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Regulation of parallel imports of medicinal products: international and foreign
experience

The article is devoted to a comprehensive study of international and foreign legal regulation of the parallel
import of pharmaceuticals. The purpose of the research is to identify the legal features and challenges of
applying parallel import in the pharmaceutical sector, as well as to determine ways to improve Kazakhstan’s
national legislation, taking into account international experience. The study employs comparative legal and
systemic analysis methods, as well as a formal legal approach. The provisions of the Agreement on Trade-
Related Aspects of Intellectual Property Rights (TRIPS), which establish the principle of exhaustion of rights,
are examined, along with various models of its implementation — regional in the European Union, national
in the United States, and mixed in the EAEU member states. It is established that in Kazakhstan, the legal
regulation of parallel imports of pharmaceuticals is still evolving and requires harmonization with EAEU
norms. Legal conflicts related to trademark protection and registration procedures are identified. Based on the
analysis, it is concluded that a balanced mechanism should be developed to ensure both the protection of
intellectual property rights and the public’s access to essential medicines.
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Introduction

Currently, the issue of parallel import of pharmaceuticals is one of the most pressing topics in the global
trade system and national pharmaceutical markets. Especially in the post-pandemic period, finding a balance
between ensuring access to medicines, maintaining price stability, and protecting intellectual property rights
has become a key challenge. Parallel import refers to the importation of goods, including pharmaceuticals,
from other countries without the consent of the original manufacturer, representing a complex legal institu-
tion situated at the intersection of international trade and patent law. On the one hand, emphasis is placed on
the necessity of protecting consumers from misconceptions or misleading practices concerning the authentic-
ity and origin of goods. On the other hand, while the prevention of infringements of intellectual property
rights remains important, it is widely argued that copyrights and trademarks should not be employed as in-
struments of artificially segmenting markets and obstructing free trade [1].

The aim of this research is to conduct a comprehensive analysis of international and foreign legal regu-
lation in the field of parallel import of pharmaceuticals and to identify an optimal legal model suitable for
Kazakhstan.

Research objectives:

-To examine the legal nature of the concept of parallel import and the international legal norms govern-
ing it;

-To conduct a comparative legal analysis of the regulatory approaches applied in the European Union,
the United States, and the EAEU member states;

-To identify the specific features and challenges of legal regulation of parallel import in the Republic of
Kazakhstan;

-To propose directions for improving national legislation.

From a theoretical perspective, scholarly discussions demonstrate deep contradictions. Some authors,
such as H. Skoko, K.E. Maskus consider parallel import an effective tool for fostering market competition,
increasing access to essential medicines, and promoting consumer welfare. In contrast, S.K. Verma and
C. Heath emphasize that excessive liberalization of parallel import may erode the exclusive rights of patent
holders and weaken incentives for innovation, particularly in the pharmaceutical sector where research and
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development costs are high. This theoretical duality reflects the fundamental tension between the principles
of free trade and the doctrine of intellectual property rights exhaustion.

Methodologically, two dominant approaches can be distinguished in the literature. The economic ap-
proach focuses on the impact of parallel imports on prices, competition, and innovation (K.R. Brekke et al.,
K.E. Maskus), whereas the legal approach emphasizes compliance with international and regional norms
such as the TRIPS Agreement, the Doha Declaration on TRIPS and Public Health, and the Directive
2008/95/EC of the European Parliament. However, many studies treat these aspects in isolation, leading to
methodological fragmentation and inconsistent conclusions.

In practical terms, the divergence between international and national regulatory regimes further compli-
cates the issue. For example, the European Union generally applies a regional exhaustion principle that per-
mits parallel trade within the European Economic Area (Directive 2008/95/EC), while the United States fol-
lows a more restrictive model based on national exhaustion (U.S. Code Title 17). The EAEU and Kazakhstan
remain in a transitional phase, seeking to reconcile international obligations under TRIPS Agreement with
domestic policy priorities, including the availability of medicines and public health protection (G.P. Ivliev,
B.A. Shakhnazarov, Zh.O. Abylkhanova, Ma Xuxia).

From the author’s perspective, the fragmentation of both theory and practice demonstrates the need for
a comprehensive legal model that harmonizes intellectual property protection with public health objectives.
Legal regulation should not be confined solely to safeguarding the interests of patent or trademark owners; it
should also incorporate socially significant priorities—ensuring equitable access to essential medicines,
maintaining affordability, and supporting the sustainability of national healthcare systems.

