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TEMPORARY RESTRICTION OF PATENT RIGHTS
IN THE CONTEXT OF COMPULSORY LICENSING
OF MEDICINAL PRODUCTS:

NATIONAL AND FOREIGN EXPERIENCE

Abstract. The purpose of the article is to study the mechanism of temporary restriction of property
patent rights to medicines, which is called “compulsory licensing”, based on the analysis of the relevant
national and foreign experience. Researchmethods. To achieve the study’s goal, the author has used general
scientific and special methods of cognition; the comparative law method, which has allowed comparing
the domestic and international experience of legal regulation of compulsory licensing of medicines,
plays an important role in the research process. Results. The legal categories denoting the procedure for
compulsory licensing of medicines in the world practice are examined. The international legal formation
of the institution of restriction of patent rights by issuing compulsory licenses in general, incl. medicines,
is covered. The research has analyzed the experience of introducing the legal institution of compulsory
licensing of medicines in individual countries (the case of the USA, Germany, Great Britain, France,
and China). The author has separately elucidated the fact that compulsory licensing of medicines received
a new impetus to development in the context of the world’s fight against the COVID-19 pandemic. The
cases of many countries which adopted specific legal regulation in the area concerned have been analyzed
(Australia, Brazil, Canada, Chile, Colombia, Ecuador, Hungary, Indonesia, and Russia). Conclusions.
As a result of the study of the experience of the above countries, the author concludes that compulsory
licensing of medicines is used primarily to protect the national interests of the state, in particular
economic ones, as well as to ensure the protection of public health. Based on the analysis of the current
legislation of Ukraine, the author asserts that the institution of compulsory licensing of medicines is
at the stage of initial development: today there is no proper legal regulation of this group of legal relations,
which makes its functioning impossible, and the recently introduced legal institution of managed entry
agreement does not have the legal nature of compulsory licensing — it does not limit the patent rights
of holders to medicines.

Key words: compulsory licensing, medicines, patent, property rights of patent owner, temporary
restriction of patent rights.

1. Introduction

Research relevance. Human rights to life
and health remain the highest social values
and benefits in Ukraine and the world, as pro-
claimed in major international human rights
treaties and the constitutions of many states.
Life quality and expectancy are of paramount
importance. In this regard, it should be noted
that according to the UN, over the past 70
years, the global average life expectancy has
increased by 23 years, which is mainly due to
medical advances (UN, 2018). The invention
of a vaccine for (black) smallpox based on
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the cowpox virus, which had been described in
detail in 1798 in the study by English physician
and naturalist Edward Jenner “An Inquiry into
the Causes and Effects of the Variolae Vaccinae,
a Disease Discovered in Some of the Western
Counties of England, particularly in Glouces-
tershire, and Known by the Name of Cow-pox
(Jenner, 1798), was a considerable step towards
the human struggle for life using medicines.
Since that time, medicine has continued to
develop, offering the advanced means to over-
come and prevent diseases. Thus, it is difficult
to overestimate the significance of medicine,
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vaccination, and pharmaceuticals to save peo-
ple’s lives, improve their condition, and increase
their duration.

At the same time, modern medical and phar-
maceutical achievements are closely related to
intellectual property rights, which are driven
by a high level of commercialization of these
industries in the world and the need to protect
property and personal intellectual non-prop-
erty rights in the relevant field. The rights
of inventors of pharmaceutical products are
often protected within the patenting insti-
tute. In addition, it is possible to protect med-
icines as objects of copyright that, according to
A. O. Kodynets, is less effective, since it protects
the form of expression of the creative result,
not the chemical composition of a medicinal
product, and does not extend to the applica-
tion technique or the production of a substance
(Kodynets, 2016, p. 167).

Patenting of medicines also takes place in
our country. The Law of Ukraine “On Medi-
cines” consolidates the right of authors (co-au-
thors) of a medicinal product to obtain a patent
by applying to the central executive body that
implements state policy on intellectual property
(Verkhovna Rada of Ukraine, 1996).

