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This year may become a turning point for 
the Russian pharmaceutical market – many 
significant initiatives that were under dis-
cussions for years either were implement-
ed by the end of 2017 or are currently in 
the process of being implemented in 2018. 
This current overview aims to highlight the 
most important developments and legisla-
tive reforms in the Russian pharmaceutical 
industry for the past year, and talks about 
what the experts forecast for 2018.

Intellectual property regulations

Compulsory licensing

The current Russian legislative framework 
allows a compulsory license to be issued 
only by the court in case a patent holder is 
not using an invention, and this is leading 
to a lack of relevant products or services on 
the Russian market.

Over the past few years, the Federal Anti-
monopoly Service of the Russian Federation 
(hereinafter – the FAS) insists on succes-
sively amending the existing regulations of 
the compulsory licensing, inter alia, in rela-
tion to patents for medicines. 

At the end of 2017, the Russian President 
adopted the National Plan for the Devel-
opment of Competition for 2018-2020. Ac-
cording to the National Plan, the Russian 
Government has to draft a law that allows 
usage of patented inventions through its 
decision, if such measures are required for 
protection of human life and health, and 
submit it to the Russian State Duma by Jan-
uary 1st, 2019. However, the FAS is speed-
ing up the process, and has already stated 
that the draft law will be submitted to the 
State Duma in a month.

The initiative raises big concerns on the 
part of innovative manufacturers, as the 
proposed mechanism gives no clear crite-
ria as to when exactly the compulsory li-
cense may be issued. If the draft law is to 
be submitted in the beginning of this year, 
the State Duma may approve it in a short 
time frame.

Parallel Imports

In April 2017, the Eurasian Economic Com-
mission (hereinafter – the EEC) approved 
the draft protocol on amending the Eura-
sian Economic Union Treaty, proposing to 
authorize parallel imports for certain types 
of goods. The list of goods is supposed to 
be approved later, however, it has been an-
nounced that the proposed regulation is 
primarily aimed at medicines and medical 
devices. Discussion on these amendments 
is still in progress. The Republic of Belarus 
is strictly against parallel imports based on 
the necessity of protecting investments 
and the local market.

At the same time, the FAS actively supports 
the initiative, and has already started inte-
grating its position in Russia. In 2017, the 
FAS issued a number of warnings to foreign 
manufacturers of cars and medical devices, 
and declared that actions taken by them 
that involved restricting non-official dealers 
from importing branded goods were illegal. 
Following this trend, in 2018 the Arbitrazh 
Court of Moscow has supported the FAS's 
position that importing goods legally pur-
chased abroad does not violate the intel-
lectual rights of a trademark owner or the 
state of competition. This decision may be-
come a precedent, unless a foreign manu-
facturer successfully challenges it in a court 
of appeals.

In parallel, the Constitutional Court of the 
Russian Federation is currently considering 
a complaint lodged by a Russian company 
related to intellectual property regulations. 
The company challenges provisions in the 
Russian Civil Code that allow considering 
branded goods imported into Russia with-
out a trademark owner's consent as coun-
terfeit. A decision on this matter should fol-
low in the nearest future, and may trigger 
significant changes in intellectual property 
regulations.

Pricing policy

In 2017, the Ministry of Health of the Rus-
sian Federation (hereinafter – the MoH) 
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made available for public debate draft 
amendments to existing pricing rules for 
medicines included onto the Essential 
Drugs List (hereinafter – the EDL). Inter alia, 
the MoH proposes that foreign pharma-
ceutical manufacturers be obliged to low-
er the registered maximum selling prices 
for medicines, if prices in certain reference 
countries decreased. Additionally, the draft 
amendments provide that the registered 
prices may not exceed prices specified by 
a manufacturer in an application on includ-
ing a medicine into the EDL.

According to pharmaceutical manufactur-
ers, the implementation of amendments in 
an existing version will result in excessive 
risks to the industry, and the healthcare 
system as a whole. Moreover, the new legal 
framework probably may discourage for-
eign manufacturers from localizing produc-
tion of medicines in Russia.

Currently, draft amendments remain the 
subject of discussion by the competent au-
thorities and representatives of the phar-
maceutical industry. The final versions of 
the documents, and the actual timelines for 
enacting them, are still unknown. However, 
according to experts, significant changes 
may follow as soon as 2018.

