
 

 

 

Murashko: Russia supports the removal of patent protection from vaccines 

Russia supports the idea of   removing patent protection from vaccines for 
coronavirus infection, said Russian Health Minister Mikhail Murashko. 

“In order to increase the availability of vaccines, the Russian Federation 
supports the idea of   removing patent protection from vaccines for a new 
coronavirus infection,” Murashko said at the World Health Assembly. 

Earlier, Vladimir Putin instructed to work out the issue of removing patent 
protection from anti-COVID19. 

A proposal to suspend patents for coronavirus drugs was put forward by India 
and South Africa in the WTO in 2020. The call was supported by almost 60 
countries, including the United States. The debate in the WTO is caused by 
fears that developed countries are seriously ahead of other states in terms of 
vaccination rates. 

Several South Korean biopharmaceutical companies are negotiating an 
alliance to co-produce COVID-19 vaccines in anticipation of patent waivers in 
the world. 

https://gxpnews.net/en/2021/05/murashko-russia-supports-the-removal-of-patent-

protection-from-vaccines/ 

 
Russian scientists have created new drugs to combat dangerous fungi 

Russian biochemists have developed several new drugs consisting of 
molecules of two antifungals and capable of destroying even the most 
persistent pathogens. The description of the development was published by 
the scientific journal Biological & Medicinal Chemistry Letters, the press 
service of the Russian Science Foundation briefly writes about this. 

“We have created an effective molecule of a hybrid antifungal drug. It 
dissolves well in aqueous media and has a sufficiently high affinity for fats to 
penetrate the cell membranes of fungi. The very fact of such variability 
increases our chances in the fight against the drug resistance of fungi, “said 
German Perlovich, one of the authors of the article, professor at the Institute 
of Solution Chemistry of the Russian Academy of Sciences. 

https://gxpnews.net/en/2021/05/murashko-russia-supports-the-removal-of-patent-protection-from-vaccines/
https://gxpnews.net/terminologiya/covid-19/
https://gxpnews.net/en/2021/05/murashko-russia-supports-the-removal-of-patent-protection-from-vaccines/
https://gxpnews.net/en/2021/05/murashko-russia-supports-the-removal-of-patent-protection-from-vaccines/
https://gxpnews.net/en/2021/05/russian-scientists-have-created-new-drugs-to-combat-dangerous-fungi/


 
https://gxpnews.net/en/2021/05/russian-scientists-have-created-new-drugs-to-

combat-dangerous-fungi/ 

The Ministry of Health will allow the use of off-label drugs during clinical 

testing 

Changes allowing the use of off-label drugs during clinical testing will be made 
to the provision on the organization of clinical testing of methods of 
prevention, diagnosis, treatment and rehabilitation and medical care as part 
of clinical testing. The draft order of the Ministry of Health of Russia published 
on the portal regulation.gov.ru. 

Amendments will be made to Ministry Order No. 433n of 10.07.2015. “Within 
the framework of clinical testing, the use of drugs and medical devices 
registered in accordance with the established procedure in the Russian 
Federation is allowed for indications not indicated in the instructions for their 
medical use and (or) operating guidelines, by decision of the medical council 
or the medical commission of the medical organization in which clinical 
testing is carried out,” the draft order says. 

Since 2015, a mechanism of clinical testing has been operating in Russia – the 
practical application of the methods of diagnosis, rehabilitation, prevention 
and treatment created and not previously used by medical organizations in 
the provision of medical care to confirm their effectiveness. 

In 2019, the Russian government introduced a differentiated approach to 
admit new high-tech to the implementation of clinical testing protocols, since 
some of the previously existing criteria could be met only after several years 
of work of scientific centers. 

https://gxpnews.net/en/2021/05/the-ministry-of-health-will-allow-the-use-
of-off-label-drugs-during-clinical-testing/  

“EpiVakKorona” will be registered in a new dosage form 

In the next few weeks, HNC VB Vector may receive permits for a new dosage 
form of vaccine for the prevention of COVID-19. According to the CEO of the 
center, Rinat Maksyutov, EpiVakKorona is planned to be produced in pre-
filled syringe doses. Reports FV on May 24. 

“We expect that in mid-June we will be able to make changes to our 
registration certificate with the inclusion of an additional dosage form,” 
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Maksyutov said as part of the XIII Annual All-Russian Congress on Infectious 
Diseases, the FV correspondent reports. According to him, documents for 
making changes were submitted to the Ministry of Health a week ago. 

The immunobiological preparation in the new dosage form will be produced 
in addition to ampoules. Pre-filled syringes can be used in vaccination rooms 
where the full readiness of EpiVakKorona for administration is required, 
which will reduce and simplify the vaccination procedure itself. 

Maksyutov also reported on the ongoing scaling of the production of 
EpiVakKorona. In May 2020, production capabilities made it possible to issue 
no more than 3 thousand doses of the vaccine per month, said the director of 
the Vektor State Research Center. In February-March 2021, 0.5 million doses 
of vaccine per month were already produced. In April, the production facilities 
of Vektor allowed to release more than 1 million doses of EpiVakKorona. 

https://gxpnews.net/en/2021/05/epivakkorona-will-be-registered-in-a-
new-dosage-form/ 
 
Mishustin instructed to allocate 50 billion rubles for treatment for Covid-19 

Russian Prime Minister Mikhail Mishustin instructed to allocate at least 25 
billion rubles each to help people with coronavirus infection and high-tech 
medical care. As the government’s press service reported on Monday, the 
corresponding item is contained in the list of instructions following the results 
of the Cabinet’s report in the State Duma. 

“The Ministry of Health and the Ministry of Finance were instructed to ensure 
the allocation of at least 25 billion rubles for specialized and high-tech 
medical care and at least 25 billion rubles for assistance to people diagnosed 
with a new coronavirus infection,” the report said. 