Moreover, it is socially important for each
state to guarantee a possibility to use medi-
cines with certain temporary violations of pat-
ent rights in “emergency” cases stipulated by
law, when it is a choice between life and death,
or the state economic security and the property
rights of a patent holder. Such a mechanism in
the world system of legal regulation of intellec-
tual property relations — the article’s case study
is a medicinal product — is called compulsory
licensing, although there are other related terms.

Subject novelty. The issue of compul-
sory licensing of pharmaceuticals was stud-
ied by N. P. Baaji, O. V. Basay, I. P. Voly-
nets, O. Yu. Kashentseva, T. Yu. Klochko,
A. O.Kodynets, O. O. Ponomaryova, et al. How-
ever, most studies of the above authors were car-
ried out before 2020 and hence, they did not take
into account new life realities associated with
the rapid spread of coronavirus in the world,
the need to make new flexible and operational
decisions in terms of providing public access
to medicines. Therefore, the institute under
consideration has gained new and even greater
social significance in the context of the global
fight against the COVID-19 pandemic.

The purpose of this article is to study
the mechanism of temporary restriction of pro-
prietary patent rights to medicines, which is
called “compulsory licensing”; the research task
istoanalyze the national and international expe-
rience of temporary restriction of patent rights
while implementing the procedure of compul-
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sory licensing of medicines. The research meth-
odology relies on general scientific and special
methods of cognition; the comparative law
method, which allows comparing the domestic
and international experience of legal regula-
tion of compulsory licensing of medicine, plays
an important role in the research process.

2. Definition of the concept of “compul-
sory licensing”

According to World Trade Organization ter-
minology, several related terms mean, in their
essence, compulsory licensing of medicines.
Thus, the most common term is “Compulsory
Licensing”, when the authorities license compa-
nies or individuals other than the patent owner
to use the rights of the patent — to make, use,
sell or import a product under patent (i.e., a pat-
ented product or a product made by a patented
process) — without the permission of the patent
owner (Navarro, Vieira, 2021, p. 3). This term is
widely used in foreign legal literature and regula-
tions that will be further clear in the article text.

“March-in  Rights”, which was intro-
duced by the Beye-Dole Act of 1980, is a kind
of compulsory license and used exclusively in
the United States. It allows the U.S. Federal
Agency to interfere with owners’ rights to pat-
ented inventions created with federal funding
assistance. Should this request for a license be
denied, the Federal agency may issue a com-
pulsory license. In this case, the government
uses the invention free of charge, in particular,
by granting a non-exclusive, non-transferable,
irrevocable, paid-up license that permits using
the patented invention by the Government
itself or on its behalf anywhere in the world
(Navarro, Vieira, 2021, p. 3).

“Government Use” means the procedure
or process under which the government uses
a patented product on its own or by authorizing
others to use the rights to the patented product
for state or public purposes without the per-
mission of the patent holder (Navarro, Vieira,
2021, p. 3).

Ukrainian legislation lacks a concept of com-
pulsory licensing even though such a legal insti-
tution is enshrined in Ukraine at the regulatory
level.