Methods and materials

This research is based on the use of comparative legal, systemic, normative legal, structural, as well as
logical and deductive methods of scientific inquiry. The theoretical foundation of the study consists of the
works of foreign and domestic scholars, international treaties, and acts of supranational organizations regu-
lating issues related to the parallel import of pharmaceuticals.

Among the key scholarly and regulatory sources forming the foundation of this research are the follow-
ing:

— publications by N. Skoko, C. Heath, B.C. Christopher, S.K. Verma, G.P. Ivliev, B.A. Shakhnazarov,
and Zh.0.Abylkhanova;

— the provisions of the Agreement on Trade-Related Aspects of Intellectual Property Rights and the
Doha Declaration on the TRIPS Agreement and Public Health, which provided the international legal basis
for the study;

— empirical data from the Report on the State of law enforcement practices in the field of intellectual
property protection in the member states of the Eurasian Economic Union for 2023;

— regulatory acts governing the pharmaceutical market, including Decision No. 78 of the EEC Council
“On the Rules for Registration and Examination of Medicinal Products”, Decree of the Government of the
Russian Federation No. 506 of March 29, 2022, and Order of the Minister of Health of the Republic of Ka-
zakhstan No. KR DSM-237/2020 of December 8, 2020;

— analytical studies on the impact of parallel import on the pharmaceutical market, including works by
K.E. Maskus, K.R. Brekke et al., as well as publications by J. Grigiené, J. Jacunskaité, and Ma Xuxia.

The comparative-legal method was employed to identify similarities and divergences between legal sys-
tems by analyzing the specific features of the regulation of parallel import across different jurisdictions. The
systemic method enabled the structured assessment of legal norms with a view to evaluating the impact of
the mechanism of parallel import on the accessibility of pharmaceutical products. By applying the norma-
tive-legal method, relevant provisions of international treaties, domestic legislation, and regulatory instru-
ments were examined, and their applicability to the regulation of parallel import was assessed. Finally, logi-
cal and deductive methods were used to analyze the transition from general legal principles to the specific
modalities of their implementation within individual jurisdictions.

Results

The conducted research made it possible to comprehensively analyze international and national ap-
proaches to the regulation of parallel importation, identify its development trends, and determine possible
directions for improving the legislation of the Republic of Kazakhstan in this area. The obtained results are
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based on a comparative legal and structural-functional analysis of international treaties, WTO and EAEU
acts, as well as the legislation of individual states.

Firstly, the study clarified the legal nature of parallel importation as a specific mechanism of goods cir-
culation situated at the intersection of international trade and intellectual property protection. The author
concluded that, despite the absence of direct regulation in the Paris Convention, its principles—national
treatment and protection of industrial property—indirectly influence the formation of national legal systems
in this field. A stable trend has been observed toward using parallel importation as an instrument for trade
liberalization and improved access to goods, particularly in the pharmaceutical sector.

Secondly, the analysis of the TRIPS Agreement and the Doha Declaration established that the principle
of exhaustion of rights is the central element determining the admissibility of parallel importation. The
TRIPS Agreement does not impose a uniform standard, allowing states to choose between national, regional,
and international regimes of exhaustion. The author’s observation indicates that such flexibility contributes
to the adaptation of international norms to the socio-economic conditions of each country, which is particu-
larly relevant for Kazakhstan as a member of both the EAEU and the WTO.

Thirdly, the study of the European Union’s legal system revealed that the regional exhaustion regime,
enshrined in Protocol 28 to the Agreement on the European Economic Area and Article 7 of Directive
2008/95/EC, ensures a balanced approach between free trade and the protection of intellectual property
rights. The author notes that this model contributes to the formation of a stable internal market and may serve
as a conceptual foundation for improving the legal regulation of parallel importation within the EAEU
framework.

Fourthly, the analysis of legislation and law enforcement practices in the EAEU Member States demon-
strated that the Union adheres to the principle of regional exhaustion of rights. However, the absence of a
unified mechanism at the Union level creates legal uncertainty. In particular, differences between the ap-
proaches of Kazakhstan, Russia, Belarus, and Armenia reduce the effectiveness of parallel importation as a
tool to ensure access to essential medicines. The author’s observation confirms the need to develop a unified
regulatory model combining economic feasibility with the requirements for the protection of intellectual
property rights.

The scientific novelty of the research lies in the following:

— The content and significance of the principle of exhaustion of rights in the context of international
regulation of parallel importation have been clarified,;

— Directions for harmonizing the norms of the TRIPS Agreement and EAEU legislation in the field of
parallel importation have been identified;

— Factors hindering the unification of national regimes of exhaustion have been determined, and legal
mechanisms to overcome them have been proposed,;

— The necessity of amending Kazakhstan’s legislation has been substantiated to strengthen legal certain-
ty and enhance the transparency of parallel import mechanisms for pharmaceuticals.

