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Abstract

The presence of monopolistic structures in the pharmaceutical market poses significant
challenges to equitable access, affordability, and innovation. This study explores the
current landscape of pharmaceutical monopolies, their impact on medicine pricing and
availability, and the effectiveness of national and international regulatory responses. The
primary aim is to analyze how competition-enhancing policies can mitigate monopolistic
practices and promote fair market conditions. Using a qualitative methodology based on
comparative policy analysis and case studies from countries such as the United States,
European Union member states, Japan, and developing economies, the paper evaluates
strategies like generic medicine promotion, market entry facilitation, and antitrust
regulations. The findings highlight that well-designed regulatory frameworks, combined
with technological innovation and consumer empowerment, significantly contribute to
reducing monopolistic influence and improving access to essential medicines. The study
concludes that a sustainable and fair pharmaceutical market requires transparent, adaptive,
and collaborative policy approaches that balance innovation with competition, ultimately
supporting the resilience of healthcare systems and improving public health outcomes.
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Introduction

The impact of monopoly on the pharmaceutical market deserves particular attention,
especially from the perspective of the interaction between economics and public health. In
economic terms, a monopoly refers to the dominance of a single company—or a small group
of companies over a given market, enabling them to exert significant control over pricing
and limit competitive forces. The existence of monopolies in any sector typically results in
reduced market efficiency, diminished consumer choice, and weaker price competition.

The pharmaceutical market presents a unique and highly sensitive context for
analyzing monopoly-related issues, given its direct connection to human life and health.
Unlike many other sectors, pharmaceutical products are not ordinary consumer goods they
are essential components of healthcare. The development, production, and distribution of
medicines are subject to strict regulatory standards and rigorous quality controls, which
contribute to substantial entry barriers for new market players. These barriers, while
necessary for ensuring drug safety and efficacy, also create conditions that may favor
monopolistic or oligopolistic structures.

Under such conditions, monopolistic practices in the pharmaceutical sector can
become especially problematic. Market dominance by a few players can hinder equitable
access to essential medicines, inflate drug prices, and constrain the competitive drive that
fuels pharmaceutical innovation. This situation is particularly critical in low- and middle-
income countries, where limited resources and regulatory challenges further exacerbate
the consequences of monopoly power.

In light of these dynamics, a critical examination of monopolistic influences in the
pharmaceutical market is essential for policymakers, regulators, and health economists.
Addressing the risks posed by monopoly structures requires a delicate balance between
protecting public health, encouraging innovation, and fostering competitive, transparent
market environments.

Research Aim and Methodology

The article aims to analyze the impact of monopoly on the pharmaceutical market,
identify its economic and social consequences, and evaluate the effectiveness of existing
regulatory frameworks. The study seeks to explore the various forms of monopolistic
structures, their influence on drug pricing and consumer welfare, as well as to highlight
measures that promote market competition and sustainable pharmaceutical sector
development.

This research is based on a comprehensive literature review, drawing from academic
publications, policy reports, and regulatory documents. Through qualitative analysis of
secondary data, the study examines theoretical frameworks and empirical evidence related
to monopolistic practices in the pharmaceutical industry. Particular attention is given to

case studies and international experiences that illustrate the consequences of monopoly
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power and the policy responses aimed at mitigating its negative effects. The findings are
intended to contribute to the ongoing discourse on improving access to medicines and
ensuring a balanced, competitive pharmaceutical market.

Results.

Monopolistic structures in the pharmaceutical market are diverse and multifaceted,
and their recognition and analysis are essential both from economic and public health
policy perspectives. Understanding these forms is crucial for developing effective strategies
to ensure market efficiency, equitable access to medicines, and the promotion of
innovation.

One of the primary forms is the natural monopoly, which arises due to the inherent
characteristics of the market. In such cases, a single company or a small number of firms
dominate due to high entry barriers, substantial infrastructure requirements, or significant
production costs. A notable example of a natural monopoly in the pharmaceutical sector
involves the development and manufacturing of highly specialized medical products that
require extensive scientific research and significant financial investment. In such scenarios,
the cost of market entry for new players is economically unjustifiable, making it more
efficient for a single entity to operate. These monopolies typically emerge in niche markets,
where a few specialized firms—or sometimes a single dominant company—control the
primary supply chains.