As O. Yu. Kashyntseva notes, domestic
legislation now provides three legal mecha-
nisms ensuring access to innovative and generic
medicines capable of mitigating the patent
monopoly on the latter: managed entry agree-
ments (MEASs), defined in Art. 79-1 of the Fun-
damentals of the Legislation of Ukraine on
Health Care; compulsory licensing of inven-
tions relating to medicinal products enshrined
by Art. 30 of the Law of Ukraine “On Protec-
tion of Rights to Inventions and Utility Mod-
els”; the use of a patented medicinal product
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in the form of its generic version in the inter-
ests of the state in emergency cases following
Art. 31 of the Law of Ukraine “On Protection
of Rights to Inventions and Utility Models”
(Kashyntseva, 2020, p. 36). It should be empha-
sized that the author’s position on the first
paragraph is quite controversial. According to
Article 79-1 of the Fundamentals of the Legis-
lation of Ukraine on Health Care, the central
executive body, which ensures the development
and implementation of state policy on health
care, authorizes a person to carry out healthcare
procurement on his/her own initiative or on its
behalf, and the person is entitled to conclude
a managed entry agreements with the applicant
on the initiative of the marketing authorization
holder or its authorized representative (appli-
cant) in order to maintain the availability of rel-
evant medicinal products for patients at budget
expense (hereinafter referred to as “a managed
entry agreement”) (Verkhovna Rada of Ukraine,
1992). The content of the mentioned norm
and the provisions of the Negotiation Procedure
on Managed Entry Agreements and the Proce-
dure for Conclusion, Execution, Amendment
and Termination of Managed Entry Agree-
ments approved by the Resolution of the Cab-
inet of Ministers of Ukraine No. 61 dated Janu-
ary 27, 2021 (Cabinet of Ministers of Ukraine,
2021), do not indicate the availability of any
restrictions of patent rights to medicinal prod-
ucts, since it is stipulated only the contractual
relationship between the state represented
by the entitled state authorities as the buyers
of specific medicinal products and the market-
ing authorization holders of the original (inno-
vative) medicinal product as its suppliers. This
procedure excludes any coercion or restriction
of the rights of the patent holder to a medici-
nal product, although it provides citizens with
access to certain medicinal products because
they are purchased for budgetary funds.

The restriction of patent rights to medicines
in Ukraine can occur within the legal institution
of compulsory licensing, the legal basis of which
is the above-mentioned Laws of Ukraine “On
Medicines” and “On the Protection of Rights
to Inventions and Utility Models”. At the same
time, Article 9 of the Law of Ukraine “On Medi-
cines” stipulates that in order to ensure the pub-
lic health when registering a medicinal product,
the Cabinet of Ministers of Ukraine may allow
an authorized person to use a patented invention
(utility model) related to such a medicinal prod-
uct without the consent of the patent holder,
although the relevant law was not adopted,
only the resolution of the Cabinet of Ministers
of Ukraine “On Approval of the Procedure for
Granting Permission by the Cabinet of Min-
isters of Ukraine to Use a Patented Invention

(Utility Model) Relating to a Medicinal Prod-
uct” dated 04.12.2013 No. 877 (Cabinet of Min-
isters of Ukraine, 2013).

The lack of proper legal regulation
of the issue under study blocks the implemen-
tation of the mechanism of compulsory licens-
ing of medicines in Ukraine and necessitates its
improvement. In this regard, it is apt to discuss
specific international and foreign practices.

3. International and foreign experience
of temporary restriction of patent rights to
medicines

The legal grounds for the temporary restric-
tion of patent rights were first laid by the Paris
Convention for the Protection of Industrial
Property of 20.03.1883, which enshrines
the right of each country of the Union for
the Protection of Industrial Property to take
legislative measures providing for the issuance
of compulsory licenses to prevent abuses that
may arise from the exercise of the exclusive
right granted by the patent (League of Nations,
1883). An important document of the World
Trade Organization, which defines the legal
grounds for temporary limitation of patent
rights, is the Agreement on Trade-Related
Aspects of Intellectual Property Rights (TRIPS
Agreement), which is the 1C annex to the Mar-
rakesh Agreement Establishing the World Trade
Organization, signed in Marrakesh, Morocco,
on 15.04.1994. The TRIPS Agreement was
amended by the Protocol dated 06.12.2005,
which entered into force on 23.01.2017. The
mentioned protocol supplemented the Agree-
ment with Article 31bis and an annex, which
determined, in the context of compulsory licens-
ing of medicines, the peculiarities of limiting
patent rights to manufacture and export phar-
maceutical products (pharmaceutical product)
for countries that cannot manufacture them in
sufficient quantities for their patients (World
Trade Organization, 2017).

The Doha Declaration, adopted in 2001
at the WTO annual ministerial meeting in
Doha, Qatar, is also an essential international
instrument in this area. The Declaration
affirmed the primacy of health over commercial
interests and reaffirmed the members’ rights
to use TRIPS guarantees, such as compulsory
licenses, to overcome patent barriers in order
to promote access to medicines (World Trade
Organization, 2001).

