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Further to the previous pharmaceuti-
cal market legal overview, the experts of 
VEGAS LEX have prepared the update and 
analyzed the status of the important de-
velopments and legislative reforms imple-
mentation.

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 
does not use an invention, and this leads 
to a lack of relevant products or services in 
the Russian market.

Over the past few years, the Federal 
Antimonopoly Service of the Russian 
Federation (hereinafter – the FAS) insisted 
on amending successively the existing reg-
ulations of the compulsory licensing, inter 
alia, in relation to patents for medicines. 

At the end of 2017, the Russian presi-
dent adopted the National Plan for the 
Development of Competition for the years 
2018-2020. According 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 defence and security, includ-
ing protection of human life and health, 
and submit it to the Russian State Duma 
by January 1, 2019. However, the FAS is 
speeding up the process, and has already 
submitted the draft law to the Russian 
Government. 

In accordance with the draft law, the 
Russian Government may authorize the 
usage of an invention without consent of 
a patent holder for the national defence 
and security, protection of human life and 
health. The draft law stipulates that the 
patent holder should be notified shortly 
of the Government decision and provided 
for the respective compensation for the 
usage of the invention. From FAS’ point 
of view, these measures may mitigate the 
risk of unjustified high prices set by the 

companies with the dominant position and 
the risk of refusal of essential medicines 
supply to Russia in case of jeopardy for hu-
man life and health. At the same time, the 
Ministry of Economic Development (herein-
after – the MED) gave a negative conclusion 
on regulatory impact assessment in relation 
to FAS's draft law on compulsory licensing 
in April 2017. Therefore, we assume that 
the draft law may be amended in future if 
the position of MED is taken into consid-
eration.

It should be noticed, that currently the 
Moscow Arbitration Court is considering 
two cases, in which complainants request-
ed the court to grant a compulsory license. 
The results of the cases could create po-
tential precedents with respect to compul-
sory licensing. The next court hearings are 
scheduled on April 2018.

Parallel Imports

In April 2017, the Eurasian Economic 
Commission (hereinafter – the EEC) ap-
proved the draft protocol on amending the 
Eurasian Economic Union Treaty, propos-
ing to authorize parallel imports for cer-
tain types of goods. The list of goods is 
supposed to be approved later, however, 
it has been announced that the proposed 
regulation is primarily aimed at medicines 
and medical devices. These amendments 
are still under discussion. The Republic of 
Belarus is strictly against parallel imports 
claiming the necessity to protect invest-
ments and the local market.

At the same time, the FAS actively sup-
ports the initiative, and has already started 
integrating 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-offi-
cial dealers from importing branded goods 
were illegal. 

Fur thermore, in the beginning of 
2018 the Constitutional Court of the 
Russian Federation issued a decision on 
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a complaint lodged by a Russian compa-
ny related to parallel import. The compa-
ny challenged provisions in the Russian 
Civil Code that allow considering brand-
ed goods imported into Russia without 
a trademark owner's consent as counter-
feit. 

According to the Constitutional Court, 
branded goods, which were duly produced 
and duly purchased abroad, and then im-
ported into Russia without the trademark 
owner's permission, may be treated as 
counterfeit. However, liability for parallel 
import is imposed considering that such 
goods were produced and purchased prop-
erly. The court also points that the legis-
lator may delineate liability in relation to 
import of counterfeit and import of brand-
ed goods without a trademark owner's 
consent. Therefore, some amendments in 
regulation may be suggested in the nearest 
future. 

Importantly, that the Constitutional Court 
also clarified that the destruction and 
withdrawal of branded goods imported 
into Russia through parallel import may 
be possible only due to the lack of their 
quality or security reasons, with the aim 
of safeguarding people’s life and health, 
protecting the environment and cultural 
values. Moreover, in deciding on the case 
on parallel import submitted by a trade-
mark owner the courts shall examine the 
fairness of his behavior as well. Therefore, 
the court will assess every particular case 
related to parallel import independently 
with respect to the appropriateness of the 
parties’ behaviour.

It should be noticed, that according to 
the FAS’ recent discussion at the French 
Embassy (February 21, 2018), the an-
timonopoly authority considers the 
Constitutional Court's decision as a permis-
sion of the parallel import. However, in our 
opinion, despite the fact that the court did 
not prohibit parallel import, its main point 
was that the possibility of parallel import 
implementation had to be assessed in each 
particular case. 

Furthermore, the Constitution Court de-
clared to reconsider the decision made 
earlier in relation to a Russian entity, which 
imported goods without prior trademark 
owner's permission. Subject to this decision, 
the imported goods were withdrawn and 
destroyed in addition to the fine imposed. 

Pricing policy

In 2017, the Ministry of Health of the 
Russian Federation (hereinafter – the MoH) 
made draft amendments to existing pric-
ing rules for medicines included into the 
Essential Drugs List (hereinafter – the EDL) 
available for public discussions. 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.