Another critical form of monopoly in the pharmaceutical market is a manufacturer-
driven monopoly, which can be broadly categorized into inherited and innovative
monopolies.

Inherited monopolies arise when a company holds exclusive rights to manufacture and
distribute a specific drug, often protected under intellectual property and patent laws.
These legal protections enable pharmaceutical firms to exercise exclusive control over the
market for the duration of the patent, allowing them to set high prices with limited or no
competition.

In contrast, innovative monopolies are linked to the introduction of novel, high-tech, or
unique pharmaceuticals. While these products offer therapeutic advancements, their
exclusivity also reinforces the dominant position of leading pharmaceutical companies.
This situation may limit competition and restrict patient access due to elevated pricing.

A particularly dynamic component of market structure involves the interplay
between branded and generic drugs. Branded medicines, usually under patent protection,
enjoy monopoly pricing power during the exclusivity period. After the patent
expires, generic medicines, which are bioequivalent and more affordable alternatives, enter
the market and generate competitive pressure on brand-name products. The introduction
of generics plays a crucial role in breaking monopolistic hold, reducing drug prices, and

improving access to treatment.

https://journals.4science.ge/index.php/sociopolitologos 301



b 30M3meoGmLOGOS 2025 N3

Regulatory authorities play a pivotal role in facilitating this transition and ensuring
that market competition remains fair and transparent. Proper oversight is essential to
prevent the emergence of new entry barriers and to promote a balanced pharmaceutical
ecosystem. The failure to manage this process effectively may lead to prolonged dominance
by a few players, even in the post-patent landscape?*.

Monopolies in the pharmaceutical market take various forms, each with significant
implications for market dynamics, pricing strategies, and public health outcomes. A
nuanced understanding of these structures is vital for policymakers and stakeholders
aiming to promote competition, encourage innovation, and safeguard equitable access to
essential medicines.

The economic impact of monopoly in the pharmaceutical market is multifaceted,

producing significant consequences for both the pharmaceutical industry and public health
systems. One of the most direct and critical effects is observed in pricing dynamics and the
restriction of market competition. Monopoly-holding pharmaceutical companies—
typically those with exclusive rights to manufacture and distribute specific drugs—are
often able to set significantly higher prices than would be sustainable in a competitive
market. This pricing power stems from the absence of direct competitors, which enables
monopolists to dictate market terms to consumers without external price pressures.

A clear example of this occurs in countries where patent protection regimes are in
place extended. Under such conditions, patients are frequently forced to pay elevated prices
for medications, especially for patented, brand-name drugs. This not only increases the
financial burden on healthcare systems but also contributes to household impoverishment,
particularly when out-of-pocket expenditures are substantial. In many instances, the cost
of a single drug can represent a significant proportion of a patient’s income or a public
healthcare budget, especially in low- and middle-income countries.

High medicine prices are directly linked to issues of accessibility. This is especially
problematic in developing economies, where large segments of the population have limited
financial resources. Excessive pricing often results in delayed or foregone treatment, which
exacerbates health inequalities and impedes effective disease management. For example, in
the case of chronic diseases such as diabetes or cardiovascular conditions—where long-
term, continuous medication is necessary—patients may be unable to afford consistent

treatment, leading to complications, hospitalizations, or premature mortality. In such

21 Giovanni Dosi, Luigi Marengo, Jacopo Staccioli, and Maria Enrica Virgillito, "Big Pharma and Monopoly
Capitalism: A Long-Term View," Structural Change and Economic Dynamics 65 (2023): 15—
35, https://doi.org/10.1016/j.strueco.2023.01.004.
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contexts, the role of the state becomes paramount: regulatory interventions are necessary
to control prices and ensure equitable access to essential medicines.

Monopoly also has a dual impact on pharmaceutical innovation. On the one hand,
monopolistic market conditions—particularly those resulting from patent protection—can
incentivize research and development (R&D) by providing pharmaceutical firms with a
temporary guarantee of market exclusivity. This exclusivity enables companies to recoup
substantial investments made in the development of new drugs and technologies. Indeed,
there are numerous instances where large pharmaceutical firms have successfully financed
groundbreaking innovations, contributing significantly to medical progress.