The research results fully correspond to the stated aims and objectives, as they are directed toward iden-
tifying the essence of parallel importation, analyzing international and regional exhaustion regimes, examin-
ing the specifics of legal regulation in Kazakhstan, and formulating proposals for its improvement.

The practical significance of the findings lies in the fact that the proposed provisions and conceptual
approaches can be applied:

— by EAEU authorities in developing a unified regime of exhaustion of rights;

— in judicial practice when resolving disputes concerning “likelihood of confusion” and the legality of
parallel importation;

— in scientific and educational activities aimed at further developing the theory of intellectual property
and international trade law.

Thus, the study demonstrates that the formation of a balanced system for regulating parallel importation
in Kazakhstan requires the combination of international standards with regional particularities. The imple-
mentation of the proposed concept will enhance the competitiveness of the domestic market, ensure access to
essential medicines, and at the same time maintain an adequate level of intellectual property protection.

Discussion

Although the Paris Convention does not directly address the issue of parallel importation, a number of
other international treaties may influence national legislation in this regard. One of the most significant in-
ternational instruments in the field of intellectual property is the Agreement on Trade-Related Aspects of
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Intellectual Property Rights (TRIPS Agreement), adopted in 1994 within the GATT/WTO framework. It was
initially expected that such a comprehensive agreement, covering virtually all aspects of intellectual property
rights, would also provide a clear framework for regulating parallel importation. However, this expectation
was not realized. The TRIPS Agreement does not contain specific provisions governing parallel import. De-
spite the recognition that parallel importation is consistent with the objectives of free international trade, the
adoption of a uniform international instrument providing for its general admissibility has not been
achieved [2].

To address this lacuna, the interpretative note to Article 28 (1)(a) of the TRIPS Agreement explicitly re-
fers to Article 6, clarifying that the right of a patent holder to control importation is subject to the principle of
exhaustion of rights. Article 6 acknowledges the “exhaustion of rights” issue but refrains from laying down
substantive rules. Instead, it states that: “nothing in this Agreement shall be used to address the issue of the
exhaustion of intellectual property rights” [3]. Accordingly, at the international level, the permissibility or
prohibition of parallel importation remains within the exclusive competence of domestic jurisdictions. The
flexibility afforded to WTO Members in this respect is constrained by the national treatment and most-
favoured-nation principles embodied in Articles 3 and 4 of the TRIPS Agreement. In other words, when reg-
ulating parallel importation, Member States are obliged to grant right holders from other WTO Members the
same level of legal protection as their own nationals and to refrain from granting preferential treatment to
one Member over another [3].

The TRIPS Agreement thus recognizes the right of each Member to determine its own exhaustion re-
gime in accordance with domestic needs, without prescribing a uniform standard. This principle was further
clarified and reaffirmed in the Doha Declaration on the TRIPS Agreement and Public Health. Paragraph 5(d)
of the Declaration states: “the effect of the provisions in the TRIPS Agreement that are relevant to the ex-
haustion of intellectual property rights is to leave each Member free to establish its own regime for such ex-
haustion without challenge” [4]. Consequently, the authority to permit or restrict parallel importation has
been formally acknowledged as falling entirely within the legislative discretion of national authorities. With
regard to dispute settlement, the WTO Dispute Settlement Understanding generally permits any Member
State to initiate proceedings if another Member fails to comply with its obligations under GATT/WTO
agreements. However, Article 6 of the TRIPS Agreement expressly precludes dispute settlement with respect
to the exhaustion of rights, regardless of the national position adopted. This provision unambiguously con-
firms that a Member cannot be held internationally accountable for supporting or opposing an international
exhaustion regime [3]. Nevertheless, this neutrality does not imply that the TRIPS Agreement endorses or
rejects any specific approach. Rather, it maintains an impartial stance, leaving States with the discretion to
establish legal regimes in accordance with their particular interests and policy objectives.

Since this exception is of a procedural nature, it merely implies that, irrespective of the position taken
by WTO Members with respect to the exhaustion of intellectual property rights, they cannot be subjected to
sanctions under the GATT/WTO framework. Nevertheless, the Agreement may directly or indirectly influ-
ence the resolution of issues concerning the exhaustion of rights and parallel importation.

It is evident that States have failed to reach a uniform position on the matter of parallel importation.
Several jurisdictions, including Germany, Japan, Finland, Norway, and others, endorse the doctrine of inter-
national exhaustion of intellectual property rights and favor the legalization of parallel imports. In contrast,
the United States, Canada, France, Australia, and other countries advocate restrictive measures, arguing for
the necessity of limiting parallel importation [5].