In addition, these ministries must prepare by May 28 a draft act on the 
allocation of funds for the completion of the construction of health facilities in 
several regions. “The decision concerns a number of hospitals and 
dispensaries under construction, whose funding was cut due to the 
redistribution of money to combat COVID-19 in 2020,” the press service said. 

https://gxpnews.net/en/2021/05/mishustin-instructed-to-allocate-50-
billion-rubles-for-treatment-for-covid-19/ 
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The Russian government will send more than 520 million rubles for the 

purchase of medicines for children with cancer 

The Russian government will send more than 520 million rubles abroad for 
the purchase of the Onkaspar drug, which has not yet been registered in the 
Russian Federation. This was announced on Monday by the head of the 
cabinet, Mikhail Mishustin, at a meeting with deputy prime ministers. 

“The government will send more than 520 million rubles for the purchase of 
Onkaspar medicines. In Russia, it has not yet been produced and registered, 
“the prime minister said, stressing that” children with severe cancer are in 
urgent need of this drug. ” 

“To provide young patients with a vital drug, we will purchase almost two 
thousand packages of this medicine this year,” Mishustin announced. 
According to him, “in the future, the need of Onkaspar may amount to 2.5 
thousand packages per year.” 

The Prime Minister instructed the Ministry of Health of the Russian 
Federation and the Ministry of Industry and Trade of the Russian Federation 
“to promptly prepare all the necessary documents and ensure procurement in 
the shortest possible time.” “We are talking about the life and health of 
children, nothing is more important for us,” said Mishustin. 

https://gxpnews.net/en/2021/05/the-russian-government-will-send-more-
than-520-million-rubles-for-the-purchase-of-medicines-for-children-with-
cancer/ 

 

Regulations on licensing the production of medicines and license control will 

be approved 

 

The Ministry of Industry and Trade of Russia has developed a draft decree of 
the Government of the Russian Federation “On approval of the Regulations of 
licensing the production of medicines and federal state licensing control over 
the production of medicines.” 
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The draft resolution is published on the official website of the 
regulation.gov.ru for public discussion and a procedure for assessing the 
regulatory impact. 

The draft resolution was developed in order to bring the Regulation on 
licensing the production of medicines in accordance with the requirements 
provided by the Federal Law of July 31, 2020 No. 248-FL “On State Control 
(supervision) and municipal control in the Russian Federation “and draft 
federal law No. 1051647-7” On Amending Certain Legislative Acts of the 
Russian Federation in Connection with the Adoption of the Federal Law “On 
State Control (supervision) and municipal control in the Russian Federation 
“in the revision adopted by the State Duma of the Russian Federation in the 
second reading on May 19, 2021 with the preservation of the periodicity and 
volume of control measures currently being carried out. 

https://gxpnews.net/en/2021/05/regulations-on-licensing-the-production-
of-medicines-and-license-control-will-be-approved/ 

 

Roszdavnadzor signed a memorandum of understanding with the Ministry of 

Health of Mexico 

On May 20, 2021, the head of the Federal Health Oversight Service, Alla 
Samoilova, signed a Memorandum of Understanding between 
Roszdravnadzor and the Ministry of Health of the United Mexican States, 
represented by the Federal Commission for Protection against Health Risks 
(COFEPRIS). 

The provisions of the Memorandum provide for the exchange of experience 
and information on the quality, efficiency and safety of medicines and medical 
devices, which will allow taking timely measures to counter the circulation of 
falsified and poor-quality medical products. 

The subsequent implementation of the Memorandum of Understanding will 
expand bilateral cooperation in the field of providing the population with 
high-quality, effective and safe medical products and will contribute to the 
development of Russian-Mexican cooperation in the field of health. 

https://gxpnews.net/en/2021/05/roszdavnadzor-signed-a-memorandum-
of-understanding-with-the-ministry-of-health-of-mexico/ 
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Mikhail Mishustin: This year we will send over 26 billion rubles for anti-

COVID19 vaccination 

 

The government proposes to allocate over 26 billion rubles this year for free 
anti-COVID19 vaccination for citizens of the Russian Federation. Earlier, the 
government proposed to include COVID-19 vaccination in the national 
vaccination calendar. This was stated by Mikhail Mishustin at a government 
meeting on May 20. 

“On behalf of the President, there is a voluntary free mass vaccination against 
coronavirus. It should continue until collective immunity was formed. 

To this end, the Government proposes to include covid vaccination in the 
national vaccination calendar. Relevant amendments to the federal law on 
immunization have been prepared. People will continue to be able to 
vaccinate for free. We will provide for this necessary additional funding. This 
year we will send over 26 billion rubles, “he said at a meeting. 

In addition, the government promised to give vaccine manufacturers the right 
to an application procedure for the reimbursement of value added tax starting 
in January of this year. “This will help reduce his return period from two 
months to 12 days. Such a support measure will save production volumes, 
“Mishustin added. 

The Prime Minister also said that within the framework of the national project 
“Healthcare” for 46 constituent entities of the Russian Federation, more than 
80 billion rubles have already been provided for the construction of modern 
clinics, centers and other institutions in various regions of Russia over three 
years. 

https://gxpnews.net/en/2021/05/mikhail-mishustin-this-year-we-will-send-
over-26-billion-rubles-for-anti-covid19-vaccination/ 

Mikhail Murashko: Sputnik Light may enter civil circulation in three weeks 

According to Minister of Health Mikhail Murashko, Sputnik Light, the first 
component of Sputnik V, may enter civil circulation in three weeks. 

Earlier, President Vladimir Putin said that Russia will soon receive a fourth 
anti-COVID19 vaccine. 
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According to the RDIF, the effectiveness of a single-component vaccine was 
79.4% from the 28th day after receiving immunization. The performance rate 
is about 80% higher than that of many vaccines requiring two injections. 

 
 

https://gxpnews.net/en/2021/05/mikhail-murashko-sputnik-light-may-
enter-civil-circulation-in-three-weeks/ 

 

Medvedev suggested mandatory vaccination against coronavirus 

On Wednesday, May 19, at a plenary meeting of the St. Petersburg 
International Legal Online Forum “9 3/4: Right Vaccination,” Deputy 
Chairman of the Russian Security Council Dmitry Medvedev said that 
theoretically vaccination could be mandatory in the state interests in order to 
protect the vast majority of the population. According to Izvestia. 