The above documents have led to the devel-
opment of relevant legislation in many coun-
tries. Thus, in Germany, patent law, namely sec-
tion 24 of the German Patent Act, is the legal
basis for compulsory licensing of pharma-
ceutical products. The German Patent Act
meets the requirements of the Agreement on
Trade-Related Aspects of Intellectual Property

109



1/2022
INTERNATIONAL LAW

Rights (TRIPS) and the implementation
of the Directive 98/44/EC of the European
Parliament and of the Council of 6 July 1998
on the legal protection of biotechnological
inventions. A request for a compulsory license
may also arise from the provisions of competi-
tion law and Regulation (EC) No 816,/2006
on compulsory licensing of patents relating to
the manufacture of pharmaceutical products
for export to countries with public health prob-
lems. (Martinez, 2021). In this case, the issu-
ance of a compulsory license does not mean
the use of the invention free of charge, an ade-
quate royalty, which is standard for commercial
practice, is paid. In event of a dispute between
the parties, the Federal Patent Court deter-
mines the amount of royalties at the parties’
request (Hohne, 2019).

In the US, as previously noted, compulsory
licensing is stipulated by the “March-In Rights”
legal institute introduced by the Beye-Dole
Act of 1980. The U.S. government is entitled
to “march-in rights” if a patent holder has failed
to take steps to: practically apply the invention;
reasonably meet the health and safety needs
of the country; reasonably comply with the gen-
eral use requirements defined by federal reg-
ulations; or granted the exclusive right to use
the patented invention to a third party without
obtaining a binding promise that the invention
will be substantially manufactured in the U.S,,
or if the licensee breaches the promise (Shah,
2021).

In China, compulsory licensing of pat-
ented medicines was stipulated by the Patent
Law of the People’s Republic of China in 2008,
after introducing specific amendments autho-
rizing the issuance of compulsory licenses for
the manufacture of medicines and their export
to countries and regions under the interna-
tional treaties of China. In general, the legal
basis for compulsory licensing in China is quite
complex and is represented by legal documents
of different legal effects, such as Implementing
Rules of the Patent Law of the People’s Repub-
lic of China of 2010, Measures on Compulsory
Licence of Patent Exploitation of 2012, Opin-
ions of the General Office of the State Council on
Reforming and Improving Policies on the Guar-
anteed Supply and Use of Generic Drugs of 2018,
and others (CMS, 2021).

In the United Kingdom, compulsory licens-
ingis regulated by the Patents Act 1977. Accord-
ing to the regulation, the grounds and procedure
for obtaining compulsory licenses vary depend-
ing on whether the patent holder belongs
to the World Trade Organization member
states or not. For example, in the former case,
the grounds for granting a compulsory license
under Article 48a are: 1) the patented inven-
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tion is a product, that a demand in the United
Kingdom for that product is not being met on
reasonable terms; 2) by reason of the refusal
of the proprietor of the patent concerned
to grant a licence or licences on reasonable
terms — (i) the exploitation in the United King-
dom of any other patented invention which
involves an important technical advance of con-
siderable economic significance in relation to
the invention for which the patent concerned
was granted is prevented or hindered, or (ii)
the establishment or development of commer-
cial or industrial activities in the United King-
dom is unfairly prejudiced;; 3) by reason of con-
ditions imposed by the proprietor of the patent
concerned on the grant of licences under the pat-
ent, or on the disposal or use of the patented
product or on the use of the patented process,
the manufacture, use or disposal of materials not
protected by the patent, or the establishment or
development of commercial or industrial activ-
ities in the United Kingdom, is unfairly preju-
diced (Intellectual Property Office, 1977).

In France, matters of compulsory licens-
ing, in addition to the international docu-
ments defined above, are regulated by separate
sections of the French Intellectual Property
Code. The grounds for granting a compulsory
license in France may be: 1) insufficient use
of the patent by its holder; 2) the impossibility
of using the patent by the patent holder without
infringing the previous patent in case of impos-
sibility of voluntary obtaining a license from
the holder of the previous patent, provided that
the invention is of significant technical advance
or is of great economic interest; 3) protection
of the interests of the national economy or
national security (CMS, 2020).