The doctrine of international exhaustion is undeniably more conducive to the free circulation of goods
in international trade compared to the doctrine of national exhaustion. However, States that do not recognize
the principle of international exhaustion may prohibit the importation of goods placed on the market in an-
other country without the express consent of the trademark holder, thereby preventing the parallel entry of
such products into their domestic markets [6].

Legislation and public policy regarding parallel imports differ significantly across jurisdictions. Some
States impose restrictions or outright prohibitions on parallel importation in certain sectors or with respect to
specific categories of goods. Nevertheless, in the majority of countries, this mechanism is permitted to some
extent. Parallel import functions not only as an effective instrument for fostering international trade and im-
proving access to goods in various markets but also as a mechanism of international competition. At the
same time, it gives rise to a range of complex legal challenges. Addressing these challenges is of critical im-
portance for maintaining stability in international trade relations, ensuring the availability of goods in nation-
al markets, and safeguarding the intellectual property rights of right holders [7; 56-67].
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Certain pharmaceutical companies advocate restrictions on parallel trade in order to prevent the flow of
lower-priced medicines from developing countries into the markets of economically developed States. How-
ever, the national legislations of the European Union, the United States, Japan, and other economically ad-
vanced jurisdictions do not permit the introduction of such restrictions. In fact, there is insufficient legal or
economic justification to prohibit developing and transition economies from engaging in parallel trade. This
is largely due to the fact that in developed markets original pharmaceutical products are typically sold at
comparatively lower prices, a situation attributable to the strong competitive pressure exerted by generic
medicines in both the European and U.S. markets [8].

Among the jurisdictions that impose certain limitations on parallel imports are several EU Member
States, the United States, and other countries. Nevertheless, even within these jurisdictions, the applicable
legislative and regulatory frameworks are not uniform, but rather vary depending on specific sectors or cate-
gories of products. Consequently, within a single jurisdiction, the legal regime governing parallel imports
may be applied differently across various industries. For this reason, in order to determine the precise scope
of restrictions on the parallel importation of medicinal products, it is essential to examine the specific legisla-
tive instruments and regulatory provisions of each State concerned.

At present, the European Union constitutes the only jurisdiction in which a clear and uniform legal
framework has been established with regard to parallel importation. The key provisions governing parallel
imports within the EU are enshrined in Protocol 28 to the Agreement on the European Economic Area [9]
and Article 7 of Directive 2008/95/EC [10]. Both instruments codify the principle of trademark rights ex-
haustion. Under this principle, goods placed on the market with the consent of the trademark owner may be
freely imported into other Member States within the EU, and the trademark proprietor cannot prohibit such
importation—provided that the condition or quality of the goods has not changed or deteriorated after they
were first marketed [9].

Although the principle of exhaustion of rights is generally recognized within the framework of the Eu-
ropean Economic Area, parallel importation may be restricted or even prohibited where there is a risk of
compromising the quality of goods, their packaging, or the reputation of the trademark.

This legal mechanism serves as an effective instrument for regulating pricing policies and ensuring fair
competition within the EU internal market. At the same time, it is grounded in a legal balance that takes into
account both the protection of intellectual property rights and the preservation of the economic interests of
rights holders.

Within the EU territory, the parallel importation of medicinal products is permitted; however, the pro-
cess is subject to strict regulation. Imported medicines must fully comply with the safety and quality stand-
ards established by the European Medicines Agency. In addition, the composition of parallel-imported medi-
cines must be identical to that of analogous medicinal products already registered and marketed within the
EU. Furthermore, they must be properly packaged in accordance with local legislative requirements, includ-
ing norms on labeling and presentation.

