider Rostec’s interests. 

4) Localization in other Eurasian Union markets 
(Kazakhstan). The Eurasian Economic Union has a 
single customs territory across all member states 
and is moving towards common regulation for the 
circulation and production of medicines. 
Theoretically, this could dissuade companies from 
localizing in Russia as preferable conditions could 
be found in other member states; in reality, this is 
unlikely for logistical, human resources and, 
sometimes, political reasons.  

 A SYSTEMATIC APPROACH IS KEY 
 
We will only have a proper understanding of how 
successful the government’s drive to stimulate 
production localization has been, once we finally 
see what localized companies get in exchange for 
the investments and risks they have taken on. Not 
just in terms of preferences but strategically – will 
the Russian pharmaceutical market remain as 
interesting for international companies as it was 
several years ago? This will very much depend on 
Russian economic performance and the outlook for 
growth in personal incomes and per capita 
healthcare spend. 

Companies localizing production in Russia, or 
considering doing so, must take a systematic 
approach. Specifically: understanding government 
priorities, incorporating them into their own 
business strategies, placing patient interests at the 
heart of their business (not just the covers of their 
corporate brochures), developing partnerships with 
all stakeholders, engaging with communities and, 
finally, understanding today’s challenges as part of 
the big picture and the market’s potential. 
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PHARMACEUTICAL PRODUCTION FACILITIES LAUNCHED IN RUSSIA SINCE 2000 
(data from Vademecum Magazine, vademec.ru) 
 
 
 
 
KALUGA REGION 
Novo Nordisk $100 million 20 million cartridges and 10 million pen needles 
Astra Zeneca $224 million+ 850 million pills 
Berlin-Chemie €30 million 50 million packs 
NearmedicPharma ₽4 million  100 million medication packs 
Hemofarm €32 million 2.5 billion pills 
KALININGRAD REGION 
Infamed ₽1 billion+ 12 million packs of product 

MOSCOW 
Makiz-Pharma n/a 1 billion pills 
Dobrolek n/a 8.3 million packs 
MOSCOW REGION 
Binnopharm ₽4.3 billion+ 1.2 billion pills, 4.5 million capsules, 80 million ampoules, 20 million aerosols 

Sotex Pharm Firm 
$40 million 100 million ampoules 

Gedeon Richter $25 million 1 billion pills 
Servier €40 million 2 billion pills 
ZiO-Zdorovie n/a 2 billion pills/capsules, 20 million sachet bags 
Petrovax €40 million 80 million ampoules and vials 
Geropharm-Bio ₽2 billion 650 kg of substance 
Canonpharma Production n/a 80 million packs 
KRKA $45 million 600 million pills and 240 million capsules 
OREL REGION 
Sanofi-Aventis Vostok $48 million 15-30 million dosage units of insulin 

BELGOROD REGION 
PIQ-Pharma Lek ₽1.3 billion 500 million pills, 100 million capsules 

SAINT-PETERSBURG 
Polysan Scientific & Technological 
Pharmaceutical Company 

₽2.5 billion+ 12 million packs of product 

Raduga Production €40 million 1.2 billion pills and capsules 
Biocad ₽52 million+ 160 kg of monoclonal antibodies 

LENINGRAD REGION 
Novartis ₽4.5 billion 1.5 billion solid dosage forms 
Plant Named After Academician V.P. Filatov n/a 960 million packs of product 
Vertex ₽2.2 billion Approximately 70 million packages of finished drug products or up to 1 billion medication units 

YAROSLAVL REGION 
Teva ₽2.5 billion 1.5 billion product units 
R-Pharm ₽2.5 billion More than 60 million packs 
Takeda €76 million More than 2 billion pills, 90 million sterile ampoules 
UDMURTIA 
Rester €1.5 million 1 million dialysis kits 
KIROV REGION 
Nanolek ₽2 billion+ 1.5 million pills, more than 42 million syringes and 35 million vials 

RYAZAN REGION 
Fort ₽4.8 billion 40 million doses of seasonal flu vaccine, 120 million doses of pandemic influenza vaccine, 20 

million doses of other antiviral vaccines, 100 million doses of recombinant pharmaceutical proteins 
and up to 500 million dosage forms of biological products 

VLADIMIR REGION 
Generium ₽5 billion  2 million vials of immunobiological product, up to 4 million vials of liquid sterile dosage forms 

LIPETSK REGION 
Rafarma ₽3.65 billion 450 million pills, 62.5 million injectable medicine vials, 200 000 packages of antitumor medicinal 

products 
ALTAI REGION 
Evalar ₽450 million More than 450 product units 
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An INTEGRATED, MULTILINGUAL 
team of senior communications 
professionals in Russia, Ukraine 
and Kazakhstan. 

An extensive track record in helping companies 
implement effective communication strategies to support 
their business objectives and build their brands in 
Russia, Ukraine, Kazakhstan and the CIS. 

FULL-SERVICE Government Relations & Public Affairs, 
Corporate & Crisis Communications, Marketing 
Communications, Digital Communications, and 
Financial Communications offerings. 

Unparalleled regional insight 
based on 25 YEARS of on-the-
ground experience in Russia, 
Ukraine, Kazakhstan and the CIS. 

ABOUT PBN H+K 
 
 
 
  

 
 
 
 
 
 
 
 
 
 
PBN Hill+Knowlton Strategies’ specialized Healthcare Practice was established in 2010, it offers 
a unique mix of integrated government affairs, media relations, stakeholder engagement, and 
public education services to identify clients’ strategic communications priorities and reach their 
business, reputational and market access goals. 
 

 

CONTACT INFORMATION 
 

Alexey Brevnov    
Vice President, Government Relations  
Head of Healthcare Practice   
Tel: +7 495 775 00 77   
alexey.brevnov@hkstrategies.com    

 


