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In autumn 2021, a development plan for the next decade, namely, strategy “Pharma 2030” was
announced by the Russian authorities. Many further steps, like localization and incentives for technology
transfer and local R&D would be accepted according to the new strategy. New increased fees for state
registration of drugs will increase the registration budgets of drug manufacturers. Further harmonization
and aiming for production cooperation are being observed in the common EAEU market.

New legislative initiatives in Russia
1. Main directions of the Pharma 2030 strategy presented by the Ministry of Industry and Trade of the
Russian Federation
The Ministry of Industry and Trade of Russia presented strategy of the development of the Russian
pharmaceutical industry “Pharma 2030”.
The concept of the strategy defines three target areas: localization (ensuring national security and
technological modernization), innovation (appearance and sale of original drugs), access to external and
internal markets. According to the authority, an exclusively “generic” development model creates risks of
losing competitiveness in the future. Therefore, the main goal for the new strategy is to create an innovative
model based on the development of original drugs or technology transfer to the Russian Federation. The
proposed incentive and support measures within the framework of the strategy concept are divided into
eight blocks.
Representative of the ministry mentioned the task of increasing the Russian drug market to 12 trillion rubles
(over 144 billion EUR) by 2030, and the share of Russian manufacturers in it to 42%. In addition, it is assumed
that the industry average share of investments in R&D will not be lower than the world average of 15% in
monetary terms.
The export volumes of Russian pharmaceutical products are expected to be doubled at constant prices and
brought to the level of 30% of domestic production. Another major export challenge is joining PIC/S no later
than 2024.
Link: https://pharmprom.ru/strategiya-razvitiya-rossijskoj-farmotrasli-farma-2030-osnovnyenapravleniya/
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Comments and recommendations: In October, at the Biotech forum, the Ministry of Industry and Trade, in
fact, announced what foreign producers could expect in the pharmaceutical market in the next decade.
Import substitution, stimulation of Russian manufacturers, as well as development of the full-cycle
production, production of domestic pharmaceutical substances and shifting to an innovative model of the
pharmaceutical industry continue to be the key drivers of the market. Needless to say, it will be more and
more difficult for the foreign companies to enter the Russian market, which will force many of them to
localize production.

2. The Ministry of Industry and Trade proposed to limit the registration of a “large number” of generics
The Ministry of Industry and Trade proposed to introduce restrictions on the registration of a “large number”
of generics and biosimilars in case there are several Russian drugs in the INN.
This tool is planned to be included in the strategy for the development of the pharmaceutical industry in
Russia until 2030 “Pharma 2030”. According to this initiative, such restrictions along with other support
measures should stimulate Russian manufacturers to develop original drugs. The proposal to restrict the
registration of generics is part of the section "Access to the Russian market, pricing, and sales assurance".
It also includes “the second one is out” rule, long-term forecasting of Russia's health care needs in drugs
and technologies for their production, as well as upgrading pricing.
Link: https://pharmvestnik.ru/content/news/Minpromtorg-predlojil-ogranichit-registraciu-bolshogokolichestva-djenerikov-v-ramkah-Farmy-2030.html
Comments and recommendations: The initiative to limit the large number of generic drugs is one of the
tools included into the “Pharma 2030” strategy. For German manufacturers producing generics that
coincide with the Russian drugs in the INN, it means more difficulties for entering the Russian market.

3. The Ministry of Health proposed to formulate a criterion of state control in the field of circulation of
biomedical cell products
The Ministry of Health prepared and published a draft government decree on amending the regulation on
state control in the field of circulation of biomedical cell products. The document proposed to form a key
indicator of state control in the field of circulation of biomedical cell products.
It will be calculated as the ratio of the number of reports of side effects not listed in the instructions for use
of biomedical cell products, as well as serious and unexpected adverse reactions to the total number of
reports of these facts. It will be calculated according to the information provided by the holders of licenses
for the production of cellular products (in a year and further from the issuance of the license, provided that
the owner did not conduct post-registration CT) to Roszdravnadzor for the reporting year. The target value
of the key indicator will be 0.01 or less; if the data for the year is not received by Roszdravnadzor, it will be
equal to zero.
The regulation should come into force in March 2022.
Link: https://www.inpharm.ru/novosti/2021/10/15/minzdrav-predlagaet-sformirovat-kriteriygoskontrolya-v-sfere-obrascheniya-biomeditsinskih-kletochnyh-produktov.html
Comments and recommendations: The new draft decree is mostly laying groundwork for the future. It is
intended to improve the safety of biomedical cell products and to identify more cases of adverse reactions
in order to eliminate them. The introduction of such an indicator is considered necessary since the Ministry
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of Health does not receive information on the annual volumes of using of such products and their side
effects. Currently only one local producer “Generium” keeps the license for manufacturing biomedical cell
products. It is now on the stage of clinical trials that would last until 2024. Apart from it, Novartis announced
plans on registering such biomedical cell products in the Russian market.