In practice, however, these requirements are not always strictly adhered to. When medicinal products
are introduced into the markets of other EU Member States under parallel import schemes, there often arises
a necessity to adapt to the national particularities of the importing country. For example, some jurisdictions
impose specific requirements concerning labeling in the national language. Consequently, parallel importers
may be obliged to relabel or repackage the medicinal product. This, in turn, creates certain legal risks in the
field of trademark protection, since the chosen method of repackaging or relabeling must not infringe upon
the rights of the trademark holder. Accordingly, any modification to the packaging of medicinal products
under parallel import must be carried out in a lawful manner and in such a way that does not impair the repu-
tation of the trademark [11]. The EU’s approach in this respect is often assessed as effective, owing to the
fact that its requirements regarding parallel imports from non-EU countries are significantly stricter. In such
cases, the trademark proprietor retains the right to authorize or prohibit parallel importation. Since the trade-
mark owner is not forced to compete directly with their own products, this framework incentivizes them to
invest more extensively in research and the development of new technologies. Conversely, consumers may
also benefit from this approach by gaining access to the outcomes of such innovative advancements [12;
123]. In the European Union, the principle of regional exhaustion of rights and the doctrine of free move-
ment of goods form a coherent legal mechanism that successfully combines the protection of trademark
rights with the maintenance of fair competition. The EU model demonstrates that legalizing parallel imports,
accompanied by strict quality control and consumer protection mechanisms, does not undermine, but rather
strengthens, the economic stability of the common market.
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In contrast, in the United States, the trademark owner can prevent parallel imports if the product was in-
tended for sale abroad and differs significantly from the version intended for the US market. In such cases,
the use of the trademark on the parallel-imported product may be deemed misleading to consumers as to the
origin or quality of the goods.

Accordingly, if a foreign-manufactured product differs significantly from its U.S. counterpart in terms
of composition, quality, packaging, or service conditions, these discrepancies may result in consumer confu-
sion and the purchase of goods of different quality. For this reason, U.S. law grants trademark owners the
right to prohibit parallel imports in such circumstances. This rule is intended to safeguard intellectual proper-
ty rights and prevent consumer deception (Chapter 1, Paragraph 109) [13].

The parallel importation of pharmaceuticals in the United States is strictly regulated. The Food and
Drug Administration, as the supervisory authority for the safety and quality of food and medicines, monitors
the safety and compliance of imported pharmaceuticals with applicable standards. Unauthorized medicines
may be subject to seizure. From an economic perspective, price regulation and parallel trade constitute one
of the most controversial issues in pharmaceutical markets. On the one hand, these policy instruments can
enhance static efficiency: price regulation constrains the market power of pharmaceutical companies and
brings prices closer to marginal production costs, while parallel trade fosters intra-brand competition in the
importing country and reduces price disparities between high- and low-income countries. On the other hand,
price regulation and parallel trade may negatively affect dynamic efficiency [14]. Thus, in the American
model, consumer protection and the preservation of the information function of trademarks are prioritized
over trade liberalization.

Under the law of the Eurasian Economic Union, the parallel importation of pharmaceuticals is permit-
ted, provided that the product has been placed on the market within the territory of a Member State (or with
the consent of the rights holder). This means that medicines imported into one EAEU country may also cir-
culate freely across the territories of other Member States, even if they were originally intended for market-
ing elsewhere [15].

The EAEU follows the principle of regional exhaustion of rights. Thus, once a pharmaceutical product
is lawfully placed on the market within the EAEU (by the rights holder or with their consent), it may circu-
late freely among Member States. Nevertheless, certain requirements must be observed for the lawful paral-
lel importation of pharmaceuticals. In particular, the imported medicine must be authentic and fully compli-
ant with the legislative requirements of the importing state.

Since 2017, a Common Market for medicines has been operating within the EAEU. This market estab-
lishes uniform rules for registration, manufacturing, and quality control of medicinal products. The EAEU
also applies unified rules for the registration and examination of pharmaceuticals, which envisage various
transitional periods for regulatory alignment:

— Until 1 January 2016, Member States independently regulated pharmaceutical registration;

— Until 31 December 2020, applicants could choose between national procedures or EAEU rules for
registration. Importantly, a medicine registered in one Member State under national rules could circulate on-
ly within that state;

— Registration certificates issued by national authorities before 1 January 2016 may be extended until no
later than 31 December 2025. After that, such medicines must undergo re-registration under EAEU proce-
dures, otherwise the authorization will lapse [16].

Within the EAEU, a unified regime of rights exhaustion has not been adopted. Kazakhstan and Armenia
adhere to the principle of regional exhaustion of rights after the first placement of goods on the EAEU mar-
ket. This means that once a product is lawfully placed on the market in one EAEU country, it may be freely
imported into other Member States. Since 2022, Russia has introduced a temporary mechanism allowing
parallel imports of certain goods, including pharmaceuticals, as a response to sanctions. This measure was
established by Government Decree No. 506 of 29 March 2022 [17]. Belarus also applies an authorization-
based approach, which likewise extends to medicines. This demonstrates that legal approaches to parallel
imports remain inconsistent among EAEU Member States.

Parallel importation of pharmaceuticals within the EAEU represents a potentially effective mechanism
for ensuring access to essential medicines in times of crisis. However, the absence of a harmonized rights
exhaustion regime and the persistence of differences in national regulations limit its functionality. Therefore,
additional legal regulation is required to ensure its effective and lawful application.