At the same time, he clarified that vaccination itself implies the consent of a 
citizen to its implementation, which indicates the voluntary nature of its 
implementation. 

“But sometimes in the public interest, in the interest of protecting the vast 
majority of the population, such decisions can be of a general nature. Here, the 
relationship between voluntary and mandatory can be changed in favor of 
mandatory, “said the deputy chairman of the Russian Security Council. 

https://gxpnews.net/en/2021/05/medvedev-suggested-mandatory-
vaccination-against-coronavirus/ 

 

The Ministry of Health has developed a procedure for importing into Russia  

medical devices that are not registration subject 

The Ministry of Health of Russia has developed and put up for public 
discussion on the official portal regulation.gov.ru a draft decree of the 
Government of the Russian Federation, which approves the procedure for 
importing  medical devices that are not subject to registration into Russia. 
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It is expected that the document will enter into force on September 1, 2021 
and will be valid until January 1, 2027. 

In accordance with Russian legislation and international treaties and acts 
constituting the law of the Eurasian Economic Union (EAEU), medical devices 
are not registration subject: 

made in the territory of the EAEU member according to individual orders of 
patients exclusively for personal use and for which special requirements are 
imposed in accordance s the appointment issued by the medical worker; 

• imported into the customs territory of the Union for research, including 
for scientific purposes; 

• imported into the customs territory of the Union to provide medical 
assistance to participants in international cultural, sports events i 
participants in international expeditions, as well as for exhibitions; 

• imported into the customs territory of the Union as humanitarian 
assistance in cases determined by the legislation of member States; 

• imported into the territory of the Russian Federation to provide medical 
care according to the vital indications of a particular patient based on a 
permit issue by Roszdravnadzor. 

https://gxpnews.net/en/2021/05/the-ministry-of-health-has-developed-a-
procedure-for-importing-into-russia-%e2%80%8e-medical-devices-that-are-
not-registration-subject/ 

Sanofi and Pharmimex will supply medicines for the Circle of Good for 162 

million rubles 

Sanofi and Pharmimex received state contracts for the supply of drugs for the 
wards of the fund  “Circle of Good”  for helping children with rare diseases, 
reports FV. The contract for the supply of the alklucosidase alpha drug to 
Sanofi will amount to 83.9 million rubles, kanakinumab, supplied by 
Pharmimex – 78.7 million rubles. 

Sanofi Russia Company implements a contract for the supply of alglucosidase 
alpha, lyophilisate for the preparation of concentrate for the preparation of 
infusion solution, 50 mg (Mayozaim) for 83.9 million rubles. The drug will be 
used to treat foundation wards with Pompe disease. The cost of treating one 
child by Mayozaim is 18.4 million rubles. per year. 
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Kanakinumab, lyophilisate for the preparation of a solution for subcutaneous 
administration, 150 mg (Ilaris) will be supplied by Pharmimex, the amount of 
the contract is 78.7 million rubles. The drug is designed to treat children with 
familial Mediterranean fever, cryopyrin-associated periodic syndrome and 
periodic syndrome associated with the tumor necrosis factor receptor. 

Deliveries of both drugs should begin immediately after signing contracts, and 
be completed no later than July 1, 2021. 

https://gxpnews.net/en/2021/05/sanofi-and-pharmimex-will-supply-
medicines-for-the-circle-of-good-for-162-million-rubles/ 

Putin announced upcoming launch of fourth coronavirus vaccine 

In Russia, the fourth anti-COVID19 vaccine will soon enter civil circulation. 
This was stated by President Vladimir Putin at the ceremony of presenting 
credentials to foreign ambassadors. This was reported on the official website 
of the President of Russia. 

“I emphasize that Russia is interested in cooperation with foreign partners in 
the fight against the global pandemic. We managed to quickly create three 
effective vaccines of our own for coronavirus infection. Soon the fourth will be 
put into circulation. Vaccination is gaining pace. 

The epidemic has become a real test for such universal values   as solidarity, 
mutual assistance, humanism. Our country is providing targeted assistance to 
more than sixty States on all continents. We share experience and help in 
establishing the production of domestic drugs at foreign enterprises. By the 
way, so far, except for Russia, no one is doing this. Together with other 
countries, we are engaged in overcoming the long-term economic and social 
consequences of the pandemic, “Putin said. 

What drug is in question, the president did not specify. 

https://gxpnews.net/en/2021/05/putin-announced-upcoming-launch-of-
fourth-coronavirus-vaccine/ 

Sputnik vaccine OK’d in Ecuador and Venezuela 

The Russian Direct Investment Fund announced the registration of the 
Russian single-component anti-COVID19 Sputnik Light vaccine by the 
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Ministry of Health of the Bolivarian Republic of Venezuela and the registration 
of the Russian Sputnik V vaccine in the Republic of Ecuador. 

The Sputnik Light vaccine is the first component (recombinant human 
adenovirus 26 serotype (rAd26)) of the Sputnik V vaccine. The efficacy of the 
single-component Satellite Light vaccine is 79.4% from the 28th day after 
immunization. 

In January of this year, a two-component Sputnik V vaccine was also 
registered in Venezuela. The drug was approved for use as part of an 
accelerated procedure (emergency use authorization, EUA). 

Thus, Sputnik V is registered in 66 countries with a total population of over 
3.2 billion people. Registration in Ecuador was carried out as part of the 
accelerated procedure (emergency use authorization, EUA). 

https://gxpnews.net/en/2021/05/sputnik-vaccine-okd-in-ecuador-and-
venezuela/ 

The period of protection after Sputnik V vaccination was estimated at two 

years 

Alexander Ginzburg, CEO of the Gamalei Institute of Epidemiology and 
Microbiology of the Ministry of Health of Russia, told RIA Novosti that there is 
a possibility of two years of protection against coronavirus during Sputnik V 
vaccination. Thus, a study on the timing of maintaining cellular immunity to 
coronavirus after a vaccine will help save state funds. 