Recently the MED has stated that the neg-
ative impact may be raised by the tight 
deadlines for re-registration of all med-
icines included in the EDL, huge expens-
es for manufacturers and discrepancies 
in the draft of methodology. Thus, the 
MED considers that the Federal Service for 
Surveillance in Healthcare (Roszdravnadzor), 
the FAS and the MoH will not be able to 
carry out such simultaneous re-registration 
procedures without increasing the number 
of employees. 

The MED also indicates that the document 
does not specify a mechanism for calculat-
ing the minimum price, in particular, with 
respect to possible differences in the forms 
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and dosages of medicines. Moreover, the 
definitions of “bioanalogical medicine” and 
mechanism of price preservation are ab-
sent, that also may lead to negative con-
sequences.

Therefore, the draft amendments remain 
the subject of further discussion by the 
competent authorities and representa-
tives of the pharmaceutical industry. The 
final versions of the documents, and the 
actual timelines for enacting them are still 
unknown. However, according to experts, 
significant changes may be finally approved 
by the summer.

Another important tendency, which signifi-
cantly influences the industry, is the recent 
practice on withdrawal of the registration of 
the maximum resale prices. Thus, the reg-
istered maximum resale prices on several 
medicines listed in the EDL were withdrawn. 
The ground for such decision was provision 
of incorrect information by the companies, 
in particular, information on prices in the 
countries, which were referent to Russia. 
The said resulted in registration of unrea-
sonably high prices in Russia. Please note, 
that one company tried to reconsider with-
drawal in court. However, the court con-
firmed FAS's approach that the company 
did not provide the Ministry of Health with 
correct information on the medicine dur-
ing the procedure of price registration. We 
point out that some other companies have 
received warnings and voluntary decreased 
the prices. We assume that negotiation way 
and voluntary decrease of the prices save 
the companies from damages caused by 
inability to sale the medicines included in 
the EDL, if the maximum resale price is not 
registered.

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 1, 2018 the state purchaser should de-
termine 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.

In February 2018, the MoH issued clarifica-
tions on some issues regarding the appli-
cation of its order. The clarifications con-
tain provisions on the calculation of the 
price per unit of the medicine, wholesale 
markups, peculiarities of calculation of the 
initial (maximum) contract price and usage 
of Methodological Recommendations of the 
Ministry of Economic Development of the 
Russian Federation, as well as on the issues 
regarding weighted-average price. 

In the short time, it will be seen whether 
these clarifications sufficiently resolve is-
sues on the new pricing rules or still some 
additional clarifications are required.

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’ ability to deter-
mine interchangeability, and put this issue 



Update on the Russian pharmaceutical market developments – legal overview

WWW.VEGASLEX.RU 5

under the exclusive competence of a special 
MoH scientific center1.

Starting on January 1, 2018, the State 
Register of Medicines contains informa-
tion on the interchangeability of medicines 
determined by the MoH scientific center. 
However, the information reflected in the 
State Register of Medicines covers the 
issues related to interchangeability only 
in part. It is connected with the lack of 
reference to the trade name or other in-
formation on the medicine with which the 
medicine in question is interchangeable. 
Therefore, the information in the State 
Register of Medicines allows to determine 
whether the medicine is interchangeable 
or not. However, the scope of placed in-
formation is not enough to determine the 
certain medicines, which are mutual in-
terchangeable. We assume that the State 
Register of Medicines will be updated in 
short future. 

In addition, the Russian Government in its 
decree No. 1380 dated November 15, 2017 
(hereinafter – the Decree No. 1380) di-
rectly specified rules for state purchasers 
on description of medicines. The decree 
has partially adopted FAS's positions from 
the letters containing the clarifications - in 
particular, it directly lists the characteris-
tics that state purchasers may not speci-
fy in a description of the medicines being 
procured. 

In February 2018, the Ministry of Healthcare 
issued clarification on the frequent questions 
related to provisions of the Government’s 
Decree No. 1380. Thus, the clarification cov-
ers issues related to purchases of medicines 
in packages, non-equivalent doses, multi-
component (combined) medicines, equiva-
lent forms of medicines, concentration of 
medicines, conversion of dosages, volume of 
medicine package and temperature require-
ments, purchases of insulin and estimation 
of accompanied syringes. 

Importantly, that FAS also  issued several 
clarifications on the Decree No. 1380. 
Moreover, FAS clarifications cover not 
only general issues on procurement 
documentation formation, but also issues, 
related to equivalence of medicines. We 
also would like to point out that FAS 
in clarifications does not use the term 

"interchangeability" but uses, for example, 
the "equivalence of doses", that is a one of 
the criteria to establish interchangeability in 
accordance with Art. 27.1 of Law No.61-FZ 

“On circulation of medicines". Therefore, 
there are some discrepancies between 
Decree No. 1380 and Art 27.1 of Law 
No.61-FZ “On circulation of medicines". 
There is also a new wave of FAS’ activity 
in the preparation of clarifications and 
decisions concerning the description of 
the object of procurement, which may 
contradict the position of the MoH scientific 
center and raise new disputes.

1 Despite the position of the Supreme Court of the Russian Federation, on February 28, 2018 the FAS issued 
clarification on implementation of the Russian Government’s decree on the requirements to the identification 
terms of medicines, which are subject to public procurement.
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