On this basis, pharmaceuticals registered under a special “Eurasian procedure” with specific trademarks
may be subject to parallel importation within the EAEU. In theory, this means that if a medicine is registered
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under the same trade name in accordance with EAEU rules in two different Member States, an independent
distributor could purchase it in the country with lower prices and supply it to a country with higher prices,
thereby contributing to price reductions. In practice, however, the transfer of such medicines from one coun-
try to another may still require special permits. It is also important to note that the exhaustion of trademark
rights does not imply the exhaustion of patent rights. In other words, if only the trademark rights are ex-
hausted (but not patent rights), then before importing a medicine under the same trade name, it is necessary
to ensure that the product is not protected by a patent in the importing country. If it is under patent protec-
tion, the national law of that country must be consulted to determine the applicable exhaustion regime for
inventions (national, regional, or international).

Between 4 and 15 December 2023, the “STOP I11” operation was conducted with the participation of
111 customs administrations. The IPR CEN comm Group secure communication tool was used to facilitate
real-time exchange of seizure data. The main objectives of the operation were the application of best practic-
es, modern risk management methods, and techniques for detecting and inspecting high-risk consignments in
e-commerce. This was particularly important for combating illicit circulation of medicines, vaccines, medical
devices, and everyday consumer goods posing risks to health and safety. As a result of the operation: 43.5
million prohibited medicines and medical devices were seized and 1.1 million goods infringing intellectual
property rights were detected [18].

The Treaty on the EAEU in fact has an effect comparable to that of the Treaty on the European Union,
ensuring the free movement of goods, services, capital, and labor within the Union.

At the same time, despite the authorization of parallel import among EAEU member states, the risk of
trademark infringement remains if the imported goods create a “likelihood of confusion” among consumers.
For instance, if the trademark owner grants licenses to different manufacturers located in two different coun-
tries, and due to variations in environmental conditions in those countries the products manufactured there
differ in composition so as to meet local requirements, the question arises whether such non-physical differ-
ences could lead to a “likelihood of confusion”. As previously noted, the set of criteria applied to determine
the “likelihood of confusion” is closely linked to the discretionary authority of judges. In this process, for-
eign judicial practice is taken into account, subject to selective application and adaptation in line with the
specific features of the national legal system [19; 184]. The Eurasian Economic Union is an intermediate
model between the EU and the United States. Although the EAEU applies the principle of exhaustion of re-
gional opportunities, its implementation remains inconsistent due to the lack of a unified national practice
among the member States.

In Kazakhstan, as well as in other member states of the EAEU, the parallel importation of pharmaceuti-
cals is regulated on the basis of the principle of regional exhaustion of rights. This means that if a medicinal
product has been lawfully placed on the market in the territory of one of the EAEU member states (including
Kazakhstan) with the consent of the rights holder, it may circulate freely among the other member states of
the Union without additional restrictions. However, parallel import does not imply that any medicine can be
brought in without limitation. It is important to take into account that certain rules and requirements apply
with respect to the importation, registration, and labeling of pharmaceuticals. As an EAEU member, Kazakh-
stan adheres to the principle of regional exhaustion of rights for medicinal products [20]. In practice, this
means that if a medicine has been officially placed on the market in any EAEU state (for example, Russia,
Belarus, Armenia, or Kyrgyzstan), it can be imported into Kazakhstan without obtaining additional authori-
zation from the rights holder.

This situation is comparable to that of the EU, where the principle of regional exhaustion of rights is al-
so applied. Nevertheless, although parallel import is permitted within the EU, complex issues may arise con-
cerning the verification of whether the imported product has been lawfully placed on the market and whether
its importation creates a “likelihood of confusion” among consumers [19; 185].

Notwithstanding the principle of regional exhaustion of rights, the parallel importation of pharmaceuti-
cals remains subject to a number of regulatory constraints and compliance obligations. Any medicinal prod-
ucts introduced into Kazakhstan via parallel import channels are required to undergo mandatory registration
procedures. Moreover, such products must strictly conform to all applicable national standards, including
those relating to quality, safety, and therapeutic efficacy [21].

For the judiciary of Kazakhstan, the assessment of the “likelihood of confusion” constitutes a particular-
ly complex and discretionary task. This is due to the fact that the doctrine of regional exhaustion, while facil-
itating intra-EAEU trade in pharmaceuticals, does not entirely preclude the possibility of trademark in-
fringement arising from parallel importation. Furthermore, the issue of resolving normative inconsistencies
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between the TRIPS Agreement, the Treaty on the Eurasian Economic Union, and domestic legislation re-
mains of pressing importance. In this context, the obligation of World Trade Organization member states to
observe minimum standards for the protection of trademarks plays a pivotal role in the process of incorporat-
ing and adapting the provisions of the TRIPS Agreement within Kazakhstan’s legal system [19; 184].