4. Compulsory licensing in the fight
against coronavirus disease (COVID-19)

In the fight against coronavirus disease
(COVID-19), governments of some countries
of the world have adopted regulations aimed
at simplifying procedures for compulsory licens-
ing. For example, in March 2020, the German
government amended a set of legislative acts
focused on simplifying the procedure for com-
pulsory licensing of pharmaceuticals. In par-
ticular, section 5 of the German Infection Pro-
tection Act was modified to consolidate that
all inventions of pharmaceuticals and medical
devices necessary for disinfection and labo-
ratory diagnostics are used in the interests
of public welfare or safety. Moreover, it was
adopted the Law on the Prevention and Control
of Infectious Diseases which granted the Fed-
eral Ministry of Health powers that allow issu-
ing a compulsory license and enshrined the legal
basis for limiting drug patents. At the same
time, the party initiating obtaining a compul-



1/2022
INTERNATIONAL LAW

sory license must prove the existence of two
circumstances: 1) within a reasonable period
of time, the party tried to obtain permission
from the patent holder to use the invention
on reasonable commercial terms; 2) obtaining
a compulsory license is conditioned by the pub-
lic interest (Martinez, 2021).

In addition to Germany, similar legislative
changes have been introduced in Australia, Bra-
zil, Canada, Chile, Colombia, Ecuador, Hun-
gary, Indonesia, and Russia (Access Campaign,
2021, p. 4-5). Hungary, for example, even imple-
mented the procedure for issuing a compulsory
license for Remdesivir. The Hungarian company
Richter, to which the government requested to
ensure domestic manufacture of the drug during
the first wave of the pandemic, obtained a com-
pulsory license (Access Campaign, 2021, p. 5).

In March 2020, Israel became the first
government to grant a compulsory license for
antiretroviral therapy drugs lopinavir/ritona-
vir, which were undergoing testing and repur-
posing for treating COVID-19. Israel granted
a compulsory license and addressed the man-
ufacturer of alternative generic drugs from
India because the patent holder, AbbVie, was
unable to secure sufficient supplies of Lopina-
vir/Ritonavir at the time (Access Campaign,
2021, p. 5).

5. Conclusions

The following can be highlighted as
the research findings:

— states in their interests and the inter-
ests of society provided for the legal possibil-
ity of temporary restriction of property rights
of patent holders, incl. to medicines, long ago;

— the settlement of the procedure for com-
pulsory licensing of medicines varies signifi-
cantly; the legal regulation of these relations is
most often conducted by general patent norms.
However, against the background of the ongo-
ing COVID-19 pandemic around the world,
some countries have begun to introduce special
legal regulations of the procedure for temporary
restriction of patent rights in terms of compul-
sory licensing of medicines;

— in Ukraine, the institute of compul-
sory licensing of pharmaceutical products is
at the initial development — there is no proper
legal regulation of relevant legal relations that
makes its functioning impossible;

— areas of improvement of the legal regula-
tion of compulsory licensing of medicinal prod-
ucts should be based on international instru-
ments, ie., the Agreement on Trade-Related
Aspects of Intellectual Property Rights (TRIPS
Agreement), the Doha Declaration, as well as
consider the experience of individual coun-
tries that are characterized by a proper legal
regulation of the area concerned and practical
implementation of procedures for the issuance
of compulsory licenses (for example, France,
Israel, Germany, the United Kingdom, and oth-
ers).

References:

Access Campaign (2021). Compulsory Licenses, The TRIPS Waiver and Access to COVID-19 Medical
Technologies. MSF Briefing Document. Retrieved from: https://msfaccess.org/compulsory-licenses-trips-waiv-
er-and-access-covid-19-medical-technologies (in English).