4. The authorities will facilitate the access of foreign high-tech medicines to the Russian market
Following the meeting of the Foreign Investment Advisory Council (FIAC), the Prime Minister of Russia
Mikhail Mishustin gave a number of instructions to the authorities that should facilitate the access of certain
foreign drugs to the Russian market.
In particular, work on creating a fully functional version of the register of pharmacologically active
substances will be continued and appropriate funding will be provided. This task is assigned to the Ministry
of Economic Development, the Ministry of Industry and Trade, the Ministry of Health, the Ministry of
Finance, Rospatent (Russian patent authority) and the Federal Antimonopoly Service (FAS). This process
should be completed by February 1, 2022. Until the same date, the Ministry of Health, the Ministry of
Economic Development, the Ministry of Industry and Trade and Roszdravnadzor (the Federal Service for
Surveillance in Healthcare) should develop the process of introducing high-tech drugs into civilian
circulation, which should simplify their access to the Russian market.
In addition, by February 1, 2022 the Ministry of Health should conduct a study of the supply and demand
for medical nutrition and dietary supplements in the Russian market.
Link: https://pharmvestnik.ru/content/news/Mishustin-poruchil-izmenit-osobennosti-vvoda-voborot-vysokotehnologichnyh-lekarstv.html
Comments and recommendations: The Prime Minister in fact gave direct instructions to simplify the access
of high-tech foreign drugs to the Russian market in the presence of the representatives of major foreign
companies, deputy prime ministers and heads of Russian ministries. With financing already allocated for
this project, it is quite likely that procedures for market access for these drugs will be simplified. It should
be considered by the German producers of innovative drugs. Yet, combined with the goals of “Pharma 2030”
questions arise about the final aim of attracting high-tech drug producers to the Russian market.
In addition, further movement to the more civilized biologically active supplements market could be
expected.

Changes in the regulatory procedures in the Russian market
1. The rules for issuing permission to import unregistered drugs have been changed
The Ministry of Health has approved a new regulation issuing permits for the import of unregistered drugs
into Russia. The corresponding order dated 25.08.2021 No. 880n was published on 11 October, 2021.
The main difference between the new order and the old order No. 58n is the transition of all the
procedures into an electronic format. Now it will be possible to submit all the necessary applications and
documents, as well as obtain permission in the form of an electronic document without a personal visit to
the departments of the Ministry of Health. Also, previously, all additional requests could be submitted
only in the form of a paper letter or a phone call, and now an online contact will be enough.
Another change was the expansion of the list of reasons for refusal of the import of the unregistered
drugs. Now it is not possible to import into Russia the drugs that are prohibited for use on the territory of
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the EAEU. Previously, the drugs that had no indications for use within the Eurasian Economic Union were
subject to a ban. Therefore, for example, the import of innovative drugs that have not yet received official
recommendations for use is now allowed.
In addition, now the import of unregistered drugs intended for a limited contingent of patients with rare
and (or) especially severe pathologies can only be carried out by legal entities that have received
government permission for this.
Link:
https://www.katrenstyle.ru/news/obnovleny_pravila_vydachi_razresheniya_na_vvoz_nezaregistriro
vannykh_ls
Comments and recommendations: The new procedure of issuing import permits online will make it
easier to receive permissions for importing unregistered drugs for clinical trials, examination during the
registration process and other cases listed in the regulations. German manufacturers should also note
that now it is possible to import drugs that are not yet officially recommended for use in the EAEU.