On the other hand, sustained monopolistic dominance can have a counterproductive
effect on innovation. When firms face minimal competitive pressure and enjoy secure
market positions, their motivation to pursue new technologies or improve existing
treatments may decline. The lack of competition can foster complacency, slowing the pace
of innovation and delaying the introduction of new therapies to the market. This stagnation
undermines the dynamic evolution of the pharmaceutical landscape and can deprive
patients of timely access to potentially life-saving treatments.

Monopoly exerts a complex and often contradictory influence on the pharmaceutical
market. While it may temporarily stimulate innovation by protecting investment, it also
risks inflating prices, restricting access, and ultimately reducing the incentives for long-
term innovation. As such, balanced regulatory frameworks are essential to mitigate the
negative externalities of monopolistic practices while preserving the benefits of R&D
incentives.

The social implications of monopolistic practices in the pharmaceutical market are

profound and multifaceted, particularly in the context of public health equity, patient well-
being, and social justice. Monopolies can exacerbate inequalities in healthcare access and
outcomes, disproportionately affecting vulnerable populations and undermining the
principle of universal access to essential medicines.

One of the most pressing social consequences of pharmaceutical monopolies is the
restricted access to life-saving medications. When monopolistic firms set high prices for
their products, low-income individuals and communities often find themselves unable to
afford necessary treatments. This disparity results in delayed diagnoses, suboptimal
therapeutic outcomes, and in severe cases, preventable morbidity and mortality. The
impact is especially significant in countries lacking comprehensive health insurance
systems or where out-of-pocket expenditures constitute a major share of healthcare
financing.

Monopolistic control over drug pricing also influences patterns of self-medication
and non-adherence. Patients who cannot afford prescribed medications may resort to

incomplete treatment regimens, seek informal alternatives, or purchase lower-quality or
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counterfeit drugs. These behaviors not only compromise individual health but also pose
wider public health risks, such as increased antimicrobial resistance, disease relapse, and
greater transmission of communicable diseases.

Moreover, monopolies contribute to systemic inequalities in healthcare delivery.
Urban populations, private hospitals, and higher-income groups may continue to access
expensive branded drugs, while rural or marginalized populations are left behind. This
bifurcation deepens existing health disparities, undermining national and global goals for
equitable healthcare provision. In public perception, this can erode trust in health
institutions and pharmaceutical companies, fostering skepticism, frustration, and even
resistance to treatment.

Another notable social implication is the ethical dilemma surrounding the
prioritization of profit over patient welfare. When pharmaceutical companies prioritize
market control and shareholder returns over broad access and affordability, the
fundamental human right to health is compromised. This tension between commercial
interests and social responsibility has triggered widespread public debate and calls for
reforms in global pharmaceutical governance?”

Finally, monopolies can hinder community resilience in times of health emergencies.
During pandemics or outbreaks, monopolistic supply chains may not be agile or equitable
enough to meet urgent and widespread demand. Limited production capacity, price hikes,
and export restrictions can further delay access to critical treatments, exacerbating the
crisis—particularly in low-resource settings. The social consequences of monopoly in the
pharmaceutical sector extend far beyond economic efficiency or innovation incentives.
They touch on fundamental questions of justice, equity, and human dignity. Addressing
these challenges requires proactive policy interventions, international cooperation, and
ethical accountability from both public institutions and private industry.

The economic and social impact of monopolies in the pharmaceutical market is a
complex and multilayered phenomenon that necessitates careful regulatory oversight. A
balanced approach is essential—one that simultaneously incentivizes innovation and
investment in pharmaceutical research while safeguarding public interest and ensuring
equitable access to medicines.

The regulatory framework plays a critical role in managing and controlling
monopolistic tendencies in the pharmaceutical sector. Antitrust and competition laws aim
to foster a fair and open market environment, prevent anti-competitive behavior, and
promote access to affordable and high-quality medications. Without such regulatory

safeguards, monopolistic firms would be free to impose restrictive pricing policies, limit the

292 Christina R. Crane, "Monopoly Medicine: A Regulatory Cure for the Pharmaceutical Industry's Anticompetitive
Conduct," Loyola of Los Angeles Law Review 50, no. 4 (2017): 831-
868, https://digitalcommons.Imu.edu/llr/vol50/iss4/2
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entry of competitors, and exert undue influence over supply chains—practices that
ultimately undermine public health.

