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Russia: First “public security” compulsory license
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For thefirst time ever, “ public security” clause has been evoked.

According to the Decree 3718-r, Pharmasintez JSC, a Russian generic company, has been granted
a 1-year compulsory license to use Gilead's patents protecting Remdesivir subject to a “fair
compensation”.[1]

Pharmasintez JSC filed a request for a compulsory license to the Government after a few
unsuccessful attempts to enter into alicense agreement with Gilead voluntarily.

The Decree is based on art. 1360 of the Russian Civil Code which entitles the Government to grant
a compulsory license “in the interests of public security” without a patent holder’s consent subject
toitsnotification and “afair compensation”.

According to the Russian Federal Antimonopoly Service, such compulsory licenses are designed to
eliminate discrimination in relation to Russian manufacturers by global pharmaceutical companies,
which is, however, strongly criticized by the professional community.

The Decree has triggered the mechanism of art. 1360 of the Russian Civil Code for the first time.

But a compulsory license has not been first ever made: previously, compulsory licenses for
dependent patents (art. 1362 of the Russian Civil Code) were granted to Nativa LLC, a Russian
generic company, based on the court decisions (particularly, as a result of the dispute against
Celgene on Lenalidomid[2]).

The Russian Parliament currently works under the draft law 842633-7, which significantly
simplifies the mechanism of compulsory licenses in the pharmaceutical industry. It is expected to
expand the scope of Article 1360 of the Civil Code, under which compulsory licenses will be
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allowed “in the interest of life and health protection”. In a nutshell, for aimost any drug the
Government finds interesting to localize.

It is evident that the Decree is another step towards consistent restriction of patent rights in the
sphere of Life Sciencesin Russia clearly aimed to support national generic business.
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[1] The criteria of “fair compensation” have not been established so far. According to social media,
compensation is unlikely to exceed 1-1.5% of total revenue.

[2] By the way, in the said case royalty under the compulsory license was calculated as 30% of the
revenue side of the price using the following formula: revenue of the generic drug reduced by the
amount of VAT and direct costs.

To make sure you do not miss out on regular updates from the Kluwer Patent Blog, please
subscribe here.

Kluwer IP Law

The 2022 Future Ready L awyer survey showed that 79% of lawyers think that the importance of
legal technology will increase for next year. With Kluwer IP Law you can navigate the
increasingly global practice of IP law with specialized, local and cross-border information and
tools from every preferred location. Are you, as an IP professional, ready for the future?

Learn how Kluwer 1P Law can support you.

N T
79% of the lawyers think that the \ 19 0/\
f

importance of legal technology will
increase for next year. ’]9 \
195\
ok Jok)
Drive change with Kluwer IP Law. W /lg

and registration.

The master resource for Intellectual Property rights \ /[C)
0
\(797°

2022 SURVEY REPORT
The Wolters Kluwer Future Ready Lawyer

<&). Wolters Kluwer

Kluwer Patent Blog -2/3- 14.02.2023


https://meduza.io/feature/2021/01/13/dlya-borby-s-kovidom-v-rossii-razreshili-vypuskat-remdesivir-bez-soglasiya-sozdavshey-ego-amerikanskoy-kompanii
https://patentblog.kluweriplaw.com/newsletter
https://www.wolterskluwer.com/en/solutions/kluweriplaw?utm_source=patentblog&utm_medium=banner&utm_campaign=article-bottom-cta_2022-frlr_0223
https://www.wolterskluwer.com/en/solutions/kluweriplaw?utm_source=patentblog&utm_medium=banner&utm_campaign=article-bottom-cta_2022-frlr_0223
https://www.wolterskluwer.com/en/solutions/kluweriplaw?utm_source=patentblog&utm_medium=banner&utm_campaign=article-bottom-cta_2022-frlr_0223
https://www.wolterskluwer.com/en/solutions/kluweriplaw?utm_source=patentblog&utm_medium=banner&utm_campaign=article-bottom_2022-frlr_0223

This entry was posted on Thursday, March 4th, 2021 at 1:58 am and is filed under (Compulsory)
license, Competition, Generics, Patents, Pharmaceutical patent, Russia

Y ou can follow any responses to this entry through the Comments (RSS) feed. Both comments and
pings are currently closed.

Kluwer Patent Blog -3/3- 14.02.2023


https://patentblog.kluweriplaw.com/category/compulsory-license/
https://patentblog.kluweriplaw.com/category/compulsory-license/
https://patentblog.kluweriplaw.com/category/competition/
https://patentblog.kluweriplaw.com/category/generics/
https://patentblog.kluweriplaw.com/category/uncategorized/
https://patentblog.kluweriplaw.com/category/pharmaceutical-patent/
https://patentblog.kluweriplaw.com/category/countries/russia/
https://patentblog.kluweriplaw.com/comments/feed/

	Kluwer Patent Blog
	Russia: First “public security” compulsory license