Cabinet of Ministers of Ukraine (2021). Postanova Kabinetu Ministriv Ukrainy «Deyaki pytannia shchodo
dogovoriv kerovanogo dostupu ta zupynennia dii abzatzu pershogo punktu 1? postanovy Kabinetu Ministriv
Ukrainy vid 25 bereznia 2009 r. Ne333» [Resolution of the Cabinet of Ministers of Ukraine «Some Aspects of the
Agreements of Controlled Access and the Suspension of the First Paragraph of the Item 17 of the Resolution of
the Cabinet of Ministers of Ukraine dated March 25, 2009. No. 333»]. (n.d.). zakon.rada.gov.ua. Retrieved from:
https://zakon.rada.gov.ua/laws/show/61-2021-u#Text (in Ukrainian).

Cabinet of Ministers of Ukraine (2013). Postanova Kabinetu Ministriv Ukrainy «Pro zatverdzhennia
Poryadku nadannia Kabinetom Ministriv Ukrainy dozvolu na vykorystannia zapatentovanogo vynakhodu
(korysnoi modeli), shcho stosuetsia likarskogo zasobu» [Resolution of the Cabinet of Ministers of Ukraine «On
the Approval of the Order of the Granting by the Cabinet of Ministers of Ukraine the Permission for Use of
Patented Invention (Utility Model), Regarding to the Medical Products»]. (n.d.). zakon.rada.gov.ua. Retrieved
from: https://zakon.rada.gov.ua/laws/show/877-2013-n# Text (in Ukrainian).

CMS (2021). Compulsory Licensing in China. Retrieved from: https://cms.law/en/int/expert-guides/
cms-expert-guide-to-compulsory-licensing /china (in English).

CMS (2020). Compulsory Licensing in France. Retrieved from: https://cms.Jaw/en/int/expert-guides/
cms-expert-guide-to-compulsory-licensing/france (in English).

Hohne C. (2019). Compulsory licenses in Germany: a tool for licensing negotiations? Retrieved from:
https://www.europeanpharmaceuticalreview.com/article /84768 /compulsory-licenses-in-germany-a-tool-for-
licensing-negotiations/ (in English).

Intellectual Property Office (1977). The Patent Act 1977 (as amended). Retrieved from: https://assets.
publishing.service.gov.uk /government /uploads/system/uploads/attachment_data/file/950221/consolidat-
ed-patents-act-1977.pdf (in English).

Jenner E. (1798). An Inquiry Into the Causes and Effects of the Variolae Vaccinae, a Disease Discovered
in Some of the Western Counties of England, Particularly in Gloucestershire, And Known by the Name of

111



1/2022
INTERNATIONAL LAW

Cow-pox. London. Retrieved from: https://books.google.com.ua/books?id=tj3h3ZA0ppAC&printsec=frontco
ver&source=ghs_ge summary ré&redir_esc=y#v=onepage&qé&f=false (in English).

Kashyntseva O. & Trofymenko M. (2020). Pravovi mekhanizmy rozshyrennia dostupu do likuvannia za
umov pandemii v Ukaini ta sviti [ Legal Mechanisms for Expanding Access to the Treatment within the Condi-
tions of the Pandemic in Ukraine and in the World]. Medychne parvo — Medical Law, 2, 34-48 (in Ukrainian).

Kodynets A. (2016). Pravo intelektualnoi vlasnosti na likarski zasoby: okremi aspekty pravovoi okhorony
[The Right of Intellectual Power in Health Care: Some Aspects of Legal Protection]. Proceedings from Vseu-
krainskaia naukovo-praktychna konferentsiia «Innovatsiini aspekty systemy bezpeky pratsi, zakhystu intelek-
tualnoi vlasnosti» — All-Ukrainian Scientific and Practical Internet Conference «Innovative Aspects of Security
Systems, Protection of Intellectual Powers, 161-169. Poltava: PDAA. (in Ukrainian).

League of Nations (1883). Paryzhska konventsiia pro okhoronu promyslovoi vlasnosti [Paris Convention
for the Protection of Industrial Property]. (n.d.). zakon.rada.gov.ua. Retrieved from: https://zakon.rada.gov.ua/
laws/show,/995_123#Text (in Ukrainian).