Conclusion

The conducted research made it possible to systematize and generalize international and national ap-
proaches to the regulation of parallel importation of pharmaceuticals, to identify the key patterns of its legal
development, and to determine promising directions for improving the legislation of the Republic of Kazakh-
stan.

Firstly, it has been established that the international regulation of parallel importation is based on the
principle of exhaustion of rights, as enshrined in the TRIPS Agreement and the Doha Declaration. This prin-
ciple grants states the freedom to choose between national, regional, or international exhaustion regimes.
Consequently, no universal international mechanism exists for regulating parallel importation—each country
formulates its own legal model in accordance with its economic and social priorities.

Secondly, a comparative analysis of the legislation of the EU, the United States, and the EAEU revealed
that the regional exhaustion regime represents the most balanced approach. In the EU, it promotes the free
movement of goods, price reduction, and the creation of a stable internal market. Within the EAEU, the same
principle is formally recognized; however, the absence of a unified enforcement mechanism and the incon-
sistency of national regulations significantly limit its practical effectiveness.

Thirdly, it has been established that Kazakhstan adheres to the regional principle of exhaustion of
rights, which facilitates the free circulation of pharmaceuticals within the EAEU. Nevertheless, certain legal
and procedural barriers persist, primarily due to differences in national procedures for registration, labeling,
and quality control.

The scientific significance of this research lies in advancing theoretical understanding of the legal na-
ture of parallel importation and clarifying the role of the exhaustion principle in international and regional
law. The author substantiates the necessity of harmonizing approaches to parallel importation within the
EAEU and proposes a conceptual framework for establishing a coherent legal regime that integrates interna-
tional standards with regional specificities.

The practical relevance of the results is reflected in their potential application:

— in the improvement of national legislation governing parallel importation and the circulation of phar-
maceuticals;

— in the activities of EAEU institutions when developing a unified legal position on exhaustion of
rights;

— in judicial practice concerning disputes over trademark infringement and the legality of parallel im-
portation;

— in educational and research contexts to further develop the theory of intellectual property and interna-
tional trade law.

Overall, the implementation of the research recommendations will enhance the transparency and pre-
dictability of the legal framework governing parallel importation, strengthen the competitiveness of Kazakh-
stan’s pharmaceutical market, and ensure a balance between the protection of intellectual property rights and
the public interest in access to medicines.
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Japinik npenaparrapAbiH NapaJjJiesbAi HMIIOPTHIH peTTey:
XaJIBIKAPAJIBIK JKOHe HIeTeNiK TI:Kipude

Makanaja AopiiKk mpenapaTTapablH Mapajuielibli UMIIOPTHIHBIH XaJbIKAPAIbIK JKOHE MIETEIIK KYKBIKTHIK
perTenyi JKaH-)KaKThl 3epTTey KapacThIpbUIFaH. 3epTTeyAiH Makcatel — (hapMaleBTHKAIBIK canajia
napasuiesbi HIMIOPTThI KOJAaHYAbIH KYKBIKTBIK epeKIIeTiKTepi MEH ©3eKTi MaceellepiH aHbIKTay, COHali-
aK XaJbIKapalblK TIXIpHOCHI eckepe OThIphIN, Ka3akCcTaHHBIH YIATTHIK 3aHHAMACBIH JKETUIAIPY JKOJIapBIH
alikpiHaay. 3epTTey OapbIChIHAA CANBICTBIPMANBI-KYKBIKTBIK JKOHE JKyieni Tangay »XoHe (OpMalibbl-
KYKBIKTBIK TOCUI KOJNIAHBUIFAH. 3UATKEPIIK MEHINIK KYKBIKTapbIHEIH Cayga acreKTinepi jKeHiHIeTi KeliciM
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M.N. Nurtay, A.B. Bekenova