Internationally, strong regulatory institutions serve as key examples of effective
antitrust enforcement. In the United States, the Federal Trade Commission (FTC) actively
monitors pharmaceutical mergers and acquisitions, investigates patent abuse strategies
(such as "evergreening"), and enforces provisions that prevent the artificial extension of
market exclusivity. These measures are designed to ensure a timely and competitive
transition to generic alternatives, thereby lowering drug prices and expanding access.

Similarly, the European Commission enforces comprehensive competition policies
that prohibit abuse of dominant market positions. Particular attention is paid to vertical
integration among pharmaceutical manufacturers, distributors, and pharmacy chains,
which can stifle competition if left unchecked. The EU framework promotes transparency,
market entry for generic and biosimilar drugs, and fair pricing practices to ensure equitable
health outcomes across member states.

In Georgia, the regulatory environment for antimonopoly enforcement is still
evolving. While significant progress has been made, there remain challenges in establishing
robust mechanisms to effectively regulate monopolistic behavior in the pharmaceutical
market. The Georgian Competition Agency has taken important steps in recent years to
promote market transparency and enforce fair competition. Investigations into market
dynamics, as well as policy reforms aimed at mitigating excessive pricing and improving
access to medicines, represent positive developments?932942%

Antimonopoly regulations directly influence the structure and dynamics of the
pharmaceutical market. Strong competition policies encourage market entry by new
players, reduce barriers to innovation, and limit the concentration of market power in the
hands of a few dominant firms. In countries with effective regulatory frameworks, generic
medicines occupy a larger share of the pharmaceutical market. This increased presence not
only lowers costs but also enhances the availability and diversity of treatment options for

patients [6].

293Nana Shashiashvili, Natia Kvizhinadze, and Nino Bakradze, "Regulation of Pharmacy Business Ownership:
International Case Studies," Experimental and Clinical Medicine Georgia, no. 2 (2025): 28-
31, https://doi.org/10.52340/jecm.2025.02.06.

294 Nana Shashiashvili, "Regulating Pharmaceutical Business Integration — Regulatory Frameworks and Impact on
the Healthcare System," Experimental and Clinical Medicine Georgia, no. 2 (2025): 23—
27, https://doi.org/10.52340/jecm.2025.02.05.

295 Nana Shashiashvili and Nino Bakradze, "Pharmaceutical Market & Pharmacy Services: Analysis of Challenges
and Opportunities on the Example of the German Model," Georgian Scientists 7, no. 2 (2025): 211-

225, https://doi.org/10.52340/gs.2025.07.02.08.
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Moreover, competition drives innovation. In a regulated and competitive
environment, pharmaceutical companies are incentivized to invest in the development of
novel, more effective, and patient-centered therapies. Rather than relying solely on
extended market exclusivity for revenue, companies must differentiate themselves through
quality, efficiency, and responsiveness to public health needs.

In conclusion, the legal and regulatory environment is a determining factor in
shaping the formation and behavior of monopolies in the pharmaceutical sector. It
influences pricing, access, innovation, and overall market fairness. The effectiveness of
these regulations depends on the maturity of the legal system, the independence and
capacity of regulatory agencies, and the availability of adequate financial and human
resources. Ultimately, well-designed and enforceable competition policies are essential to
ensure that pharmaceutical markets serve the broader goals of public health and social

welfare.

Policy Approaches to Reducing Pharmaceutical Monopolies and Enhancing Market
Competition

To strengthen competition and improve access to medicines in the pharmaceutical
market, a key policy objective is to diversify market participation and increase the presence
of various stakeholders. This, in turn, enhances competitive dynamics, lowers drug prices,
and improves the quality of pharmaceutical services. Strategies aimed at fostering a more
competitive environment include a wide range of measures, such as lowering market entry
barriers, streamlining regulatory procedures for new entrants, and supporting the
development of innovative products.

For example, many countries have introduced simplified regulatory and registration
pathways for generic medicines. These streamlined procedures reduce the time and
financial costs associated with market entry, thereby encouraging the availability of a
broader range of medicines. Simplified registration helps ensure that generics can compete
directly with brand-name drugs, facilitating greater affordability and wider access to
essential treatments.