Martinez L. (2021). Compulsory Licensing Germany. Retrieved from: http://patentblog kluweriplaw.com/
2021,/05/10/compulsory-licensing-germany/ (in English)

Navarro D. & Vieira M. (2021). Research Synthesis: Compulsory Licensing. Global Health Centre at the
Graduate Institute. Geneva. Retrieved from: https://www.knowledgeportalia.org/ files/ugd/356854_85069c0
455194d21b5feda60d6aae9ad.pdf (in English).

Shah R. (2021). Compulsory License: United States of America. 2021. Retrieved from: http://patentblog.
kluweriplaw.com/2021,/08,/23 /compulsory-license-united-states-of-america/ (in English).

UN (2018). Za poslednie 70 let srednyaya prodolzhitelnost zhisni v mire uvelichilas na 23 goda [Site of UN].
Retrieved from: https://news.un.org/ru/story/2018,/04,/1327321 [in Russian].

Verkhovna Rada of Ukraine (1996). Zakon Ukrainy «Pro likarski zasoby» [The Law of Ukraine «On
Medical Products»]. (n.d.). zakon.rada.gov.ua. Retrieved from: https://zakon.rada.gov.ua/laws/show/123/96-
Bp#Text (in Ukrainian).

Verkhovna Rada of Ukraine (1992). Zakon Ukrainy «Osnovy zakonodavstva Ukrainy pro okhoronu zdor-
ovia» [The Law of Ukraine «Fundamentals of the Legislation of Ukraine on Healthcare»]. (n.d.). zakon.rada.gov.
ua. Retrieved from: https://zakon.rada.gov.ua/laws/show/2801-12#Text (in Ukrainian).

World Trade Organization (2017). Agreement on Trade-Related Aspects of Intellectual Property Rights.
Retrieved from: https://www.wto.org/english/docs_e/legal_e/31bis_trips_01_e.htm (in English).

World Trade Organization (2001). Declaration on the TRIPS agreement and public health. Retrieved
from: https://www.wto.org/English/thewto_e/minist_e/min01_e/mindecl_trips_e.htm (in English).

ITonina Kopuesa,

Kanoudam PUOUYHUX HAYK, CMapuiull UKIadau Kapeopu MidCHAPOOHO20 NPUBATNHOZ0 NPABA MA
nopiensanviozo npasosnascmea, Hayionanvnuil opuduunuil yrnisepcumem imeni Apocrasa Myopozo,
syauys [ywxincoxa, 77, Xapxie, Yxpaina, indexc 61024, korneva91Q@ukr.net

ORCID: 0000-0002-7901-9008

TUMYACOBE OBME;KEHHS TATEHTHHUX IIPAB B KOHTEKCTI
IIPMYCOBOTO JIIIEH3YBAHHS JIKAPCHKHIX 3ACOBIB:
HAIIIOHAJIbHUI TA 3APYBI:KHUI JOCBIJI