“We need to study the lifespan of memory cells, make an official study. Due to 
it information can be entered into the registration certificate. This should save 
a huge amount of state money, “the director of the center said. 

He also clarified that with the proof of two to three years of Sputnik V 
protection, and foreign vaccines for a much shorter period – the quality of the 
Russian vaccine will be incommensurable in terms of the quality of foreign 
analogues. 

https://gxpnews.net/en/2021/05/the-period-of-protection-after-sputnik-v-
vaccination-was-estimated-at-two-years/ 
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Avivir has developed a non-invasive express test to detect SARS-CoV-2 

Avivir presented an express test for immunochromatographic detection of 
SARS-CoV-2 antigen in human saliva, developed jointly with the Korean 
company Nano Bio Life. The technology allows you to test the patient without 
additional equipment, avoiding personal contact with a medical product, 
which allows you to minimize the spread of the virus, the company said. The 
result is available within 15 minutes. 

“Now that the number of infected people in Russia and the world continues to 
grow, and the role of rapid testing in combating the spread of the pandemic 
has been recognized as one of the leading ones, the question of the most 
effective method of testing remains the most acute. The emergence of new 
variants of test systems on the Russian market gives more opportunities for 
more accurate detection of the SARS-CoV-2 antigen, “said Avivir. 

The express test does not require special medical equipment and smear 
fences for its conduct, which can only be carried out by medical personnel. An 
advantage, according to the developer, is the ability to detect the virus antigen 
from a human saliva sample without the need for the patient to contact both 
the medical product and the medical personnel conducting the testing. The 
package includes all the necessary materials for analysis: a test cassette, a test 
tube, a nozzle with a drip and an instruction with a detailed description of the 
testing mechanism. 

https://gxpnews.net/en/2021/05/avivir-has-developed-a-non-invasive-
express-test-to-detect-sars-cov-2/ 

 

Sputnik V started to be used in India 

Sputnik V, a Russian anti-COVID19 vaccine, started to be used in India, 
Russian Direct Investment Fund (RDIF) reports. 

Sputnik V was the first coronavirus vaccine produced outside India. The drug 
has become an important part of the largest global campaign to vaccinate the 
population against COVID-19. 

The first vaccinations with the drug were made today in Hyderabad after the 
delivery of the first batch of Sputnik V to India on May 1. Delivery of the 
second batch of the drug to India is expected before the end of this week. 
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The Sputnik V vaccine was approved in India on April 12, 2021 as part of the 
accelerated registration procedure. India is the leading manufacturing hub for 
the Russian vaccine. RDIF has entered into agreements with India’s largest 
pharmaceutical manufacturers (Glass Pharma, Hetero Biopharma, Panacea 
Biotec, Stelis Biopharma, Virchow Biotech) to produce more than 850 million 
doses of Sputnik V per year. 

To date, Sputnik V has been registered in 65 countries with a total population 
of over 3.2 billion people. Post-vaccination studies in a number of countries 
demonstrate that Sputnik V is the safest and most effective vaccine against 
coronavirus. In terms of the number of approvals received by state regulators, 
Sputnik V ranks second in the world. 

Kirill Dmitriev, CEO of the Russian Direct Investment Fund (RDIF), said: 

Sputnik V is the first vaccine produced outside India that the country uses to 
combat coronavirus. RDIF is ready to support Indian partners to launch 
Sputnik V mass vaccination as soon as possible. A safe and effective Russian 
vaccine, which has already been approved by 65 countries, will make an 
important contribution to expanding vaccination in India and reducing the 
number of cases of coronavirus. “ 

https://gxpnews.net/en/2021/05/sputnik-v-started-to-be-used-in-india/ 

 

Sergey Tsyb appointed State Secretary of Rostec 

State Secretary of Rostec State Corporation appointed Sergey Tsyb, former 
First Deputy Head of the Ministry of Industry and Trade. The corresponding 
order was signed by the Director General of Rostec Sergey Chemezov, the 
state corporation reports. 

“Sergey Tsyb will oversee issues of interaction with state authorities and 
improving legislation,” the report said. 

Before moving to Rostec, Sergey Tsyb served as First Deputy Minister of 
Industry and Trade of the Russian Federation. He began the journey in the 
ministry in 2007 with the post of director of the department of the chemical 
and technological complex and bioengineering technologies. Sergey Tsyb – 
one of the authors of the Pharma-2020 program, was awarded the gratitude of 
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the Government of the Russian Federation, laureate of the Prize of the 
Government of the Russian Federation in the field of science and technology. 
 

https://gxpnews.net/en/2021/05/sergey-tsyb-appointed-state-secretary-of-
rostec/ 

Sputnik V registered in the Maldives 

The Russian Direct Investment Fund announces the registration of the 
Russian Sputnik V vaccine by the Food and Drug Administration (FDA) of the 
Republic of Maldives, the fund said. 

Thus, Sputnik V is registered in 65 countries with a total population of over 
3.2 billion people. Registration was carried out as part of the accelerated 
procedure (emergency use authorization, EUA). 

Post-vaccination studies in a number of countries demonstrate that Sputnik V 
is the safest and most effective anti-COVID19 vaccine, the RDIF says. In terms 
of the number of approvals received by state regulators, Sputnik V ranks 
second in the world. 

“The Sputnik V vaccine has been used to combat coronavirus in dozens of 
countries and has already become one of the recognized global tools for 
combating the pandemic. Maldives are among the most popular tourist 
destinations. The use of Sputnik V will preserve the normal rhythm of life and 
economic activity in the country and avoid serious coronavirus restrictions in 
the future, “said Kirill Dmitriev, general director of the fund. 