2. The government increases fees for drug registration
The Government of the Russian Federation introduced to the State Duma amendments to the Tax Code of
the Russian Federation, providing for an increase in state fees for the registration of drugs as well as fees
for the registration of biomedical cell products (BMCP) and the issuance of permits for the use of
unregistered medical devices for in vitro diagnostics.
In the new edition of the Tax Code of the Russian Federation, the state fee for examination for conducting
clinical trials of a drug will make up 135 thousand rubles (approximately 1627 EUR), and the state fee for a
post-registration examination will grow from 60 thousand to 135 thousand rubles (from approximately
723 EUR to 1627 EUR). Prices for the inclusion of a drug into the State Register of Medicines will increase
from 145 thousand rubles to 253 thousand rubles (from approximately 1747 EUR to 3048 EUR).
Other fees for drug registration will grow proportionally. The increase in state fees is explained by "an
increase in the cost of implementing these legally significant actions." According to the conclusion of the
Government of the Russian Federation, adjusting the size of the state fees for the registration of drugs
and medical devices will allow an additional 3 billion rubles (around 36.15 million EUR) to be allocated to
the budget annually in 2022–2024.
Link: https://vademec.ru/news/2021/10/01/pravitelstvo-rf-otsenilo-effekt-ot-uvelicheniya-poshlinza-registratsiyu-lekarstv-i-medizdeliy-v-3-m/
Comments and recommendations: Of course, with the growing number of registrations of drugs and
medical devices, the government used its chance for filling up the budget. The German drug
manufacturers should have already noticed increased fees and longer procedures of the accredited labs
with the beginning of registration process by EAEU rules in July 2021. Since now increased budgets for
registration because of the larger state fees should be planned by the regulatory departments.
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EAEU drug market legislation
1. The project on providing EAEU countries with strategically important medicines was brought up for
discussion
The Council of the Eurasian Economic Commission has submitted for public discussion a draft plan on
increasing the level of provision of strategically important medicines and pharmaceutical substances in the
EAEU countries.
Some of the activities declared in the plan are organizational. First of all, it is the study on creating a list of
drugs and active pharmaceutical substances for medical use, the production of which should be ensured in
the EAEU until 2024. The main task is to stimulate mutually beneficial industrial cooperation in the creation
of high-tech, innovative and competitive products in the pharmaceutical industry. This should be done by
the EAEU member states and the Eurasian Economic Commission (EEC). The planned execution date is 2022.
In addition, the member states and the Eurasian Commission should take measures to stimulate the
production of strategically important medicines within the Union. In particular, it is proposed to work out
mechanisms to support cooperation projects in drug production, to organize joint production of vaccines,
including the vaccine against coronavirus infection, to create cooperation chains between pharmaceutical
enterprises of the EAEU member states.
Link: https://pharmmedprom.ru/news/strogo-po-planu-v-eaes-rasschitivayut-uluchshit-dostupnoststrategicheski-vazhnih-lekarstv-uzhe-v-sleduyuschem-godu/
Comments and recommendations: It should be reminded that unification of the drug market of all EAEU
countries, which includes Russia, is planned by 2025. Now, in preparation for entering the single market,
the member countries are beginning to change their regulatory standards for drugs, bringing them in line
with the uniform requirements of the Union. This unification naturally brought to life a plan for stimulating
mutually beneficial industrial cooperation for creating competitive drugs. It is planned to finance
cooperation projects for drug production through the instruments of the Eurasian Development Bank and
other international organizations. For German manufacturers, further unification and harmonization
processes might bring more competition in the EAEU market.

2. Full implementation of drug labeling in Kazakhstan is scheduled for July 1, 2023
The pilot project for labeling drugs with the Data Matrix digital code was completed in Kazakhstan in July
2021. During the pilot, pharmaceutical companies tested the full cycle of drug circulation in the market,
domestic factories received a set of marking equipment from the operator and tested the production of
certain types of drugs with a marking code applied.
Regulatory impact analysis and active discussions with the industry on regulations for mandatory labeling
are underway. Mandatory labeling of medicines is planned to be introduced in Kazakhstan from July 1, 2022.
Mandatory labeling at the initial stage will be subject to a small number of medicines - 93 trade names (1%).
This list has already been formed and sent to the EAEU Commission. From September 1, 2022, the share of
the drugs subject to labeling will increase to 20%, from January 1, 2023 - up to 60%, and from April 1, 2023
- up to 80%.
Full 100% implementation of labeling and traceability is scheduled in Kazakhstan for July 1, 2023.
Link: https://pharm.reviews/novosti/novosti-kazakhstana/item/6843-v-khode-evrazijskogofarmatsevticheskogo-sammita-obsuzhdalis-voprosy-markirovki-lekarstv
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Comments and recommendations: Labeling drugs should make the market more transparent which is a
positive factor for German manufacturers. It could be especially helpful in such complicated markets as
Kazakhstan. According to the large distributors, digital registration of the movement of drugs will allow
easier planning of stocks and procurement in medical organizations.