Auorauiss. Mema. Metoio cTaTTi € JOCHIUKEHHST MEXaHi3My THMYacoBOTO OOMEKEHHS MailHOBHUX
MaTEeHTHUX TIPaB Ha JIKapchKi 3aco0u, IKUii OTPUMaB Ha3BY <IIPUMYCOBE JIil[eH3yBaHHA», Ha TiCTaBi aHa-
JIi3y HalllOHAJIBHOTO Ta 3apyOiKHOI0 A0CBiLy y 1iii chepi. Memoodu docaioncenns. [lJist JOCATHEHHS METH
JIOCJIJIKEHHST 3aCTOCOBYBAJIUCS 3ara/lbHOHAYKOBI Ta Clelia/bHi METOAM Mi3HAHHS, 0COOJINBE 3HAUCHHSI
B IIpolieci JOCTiIKeHHsI MaB MOPiBHAIBHO-IIPABOBUII METO/, 1110 /J03BOJIUB IIOPIBHATU A0CBi/l IPAaBOBOTO
peryJioBaHHsi Ykpainu Ta 3apyOiKHUX KpaiH y cdepi IPUMYyCOBOTO JIilIEH3yBAHHS JIKAPChKHUX 3aCO0IB.
Pe3ynvmamu. JlocnifukyioTbCs TPABOBI KaTeropii, 1o MO3HAYAIOTH MPOIELYPY MPUMYCOBOTO JIIIEH3Y-
BaHHsI JIIKapChbKMUX 3ac00iB B CBITOBIN MpakTHIl. BUCBIT/IEH] TUTaHHS MiKHAaPOAHO-TIPABOBOIO CTAHOB-
JIEHHSI IHCTHTYTY OOMEKeHHS TATeHTHKX MPaB [ISXOM BUadi IPUMYCOBUX JIIIEH3IH B IIIOMY, 8 TAKOK
came TI0/10 JIKapChKUX 3ac00iB. AHAMIBYEThCS IOCBIL OKPEMUX KpaiH 3alPOBa/ZKEHHs IIPABOBOIO IHCTHU-
TYTY MIPUMYCOBOTO JIIIEH3yBaHH JiKapChbKHUX 3ac00iB, 30KkpeMa, HaBoiaThes nmpukaann CIITA, Hiveuyn-
nu, Besmkoi Bpuranii, @panitii, Kurao. ABTopoM oKpeMo BUCBITJIEHO TOI (aKT, 110 TPUMYCOBE JIileH-
3YBAHHS JIIKAPCHKIX 3aCO01B OTPUMAJIO HOBUIA IIOIITOBX 10 PO3BUTKY B KOHTEKCTI H0POTHOM BChOTO CBITY
3 manzemieio COVID-19. HaBoauThest ipukiaz psasy Kpait, B AKUX 6yJI0 IPUIHHATO CIeliaibHe PaBOBe
peryJnoBanHs y BKasatiii cepi (Acrpadis, Bpasumis, Kanaga, Qini, Konym6is, Exsagop, YropmuHa,
Innonesisa, Pocist). Bucnoexu. B pe3ynbrati mpoBesieHOTO TOCTIKEHHS /IOCBIY BKa3aHUX KpaiH aBTO-
POM POGUTHCSI BUCHOBOK, IO MIPHMYCOBE JII[eH3yBAHHS JIKAPChKIX 3aC001B BAKOPUCTOBYETCS, B HEPIILY
Yepry, JUIst 3aXUCTY HAIOHAIBHUX THTEPECB JePykaBy, 30KpeMa eKOHOMIYHUX, a TAKOXK 3 MeToIo 3a6e3-
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IeYeHHs 3aXKCTy 340POB 'S HacesleHHs. Ha migcrasi aHami3y YMHHOIO 3aKOHOJABCTBA YKpPaiHU aBTOPOM
POOUTBCST BUCHOBOK, 1[0 iHCTUTYT TPMMYCOBOTO JIIIEH3YBaHHS JIIKAPCHKUX 3aC00iB 3HAXOUTHCS Ha CTaIil
II0YaTKOBOTO PO3BUTKY, HA CbOTO/IHI BiZICYTHE HaJIesKHE IIPaBOBE PeryII0BaHHS ITi€l TPYIIN IPaBOBiIHOCHH,
1[0 YHEMOSKJTMBITIOE OT0 (hYHKITIOHYBAHHSI, 4 3aIIPOBA/KEHNI HEIIOIABHO ITPABOBUH iHCTUTYT JIOTOBOPIB
KEPOBAHOTO JIOCTYITY HE € 3a CBOEIO TTPABOBOIO MPUPOIOI0 TIPUMYCOBHM JHIICH3YBAHHSM, HUM He 06MeXK-
YIOTBCSI TIATEHT] TPaBa BIACHUKIB ITATEHTIB HA JIKaPChKi 3aC00H.

Kmo4oBi cioBa: npumycoBe JiIeH3yBaHHs, JiKapchbKi 3aco0M, MaTeHT, MAiHOBI TpaBa BJacHHUKa
[aTEeHTY, TUMYacOBe OOMEKEHHS TaTEHTHUX [PAB.
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