KYKBIKTapBIHBIH asIKTAly KaFUIAThIH OCNriICHTIH epekenepi xaHe OHBIH iCKe achIPYABIH TYPIi MOIeIbaepi
— Eyponaneik omaxrarbl aiiMakTelk, AKI-Tarbl YITTBIK >koHe Eypasusuiblk 5KOHOMHKAJIBIK OJaK
enjepiHzeri apajgac MoIenpAep TaimaHasl. KazakcTaHma [OpuUTIK IpemapaTTapAblH  Mapaiesblai
MMITOPTBHIHBIH KYKBIKTBIK PETTETyl KaIbIITacy caThIChIH/A eKeHi skoHe oHbl EADO HopMamnapbIMeH YirecTipy
KQKCTTUIT aHpIKTanApl. Tayap TaHOamapblH KOpFay MeEH TIpKey pociMiepiHe KaThICTBI KYKBIKTBHIK
KOJUTH3MSUIAp alKpIHIAIABL Tajmay HOTHKECIHIE 3HMATKEPIK MEHINIK HeNepiHiH MyJIielepiH KOpFaymbl
JKOHE XaJIBIKTBIH OMIpIIiK MaHBI3[Ibl JOPUTIK MpenapaTTapra KOJDKETIMIUIITIH KAMTaMachl3 €TETIH TEHrepiMIi
TETIK 931pJiey KOKETTIr1 Typajibl KOPBITHIHIIBI KACaIIbL.

Kinm ce30ep: nopinik 3aTTap, napajuienbai IMIOPT, 3UATKEPIIiK MEHIIIK, Tayap Oenrici, XanbIKapalblK cay/a,
WITTBIK eMZeY, KYKBIKTapAbIH asKkTanysl, Cayzaa acniekTisiepi skeHinaeri kemiciM, EAD0, ICY.

M.H. Hypraii, A.b. bekenopa

PeryanpoBanue napa/juiejibHOro MMIIOPTA JIEKAPCTBEHHbIE CPEICTB!
MEKIYHAPOAHBIN M 32apy0e/KHbII ONbIT

CTaTbsl TIOCBSIIEHAa KOMIUIGKCHOMY HCCIENOBAaHUIO MEXIYHApOIHOTO U 3apyOeKHOro IIPaBOBOTO
peryiaupoBaHus IapajuIeIbHOIO MMIIOPTa JIEKAapCTBEHHBIX CpelCTB. llenpro ucciaenoBaHus —SBIAETCA
BBIIBICHHE TIPAaBOBBIX  OCOOCHHOCTEH W  mpoOiieM MNPHUMEHEHHS MNapayIebHOTO HMIIOpTa B
(dapmarieBTHYECKOH cdepe, a TakkKe ONpefeNeHHe IyTed COBEpUICHCTBOBAHUS  HAIMOHAIBEHOTO
3aKoHOJaTenbcTBa KaszaxcraHa ¢ ydeToM MEXTyHapOJHOTO oOmbITa. B paboTe HCHONb30BaHBI METOIBI
CPaBHUTENBHO-IIPABOBOTO M CHCTEMHOTO aHamm3a, a Takke (OPMAIbHO-IOPUANYECKUH MOAXOL.
Hccnenosans! nosnoxenust CornameHus 1Mo TOPTOBBIM acCIEKTaM IMPaB MHTEIUIEKTYaJbHOW COOCTBEHHOCTH
(TPUIIC), 3akperuisiomue IPUHIMI HCUSpPIIaHus IpaB, a TaKKe Pa3NUYHbIe MOJENIH €ro peayn3alid —
peruoHanbHas B EBponeiickom Coroze, HaumoHanpHas B CHIA u cmemannas B crpaHax EADC.
VYcranoeneHo, yto B KasaxcraHe npaBoBoe peryiaMpoBaHHE MNapayie]bHOrO HMMIIOPTA JIEKAPCTBEHHBIX
CPEACTB HAXOAMTCS Ha CTAAWU (OPMUPOBaHUS M TpeOyeT rapMmoHm3aimu ¢ HopMamu EADC. BeisiBieHsl
MPaBOBBIC KOJUTM3HH, CBSI3aHHBIE C 3alIUTON TOBApHBIX 3HAKOB M PETHCTPALMOHHBIMH Hporexypamu. [lo
pe3yabTaTaM aHaiaM3a CAETaH BBIBOA O HEOOXOJMMOCTH pa3paboTKH cOalTaHCHPOBAHHOTO MEXaHU3MA,
KOTOPBI 0OECIeUnT 3alIUTy HHTEPECOB IpaBooOIafgaTened M JOCTYH HACENCHUS K KHM3HEHHO BAKHBIM
JIEKapCTBEHHBIM IIperaparam.

Kniouesvle cnoea: nexkapcTBEHHBIE CPECTBA, MapajuleNIbHBIA UMIIOPT, MHTENIEKTyalbHas COOCTBEHHOCTH,
TOBApHBIM 3HAK, MEXIyHapoJHas TOPIOBJIA, HAlMOHAIBHBIN pexuM, HcuyepnaHue npas, CoriameHue Mo
TPUIIC, EADC, BTO.
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