Drugs market in Russia
1. An experiment on online selling of prescription drugs should begin in Russia in 2022
On January 1, 2022, an experiment on the online trade with prescription drugs should begin in Russia.
Moscow, Moscow region and Belgorod region are considered as pilot regions. The entire infrastructure has
been already created - a system of end-to-end tracking of the movement of pharmaceuticals has already
been implemented. In several regions, electronic prescriptions in the format of QR codes have been tested.
By November 2021, the Ministry of Health, the Ministry of Digital Science and the representatives of the
Russian regions should submit to the government their proposals for the remote sales of prescription drugs
and the introduction of electronic prescriptions.
Link: https://pharmvestnik.ru/content/news/Manturov-zayavil-o-nachale-eksperimenta-po-onlaintorgovle-recepturnymi-lekarstvami-s-2022-goda.html
Comments and recommendations: In summer of 2021, the Ministry of Economic Development and Trade
prepared a bill on conducting an experiment on the remote sale of prescription drugs in the regions.
However, the Ministry of Health did not approve this document at the time, pointing out the risks of lowquality drugs appearing on the market, and sent it back for revision. For German manufacturers
development of online drugs sales of all categories means opportunities for sales growth and more
transparency on the way.

2. The Industrial Development Fund approves a loan to Nanolek for producing local vaccines in Russia
The Expert Council of the Industrial Development Fund (IDF from the VEB.RF Group) approved the allocation
of the loan of 2 billion rubles (approximately 24.1 million EUR) under the Priority Projects program for the
company Nanolek from the Kirov region to localize the production of active pharmaceutical ingredients for
manufacturing domestic vaccines, including those against the human papillomavirus (HPV).
Nanolek plans to localize the production of active pharmaceutical ingredients of the HPV vaccine and
monoclonal antibody for the treatment of non-Hodgkin's lymphoma, chronic lymphocytic leukemia and
some other diseases. During the implementation of the project, the total volume of which is estimated at
4 billion rubles (about 48.2 million EUR), it is planned to reconstruct one of the buildings of the Nanolek
biomedical complex in the Kirov region. The loan proceeds will be used for the purchase of production
equipment, and the company's own investments - for technology transfer, a complex of preclinical and
clinical studies and registration procedures.
The company expects to release up to 250 thousand packages of monoclonal antibodies for the treatment
of non-Hodgkin's lymphoma, chronic lymphocytic leukemia and up to 11.3 million packages of vaccine
against human papillomavirus from 2024 to 2028. The implementation of the project will make it possible
to release the first completely local vaccine against HPV in Russia, the company expects.
Links: https://vademec.ru/news/2021/10/22/frp-vydelit-2-5-mlrd-rubley-zaymov-na-proizvodstvovaktsin-i-medizdeliy/
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Comments and recommendations: The loan provided to Nanolek by IDF is totally in line with the goals of
the “Pharma 2030” strategy. Now, as the main directions of the strategy are outlined, it should be expected
that similar loans will be granted for creating local high-tech drugs, and the competition in the Russian
market will increase.
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Das PharmaUpdate Russland – ein Angebot der Exportinitiative Gesundheitswirtschaft –
gibt Ihnen einen umfassenden Überblick über die Gesetzesänderungen und -initiativen der letzten
Monate. Die Exportinitiative Gesundheitswirtschaft will Deutschlands Stellung als eines der führenden
Exportländer gesundheitswirtschaftlicher Produkte und Dienstleistungen stärken. Die Initiative wurde
vom Bundesministerium für Wirtschaft und Energie (BMWi) ins Leben gerufen.
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Mit freundlicher Unterstützung:

Hinweise:
Alle Informationen im vorliegenden Newsletter wurden mit größtmöglicher Sorgfalt recherchiert. Wir bemühen
uns, Ihnen diese Informationen möglichst aktuell, inhaltlich richtig und vollständig anzubieten. Dennoch ist das
Auftreten von Fehlern nicht vollkommen auszuschließen. Soweit dies gesetzlich zulässig ist, können wir daher
keine Haftung für die Richtigkeit und Vollständigkeit übernehmen, es sei denn, die Unrichtigkeit oder
Unvollständigkeit beruht auf vorsätzlichem oder grobem Verschulden. Darüber hinaus enthält der Newsletter
Kommentierungen und Handlungsempfehlungen allgemeiner Art, die auf persönlichen Erfahrungen beruhen.
Diese Kommentierungen und Handlungsempfehlungen stellen keine Rechts- oder Unternehmensberatung dar
und können diese im Einzelfall nicht ersetzen.

Mehr Erfolg im Auslandsgeschaft
www.exportinitiative-gesundheitswirtschaft.de
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