The use of the Sputnik V vaccine has also been approved in Russia, Belarus, 
Argentina, Bolivia, Serbia, Algeria, Palestine, Venezuela, Paraguay, 
Turkmenistan, Hungary, the UAE, Iran, the Republic of Guinea, Tunisia, 
Armenia, Mexico, Nicaragua, Republika Srpska (entity of Bosnia and 
Herzegovina), Lebanon, Myanmar, Pakistan, Mongolia, Bahrain, Montenegro, 
Saint Vincent and the Grenadines, Kazakhstan, Uzbekistan, Gabon, San Marino, 
Ghana, Syria, Kyrgyzstan, Guyana, Egypt, Honduras, Guatemala, Moldova, 
Slovakia, Angola, Djibouti, Republic of the Congo, Sri Lanka, Laos, Iraq, North 
Macedonia, Kenya, Morocco, Jordan, Namibia, Azerbaijan, Philippines, 
Cameroon, Seychelles, Mauritius, Vietnam, Antigua and Barbuda, Mali, 
Panama, India, Nepal, Bangladesh, Turkey and Albania.  
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https://gxpnews.net/en/2021/05/sputnik-v-registered-in-the-maldives/ 

Katren plans to acquire half a stake in Erkafarm 

Katren filed a petition with the FAS to acquire a controlling stake in the 
management company of the Erkafarm group, which owns the second largest 
pharmacy chain in Russia with revenue of 63 billion rubles in 2020, FV 
reports citing sources. 

The petition for the purchase of a 50.01% stake in Erkafarm Management 
Company signed by Vladimir Spiridonov (general director of Katren, partner 
of the main owner of the distributor Leonid Konobeev) was accepted by the 
central apparatus of the FAS on April 30. 

A source close to Katren confirmed the authenticity of the appeal, noting that 
Erkafarm management will maintain its position. 

At the end of February, market participants discussed possible scenarios for 
the merger of the Erkafarm group (the company’s share increased by 0.3% 
during 2020 against 16.6% from the leader – Rigly) and the Sber Eaptec 
project (plus 96.1% year-on-year). 

The deal gives confidence that the network will continue to exist and return 
the accumulated debt to suppliers and creditors to the industry, Sergey 
Shulyak, general director of the analytical company DSM Group, told the 
publication. “This will allow the market not to lose money and not to 
experience the shocks that the industry felt when leaving networks with 
debts,” he said. 

“The sale of Erkafarm was engaged in Sber – this is no secret,” Shulyak also 
noted. “The sales presentations were carried out by an employee of Sber, 
because the bank is one of the main creditors,” he explained. 

At the end of 2020, the pharmacies of Erkafarm Group of Companies took 
third place in the ranking of pharmacy chains prepared by AlphaRM, with a 
share of 4.49%. In the first quarter, the group took fifth place with a share of 
3.92%, sales amounted to 14.8 billion rubles. At the end of March 2021, the 
network was operated by 1,072 pharmacies. 

The Melody Health pharmacy chain, which is part of the Katren group, was in 
10th place in 2020 with a share of 1.63%, according to the results of the first 
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quarter, the chain is also in 10th place with a share of 1.75% and sales of 6.6 
billion rubles. According to the end of March 2021, the network had 877 
points. 

https://gxpnews.net/en/2021/05/katren-plans-to-acquire-half-a-stake-in-
erkafarm/ 

 

R-Pharm plans to release a batch of AstraZeneca vaccine in June 

The Russian company R-Farm plans to release the first batch of coronavirus 
vaccine for export under license from Oxford University and AstraZeneca, RIA 
Novosti reports with reference to the general director of the pharmaceutical 
manufacturer Vasily Ignatiev. 

“We are preparing to release the first batch of R-Kovi vaccine in June… The 
entire volume that will be produced in Russia at our production facilities – 
and this is several hundred thousand vaccines per month – will be exported,” 
Ignatiev said. 

The founder of R-Farm and chairman of the board of directors of the company 
Alexei Repik in July 2020 announced an agreement with the AstraZeneca on 
the production of the drug. It was noted that R-Pharm will provide its 
technological capabilities and act as a hub for the supply of vaccine to 30-50 
countries. Among them are the states of the Middle East, Southeast Asia, 
Europe. 

In December 2020, the Gamalei Center, AstraZeneca, the Russian Direct 
Investment Fund (RDIF) and R-Farm signed a memorandum of cooperation. 
The document involves collaboration in the development and implementation 
of a clinical research program to evaluate the combined use of one component 
of the Satellite V and AZD1222 vaccines, developed by AstraZeneca together 
with the University of Oxford. Studies of the vaccine combination started in 
February 2021. 

https://gxpnews.net/en/2021/05/r-pharm-plans-to-release-a-batch-of-
astrazeneca-vaccine-in-june/ 
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SID&GP and Ministry of Industry and Trade sent a proposal to create an 

analogue of EMA in the EAEU 

The State Institute of Drugs and Good Practices (SID&GP) and the Ministry of 
Industry and Trade sent a proposal to the Eurasian Economic Commission to 
create a single medical regulatory body in the EAEU, said Director of SID&GP 
Vladislav Shestakov at Adam Smith Conferences. 

“In 2019, our colleagues from AIPM made a proposal to organize a single 
regulatory body, supranational, in the EAEU. Our institute, together with the 
Ministry of Industry and Trade, sent a proposal to the EEC in support of the 
initiative to create the Eurasian Medical Agency, “said Shestakov. 

He noted that the creation of such a body “will solve many tasks of 
coordinating the regulatory bodies of the EAEU countries.” Vladislav 
Shestakov added that the SID&GP are ready to provide resources and 
personnel for the formation of the Eurasian medical regulatory body. 

https://gxpnews.net/en/2021/05/a-subsidiary-of-afk-sistema-sistema-
telecom-assets-contributed-a-stake-owned-by-it-amounting-to-32-4-of-the-
authorized-capital-of-syntez-to-the-authorized-capital-of-binnopharm-group-
as-a-result/ 

“Binnopharm Group” increased its stake in “Syntez” to 88.6% 

A subsidiary of AFK Sistema, Sistema Telecom Assets, contributed a stake 
owned by it, amounting to 32.4% of the authorized capital of Syntez, to the 
authorized capital of Binnopharm Group. As a result of the transaction, 
Binnopharm Group increased its stake in Syntez to 88.6%, AFK Sistema 
reports. 