The role of generic medicines in mitigating monopolistic practices is particularly
significant. Generics offer a direct and cost-effective alternative to branded drugs, breaking
monopolies and driving down the overall price of pharmaceuticals. Their availability is
especially important in low- and middle-income countries, where a large portion of the
population faces financial constraints in accessing healthcare. In both the United States and
Europe, governments have adopted policies to promote the use of generics through

accelerated approval processes and targeted public health initiatives. These policies not
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only reduce drug prices but also expand therapeutic options and promote equitable patient
care?s,

National and international initiatives also play a vital role in limiting monopolistic
power and fostering competition in pharmaceutical markets. At the national level, antitrust
authorities and competition agencies monitor the behavior of dominant market players,
enforce regulations, and intervene against anti-competitive practices. International
organizations—such as the World Health Organization (WHO) and global pharmaceutical
associations—develop policy guidelines and promote the dissemination of best practices
across countries. For instance, the WHQO’s “Access to Medicines” initiative emphasizes the
importance of ensuring that medicines are affordable, of high quality, and reliably available
to all populations. Similarly, the European Union promotes generic drug accessibility and
reduces regulatory obstacles to encourage more competitive pharmaceutical markets.

In addition, regional and national programs increasingly bring together
pharmaceutical companies, regulatory agencies, and civil society stakeholders to design
coordinated responses to monopolistic challenges. A notable example is the work of the
Georgian Competition Agency, which has undertaken a series of interventions to promote
fair competition and protect consumer rights in the national pharmaceutical market. These
actions include market assessments, regulatory reforms, and increased transparency in
commercial practices.

Overall, policies aimed at reducing monopoly power and strengthening market
competition represent a strategic priority in pharmaceutical governance. Such approaches
contribute to greater market stability, innovation, and fairness—ultimately benefiting
patients by improving both the affordability and quality of care?72982%

Antitrust regulations in the pharmaceutical sector are designed to support
competition, protect consumer interests, and ensure a fair marketplace. Different countries
and international organizations apply diverse legal and regulatory mechanisms to restrain

monopolistic behavior, which in turn influences market structure in various ways. The

2% Shashiashvili, Nana, Natia Kvizhinadze, and Nino Bakradze. “Analysis of Global Policies on Generic
Medicines.” Economics 107, no. 3-5 (2025): 53-59. https://doi.org/10.36962/ECS107/3-5/2025-53.

297 Changchang Xu and Dongmei Zhu, "On Conflicts between Pharmaceutical Patent Protection and the Right to
Life and Health Based on a Stackelberg Game," International Journal of Environmental Research and Public
Health 18, no. 3 (2021): 1119, https://doi.org/10.3390/ijerph18031119.

2% Jing Weng and Na Liu, "Different Routes the Same Destination: A Comparative Study of Antitrust Regulation
for Pharmaceutical Industry in the United States and China," Frontiers in Pharmacology 16 (2025):
1557876, https://doi.org/10.3389/fphar.2025.1557876.

299 Mario Colangelo, Regulation, Innovation and Competition in Pharmaceutical Markets: A Comparative

Study(Oxford: Hart Publishing, 2023), https://doi.org/10.5040/9781509965540.

https://journals.4science.ge/index.php/sociopolitologos 307



b 30M3meoGmLOGOS 2025 N3

primary goals of these regulations are to limit anti-competitive practices by pharmaceutical
companies, prevent artificial price inflation, and promote innovation.

Within the specific contexts of individual countries, antitrust legislation often
includes price control mechanisms, monitoring of medicine accessibility, promotion of
generic drugs, and initiatives aimed at market rebalancing. The European Union, the
United States, and Japan are among the most active implementers of such regulations, while
developing countries have also begun adapting similar measures tailored to their local
conditions.

Although the forms of these regulations differ across countries, their shared objective
remains the balancing of market structure and the strengthening of competition. In the EU
and the US, for example, regulations particularly emphasize price control and incentivizing
generic medicines, thereby enhancing market diversity and stimulating innovation. In
Japan and India, there is generally stricter oversight and more rigorous licensing procedures
aimed at limiting the influence of monopolistic firms and facilitating the entry of smaller
players into the market.

Meanwhile, World Trade Organization (WTO) rules, which include protections for
intellectual property rights, foster innovation and global competition but can, in some
cases, inadvertently reinforce monopolistic power.