State procurement

Pricing in state auctions

During 2016-2017, the Russian authorities 
have been working on a new system for 
calculating the initial (maximum) contract 
price in state auctions (hereinafter – the 
Starting Price). After numerous discussions, 
in October 2017 the MoH issued an order 
providing three methods for calculating the 
Starting Price. In particular, starting on July 
1st, 2018 the state purchaser should deter-
mine the Starting Price using a reference 
price for a procured medicine, which is au-
tomatically calculated in a special electronic 
system.

The FAS noted that the electronic system 
is not entirely ready for use, and contains 

a number of deficiencies. First of all, it 
requires the unification of the names for 
medicines, and the creation of equivalent 
groups for dosages and dosage forms. 
According to FAS representatives, these 
shortcomings may lead to the monopoliza-
tion of the pharmaceutical market, incorrect 
calculations for the Starting Prices, and sig-
nificant over-budget expenditures.

Thus, in 2018 the responsible state author-
ities need to complete this work in order to 
secure the correct operations for the new 
pricing rules in state procurement.

Interchangeability

Over the course of 2016-2017, the FAS is-
sued a number of letters that clarified the 
rules for describing medicines and deter-
mining their interchangeability for the pur-
poses of state procurement. Participants 
in bidding regularly used this instrument in 
order to access bids and suggest medicines 
with same INNs but with other dosages, 
dosage forms, etc.

However, in July 2017, the Supreme Court of 
the Russian Federation limited the FAS au-
thorities' ability to determine interchange-
ability, and put this issue under the exclu-
sive competence of a special MoH scientific 
center. Starting on January 1st, 2018, the 
State Register of Medicines contains infor-
mation on the interchangeability of med-
icines determined by the MoH scientific 
center.

In order to unify practices and approaches, 
at the end of 2017, the Russian Govern-
ment in its decree directly specified rules 
for state purchasers on description of med-
icines. The decree has partially adopted the 
FAS's positions from the letters containing 
the clarifications - in particular, it directly 
lists the characteristics that state purchas-
ers may not specify in a description of the 
medicines being procured.

The new rules entered into force on Janu-
ary 1st, 2018. Therefore, recent legislative 
amendments may entail significant changes 
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in established practices for the antimonop-
oly authorities and courts.

Innovative instruments in 
the pharmaceutical sector

Special investment contracts

In 2015, Russia adopted a new investment 
mechanism – special investment contracts 
(hereinafter – SPICs), which were created 
to provide incentives to invest in Russian 
industry. Recently, two global pharmaceu-
tical companies, AstraZeneca and SANOFI, 
entered into SPICs with the Ministry of In-
dustry and Commerce and Russian regions. 
Following that, the first Russian pharma-
ceutical manufacturer, GEROPHARM, also 
signed a SPIC aiming to create a full pro-
duction cycle for medicines. Therefore, 
we may see increasing interest from the 
pharmaceutical industry in this investment 
mechanism. 

At the same time, while Russian ministries 
work on improving SPIC regulations, the 
FAS considers this mechanism as an 
instrument for providing benefits to certain 
companies which may affect the state of 
competition on the market. Therefore, 
companies willing to enter into SPICs 

should first assess the related risks, and 
consider positions taken by the relevant 
state authorities.

risk sharing

In February 2017, the MoH announced a pi-
lot project to implement a risk-sharing mod-
el for the state procurement of medicines. 
Under this mechanism, a state purchaser 
fully pays for the medicines; however, in 
case treatment has no effect on a patient, 
the manufacturer of medicines must return 
the cost of the medicines.

The MoH has developed draft agree-
ments, adopted timelines to implement 
the risk-sharing model, and approved its 
potential participants. However, in Novem-
ber 2017, the FAS gave a negative opinion 
on implementation of the pilot project un-
der proposed conditions. The FAS rejects 
the idea of using this model in relation to 
EDL-medicines.

Therefore, the MoH, the FAS, and pharma-
ceutical companies should build a consen-
sus on the conditions for the risk-sharing 
mechanism. Currently, it remains unclear 
whether the first pilot project could be 
launched in 2018.
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