Now the effective share of AFK Sistema in Binnopharm Group together with 
VTB, which is the financial partner of AFK Sistema in the development of the 
pharmaceutical business, is 86.5%; a consortium of investors consisting of the 
Russian Direct Investment Fund, the Russian-Chinese Investment Fund 
created by RDIF and China Investment Corporation, as well as the largest 
Middle East funds – 12.5%; the remaining 1% belongs to a minority 
shareholder – an individual. 

Binnofarm Group is a full-cycle Russian pharmaceutical holding company 
combining five production sites located in different regions of Russia: Aliu 
(formerly Obolenskoye in the Serpukhov district of the Moscow region), 
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Binnofarm 2 sites: Zelenograd and Krasnogorsk), Synthesis (Kurgan). The 
holding companies produce a wide range of drugs of various therapeutic 
groups and have the largest portfolio of drugs among Russian manufacturers, 
including more than 450 registration certificates, including a vaccine for the 
prevention of Sputnik V coronavirus infection. 

https://gxpnews.net/en/2021/05/binnopharm-group-increased-its-stake-in-
syntez-to-88-6/ 

 

Government will support exporters of medicines and medical products 

Russian authorities will provide access to subsidies for product certification 
for foreign markets to companies exporting medicines and medical products. 
Compensation can be up to 80% of the cost of registration abroad. The 
corresponding resolution was signed by Prime Minister Mikhail Mishustin. 

According to the document, the maximum amount of reimbursement for drug 
manufacturers is 500 million rubles. for certification of one product. For other 
producers – 50 million rubles. 

“The decision will reduce the costs of domestic pharmaceutical manufacturers 
when entering foreign markets, increase demand for Russian highly 
competitive products and stimulate the growth of non-primary exports,” the 
government website said. 

The decree states that the recipient of the subsidy undertakes to export the 
registered product in an amount not less than 10 times the amount of state 
support. In the case of medicines, this must be done within five years after all 
the necessary permits have been obtained, in the case of medical products – 
within three years. 

In 2021, 540 million rubles were provided for this support measure in the 
budget. For 2022 and 2023 – 2.47 billion and 4.32 billion, respectively. 

https://gxpnews.net/en/2021/05/government-will-support-exporters-of-
medicines-and-medical-products/ 
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The Ministry of Health proposed to vaccinate at-risk patients from COVID-19 

at discharge 

Vaccination against coronavirus should be carried out before discharge of 
patients from the risk group from inpatient treatment, said Russian Minister 
of Health Mikhail Murashko at a conference call with the regions on 
combating the spread of a new coronavirus infection and organizing medical 
care during non-working days. 

“Senior citizens and patients suffering from cardiovascular disease and 
diabetes mellitus have been and remain our top priority (in the fight 
against COVID-19. – GxP News) … Vaccination should be carried out before 
discharge of patients at risk from inpatient treatment. Vaccination should be 
voluntary and ensure continuity – three weeks after the first inpatient 
vaccination, the patient should be invited to receive a second outpatient 
injection at the place of residence, “the minister said. 

He added that the situation with the incidence of coronavirus in the country 
as a whole remains tense. The meeting participants noted that vaccination 
continues during the May non-working days, this allows citizens to get 
vaccinations at the most convenient time for them. 

https://gxpnews.net/en/2021/05/the-ministry-of-health-proposed-to-
vaccinate-at-risk-patients-from-covid-19-at-discharge/ 
 
Ministry of Health has changed the list of recommended anti-COVID19 drugs 

The Ministry of Health of Russia approved a new, 11 version of temporary 
methodological recommendations for the prevention, diagnosis and treatment 
of COVID-19, prepared by leading Russian experts taking into account 
accumulated scientific data and clinical practice, the press service of the 
department reports. 

The new version of the recommendations has been amended and refined in 
the sections on etiotropic and pathogenetic treatment of patients. For 
inpatient patients, the use of human anti- COVID-19 immunoglobulin as a 
component of any of the antiviral regimens is recommended. For preventative 
anti-inflammatory therapy of the disease in adults, glucocorticosteroid in the 
form of a metered-dose powder for inhalation is possible. 

In addition, hydroxychloroquine is excluded from the list of possible drugs for 
the treatment of COVID-19. Recommendations on the peculiarities of 
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providing medical care to patients with diabetes mellitus have also been 
updated. 

The section on the specific prevention of infection in adults is supplemented 
with information on the vaccines KoviVak and Sputnik Light. 

A new version of the methodological recommendations is posted on the 
official website of the Ministry of Health of Russia (full version and version in 
infographic format) and sent to the regions for use in practical work. 

In the course of working on each version of the methodological 
recommendations, more than 100 Russian experts of various specialties 
conducted a thorough analysis of data on the results of research and 
experience in the use of drugs. According to the results of the analysis, 
promising and sufficiently studied drugs were approved for use, and drugs 
that showed relatively low effectiveness were excluded from the list of 
recommended ones. 

On May 6, the Russian Direct Investment Fund announced the registration of a 
one-component anti-COVID19 vaccine Sputnik Light. 

https://gxpnews.net/en/2021/05/ministry-of-health-has-changed-the-list-
of-recommended-anti-covid19-drugs/ 

 

In “Vector” revealed data on the effectiveness of “EpiVakKorona” 

After vaccination with the Russian peptide vaccine EpiVakKorona, antibodies 
to coronavirus are produced in more than 90% of those vaccinated, said 
Alexander Ryzhikov, head of the zoonotic infections and influenza department 
of the Vector State Scientific Center. He referred to studies among immunized 
groups. 