Consequently, these varied regulatory strategies have distinct impacts on market
structure and competitive quality, necessitating targeted and flexible policies that take each
country’s unique circumstances into account300:301.302.303.304.305

Implementing policies and practices to alleviate monopoly power faces numerous
challenges, linked both to the technological and digital transformation of markets and to
increasing consumer awareness. Technological progress—especially the adoption of digital
platforms and artificial intelligence—is significantly reshaping the pharmaceutical sector.

While this transformation creates new opportunities for competition, it also poses

300 European Commission, Pharmaceutical Strategy for Europe, January 15,
2023, https://ec.europa.eu/health/pharmaceutical-strategy_en.

301 ysS. Food and Drug Administration, Generic Drug Competition and Pricing, March 2,
2024, https://www.fda.gov/drugs/generic-drug-competition-pricing.

302 Federal Trade Commission, Pharmaceutical ~ Antitrust  Enforcement, November 10,
2023, https://www.ftc.gov/news-events/topics/health-care/pharmaceutical-antitrust.

303 pharmaceuticals and Medical Devices Agency, Regulatory Framework of Pharmaceuticals in Japan,
2022, https://www.pmda.go.jp/english/regulatory-framework.html.

304 Competition Commission of India, Report on Pharmaceutical Sector = Competition,
2023, https://www.cci.gov.in/reports/pharma-sector-competition.

305 World Trade Organization, TRIPS Agreement and Intellectual Property Rights, July 5,
2021, https://www.wto.org/english/tratop_e/trips_e/intel2_e.htm
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challenges, particularly for small and medium-sized enterprises that require substantial
investments in technology and capacity-building.

Furthermore, digital transformation introduces critical concerns around information
security, personal data protection, and regulatory compliance. These factors increase the
necessity for robust regulatory oversight and complicate market governance, emphasizing
the need for agile and well-resourced regulatory frameworks.

Empowering consumer rights and raising awareness represent a second crucial area
directly linked to reducing monopolistic practices. Increased consumer knowledge—
particularly regarding the availability of medicines and their proper use—stimulates
demand for high-quality and affordable pharmaceuticals. The more informed consumers
are about their rights and market mechanisms, the greater the likelihood that they will
drive improvements in the competitive environment and contribute to diminishing
monopolistic market structures. In this regard, the role of non-governmental organizations,
the media, and governmental bodies is vital for raising awareness and protecting consumer
interests.

Looking ahead, future research and policy efforts must focus more on integrating
technological and regulatory models that reflect the dynamics of digital transformation and
the diversity of market structures. It is essential to deepen investigations into how
innovations and emerging technologies can effectively support the strengthening of
competition and the reduction of monopolistic influence.

Furthermore, expanding international cooperation among regulatory agencies is
necessary to facilitate more efficient market monitoring and adaptive legislation.
Ultimately, policymakers must create an environment that promotes not only the free
development of the market but also inclusive and fair competition. Such an environment
will positively impact the resilience of healthcare systems and improve patient well-being.

Conclusion

The impact of monopoly on the pharmaceutical market is multifaceted, encompassing
both positive and negative aspects. Monopolistic structures often lead to increased prices,
restricted competition, and reduced accessibility of medicines, posing significant challenges
for patients and healthcare systems. However, in certain cases, monopolies can also provide
incentives for innovation and research, playing a crucial role in the development of new
therapies and drugs. Balancing these effects is possible only through effective policies and
regulations that ensure market openness and fair competition.

Modernized, targeted, and well-designed regulatory frameworks play a vital role in
shaping the structure of the pharmaceutical market. They must have the capacity to restrict
monopolistic practices and foster a competitive environment that promotes the
improvement of medicine quality and accessibility. It is essential that such policies are

transparent, sustainable, and involve both national and international stakeholders.

https://journals.4science.ge/index.php/sociopolitologos 309



b 30M3meoGmLOGOS 2025 N3

For a future sustainable and equitable pharmaceutical market, it is recommended to

stimulate competition through strengthening generic medicines, support technological

advancement, and empower consumer rights. Additionally, regulatory standards need to

evolve to accommodate digital and technological transformation, market diversity, and

innovation. These measures will ultimately have a positive impact on the resilience of

healthcare systems and the quality of patient health outcomes.
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