“Independent studies show that, realistically, a high proportion of the 
population responds to vaccination. Among the volunteers, we revealed these 
figures, now we are conducting random studies among immunized groups, we 
see that these figures are significantly more than 90%, “Ryzhikov said on the 
Instagram account of Rospotrebnadzor. 
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He added that clinical trials of phase I-II of three-fold vaccination with 
EpiVacCorona are underway. 

Anti-COVID19 vaccination continues in all regions of Russia. EpiVakKorona, 
developed in Vector, was the second vaccine against coronavirus to be 
registered in Russia. 

https://gxpnews.net/en/2021/05/in-vector-revealed-data-on-the-
effectiveness-of-epivakkorona/ 

The Chumakov Center does not exclude the triple KoviVak vaccine injection 

The Chumakov Center is studying the possibility of three times injection the 
KoviVak vaccine to strengthen the immune response with low antibody levels, 
Interfax reports citing center director Aidar Ishmukhametov. 

“In general, the absence of antibodies at one stage or another is not critical… 
Perhaps someone will need a third immunization depending on their health, 
age, comorbidities that can reduce the immune response. These issues are 
being worked out, “the agency quotes Ishmukhametov from an interview with 
Komsomolskaya Pravda radio station. 

The specialist noted that the mode of antibody production may vary slightly 
among different people. “It is possible that in the future the approaches will 
be different,” said the director of the center. 

At the end of March, the third, all-virion Russian vaccine against the KoviVak 
coronavirus of the Chumakov Center entered civil circulation. The head of the 
Ministry of Education and Science Valery Falkov on March 25 launched the 
production of the drug and personally launched the packaging of the first 
batch. 

https://gxpnews.net/en/2021/05/the-chumakov-center-does-not-exclude-
the-triple-kovivak-vaccine-injection/ 

 

Pre-trial consideration of complaints is introduced in the field of drug control 

The mandatory pre-trial procedure for considering complaints is introduced 
in Russia from July 1, 2021 for various types of federal state control 
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(supervision). The corresponding government decree is published on the 
portal publication.pravo.gov.ru. 

This measure concerns, among other things, Roszdravnadzor, the Ministry of 
Industry and Trade, and Rosselkhoznadzor. 

In the case of the Federal Health Supervision Service, the mandatory pre-trial 
procedure for handling complaints relates to: 

– Federal state supervision in the field of medicines; 

– State control over the circulation of medical products; 

– state control in the field of circulation of biomedical cellular products 
(BMCP); as well as 

state control of quality and safety of honey. activity. 

With regard to the Ministry of Industry and Trade, the pre-trial procedure for 
dealing with complaints applies to the licensing control of the production of 
medicines for medical use. In the case of the Federal Service for Veterinary 
and Phytosanitary Supervision, we are talking about state supervision in the 
field of the circulation of medicines for veterinary use. 

In total, the document defines 62 types of federal state control (supervision), 
in respect of which from July 1, 2021 the procedure for mandatory pre-trial 
appeal of decisions will begin to operate. 

https://gxpnews.net/en/2021/05/pre-trial-consideration-of-complaints-is-
introduced-in-the-field-of-drug-control/ 
 
 
Putin instructed to create technologies for the production of new generation 

drugs 

President of the Russian Federation Vladimir Putin approved the list of 
instructions for the implementation of the Message to the Federal Assembly of 
April 21, 2021, which included the creation of technologies for the production 
of vaccines, pharmaceutical stations and new-generation medicines. The 
entire list of instructions was published on the Kremlin’s official website on 
May 2. 
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According to the document, the Russian government is instructed to ensure 
the implementation of the most important innovative projects of state 
importance, aimed, including: 

– the creation of Russian technologies for the production of a wide range of 
vaccines, pharmaceutical substances, as well as new generation medicines, 
intended, inter alia, for the treatment of infections resistant to modern 
antibiotics, using mainly domestic equipment and components; 

– To prevent the spread of new emerging infections, including the possibility 
of developing within four days test systems for the detection of new infectious 
diseases in the event of a threat of their occurrence and spread, as well as the 
creation within four months of effective vaccines for the prevention of new 
infectious diseases, followed by their launch into industrial production as 
soon as possible. 

Prime Minister Mikhail Mishustin was appointed responsible for the 
execution of these tasks. 

In addition, the Russian government, together with the executive authorities 
of the constituent entities of the Russian Federation, taking into account the 
previously given instructions, should ensure the development and 
implementation of a set of additional measures aimed at preventing 
premature mortality of the population from cardiovascular, oncological and 
respiratory diseases, as well as the phased implementation in 2021-2030 of 
measures aimed at combating hepatitis C, minimizing the risks of the spread 
of this disease. The report on these instructions should be made before July 1, 
2021. 

https://gxpnews.net/en/2021/05/putin-instructed-to-create-technologies-
for-the-production-of-new-generation-drugs/ 
 
The government has determined the timing of the experiment of the labeling 

of dietary supplements 

The experiment of labeling biologically active supplements will last in the 
Russian Federation from May 1, 2021 to August 31, 2022. The corresponding 
government decree was published on May 4 on the portal publication.gov.ru. 

The operator of the information system used in the experiment – CRPT – was 
recommended to develop requirements for the system and for the protection 
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of the information contained in it by June 1, 2021. The Ministry of Industry 
and Trade will coordinate the creation and functioning of the system. 

Until November 30, 2021, until February 1 and until August 1, 2022, the 
government should receive reports on the results of the experiment, the 
document says. 

Last year, the ministry announced the decision to conduct an experiment on 
the labeling of dietary supplements in Russia. Preparation for the experiment 
started in April. According to experts, this initiative is somewhat premature, 
since before the introduction of labeling it would be worth solving a number 
of more pressing problems. 

https://gxpnews.net/en/2021/05/the-government-has-determined-the-
timing-of-the-experiment-of-the-labeling-of-dietary-supplements/ 
 
Putin signed a law on the government right to produce drugs without the 

permission of the patent holder 

Russian President Vladimir Putin signed a law allow the government to use 
inventions and useful models in the field of health care, as well as to produce 
drugs without the permission of the patent holder in the interests of national 
security in emergency cases. The corresponding document is published on the 
official Internet portal of legal information. 

The law specifies that such a right arises “in case of extreme need related to 
ensuring the defense and security of the state, protecting the life and health of 
citizens.” The procedure for determining the amount of compensation and the 
procedure for its payment will be approved by the Government. 

Prior to this, the Civil Code allowed the government to use an invention, utility 
model or industrial design without the consent of the patent holder, notifying 
him of this as soon as possible and paying him proportionate compensation in 
the interests of defense and security. 

The accompanying documents to the law note that the introduction of such 
amendments to the Civil Code will make it possible to promptly fill the 
absence or lack of foreign patented medicines or medical devices in the 
country. 
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Institute of Rosselkhoznadzor launches production of anti-COVID19 vaccine 

for animals 

The Scientific Institute of Rosselkhoznadzor began the production of the 
Karnivak-Kov anti-virus vaccine for animals, TASS reports citing Yulia Melano, 
adviser to the head of the Rosselkhoznadzor. She noted that the volume of 
output could be 3 million doses per month. 

“The Federal Center for Animal Health, of Rosselkhoznadzor, produced the 
first batch of the Karnivak-Kov vaccine for the prevention of a new 
coronavirus infection in animals (COVID-19) in the amount of 17 thousand 
doses. Produced batch of the vaccine has already been booked and will be sent 
to a number of cities and regions of the Russian Federation as soon as 
possible, “said Melano. – The maximum volume of up to 3 million doses per 
month is today. In the future, if there is an order, this volume can be increased 
to 5 million. ” 

Shipments of the drug will be sent to Moscow, Moscow Region, Republic of 
Crimea, St. Petersburg, Vladimir, Kirov, Izhevsk, Irkutsk, Magnitogorsk, 
Novosibirsk, Ryazan, Chelyabinsk, Tver, Tolyatti. 

“The Russian market is actively expressing interest in acquiring the Karnivak-
Kov vaccine for the prevention of a new coronavirus infection in animals 
COVID-19 manufactured by FGBI ARRIAH,” the department said. 

Also, the Rosselkhoznadzor is preparing the registration of anti-COVID19 
vaccine for animals in the EU. 

https://gxpnews.net/en/2021/05/institute-of-rosselkhoznadzor-launches-
production-of-anti-covid19-vaccine-for-animals/ 
 
SID&GP and the pharmaceutical regulator of Bosnia and Herzegovina shared 

GMP inspection experience 

The State Institute of Drugs and Good Practices of the Ministry of Industry and 
Trade of Russia and the Agency for Medicines of Bosnia and Herzegovina took 
part in an educational webinar on April 29, where they shared their 
experience in conducting GMP inspections in pandemic conditions, reports 
SID&GP. 
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The webinar was organized for inspectors to share professional experience on 
how to conduct GMP inspections in a pandemic of coronavirus infection. 

From the SID&GP, the director of the institute Vladislav Shestakov made a 
welcoming speech. The experience and vision of conducting the most effective 
remote GMP inspections was shared by the head of educational projects of the 
SID&GP of the Ministry of Industry and Trade of Russia Ivan Gulyaev. 

The Agency for Medicines and Medical Products of Bosnia and Herzegovina 
was represented by Assistant Director of Legal Affairs Mladen Čančarević, 
Assistant Tamara Erceg, GMP Inspector Samra Šuvalija. 

During the educational webinar, experts considered the regulation and 
conduct of GMP inspections, including in the context of the pandemic, the 
experience of the inspectorate of Russia, as well as Bosnia and Herzegovina. 
Special attention was paid to the Eurasian Academy of Good Practices, a new 
educational project created on the initiative of the SID&GP within the 
framework of the EAEU. 

“I would especially like to note that Russia’s interaction with Bosnia and 
Herzegovina is distinguished by a friendly atmosphere and progressive 
dynamics of development. Over the years, our cooperation has become multi-
vector. In addition to the signed agreement, the SID&GP of the Ministry of 
Industry and Trade of Russia in 2019 conducted two inspections in Bosnia 
and Herzegovina. As a result of inspections, two certificates were issued. says 
Vladislav Shestakov. “An educational webinar is a unique opportunity to share 
the experience of inspectors of Russia and Bosnia and Herzegovina, the 
opportunity of our employees to improve their level of qualifications, which is 
certainly important, since GMP inspectors are specialists with rare 
professional competencies and unique skills, abilities.” 

On December 11, 2020, SID&GP and the Agency for Medicines and Medical 
Products of Bosnia and Herzegovina signed a cooperation agreement. In 
March 2021, the Government of Bosnia and Herzegovina decided to purchase 
a vaccine for Russian-made coronavirus Sputnik V. 

https://gxpnews.net/en/2021/05/sidgp-and-the-pharmaceutical-regulator-
of-bosnia-and-herzegovina-shared-gmp-inspection-experience/ 
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Sotex got EAEU GMP certificates 

The pharmaceutical company Sotex was among the first Russian 
pharmaceutical manufacturers to confirm compliance with the requirements 
of the rules of good production practice of the Eurasian Union and received 
GMP EAEU certificates, the company’s press service said. 

Information about certificates issued to the company in the form of the Union 
is published in the state register on the website of the Ministry of Industry 
and Trade. 

The EAEU GMP certificates confirm the compliance of the Sotex company’s 
production and quality control conditions with the requirements approved in 
the EAEU. At the moment, Sotex has GMP certificates of the European Union 
from two regulatory bodies in Europe (Portugal and Croatia) and GMP EAEU 
certificates. 

PharmFirm Sotex is the basis of the production segment of PROTEC Group of 
Companies. It is focused on the production of a wide range of dosage forms, 
dosages and packages of drugs that allow treating doctors to optimize and 
modify drug therapy depending on the needs of a particular patient. 
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