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Hopmamusno-npasose pezyniosanns ghapmayeemuunozo 3aoe3neyenHs naceients
ma menoenyii ynpasninua papmayesmudHum CeKmopom cghepu 0XopoHu 300pos s

3arajoM XapakTepU3yIOTh PiBEHb MOMIUPEHH PabcudiKallii sk CEpeIHIi Ta BKa3yOTh
Ha HEJIOCTATHIO €(DEKTUBHICTH JIEP>KaBHOTO KOHTPOJTIO.

Cepen KIIOUOBUX MPUYMH TOMIMPEHHS (Payibcudikailii BU3HAYEHO CIIa0KICTh
PETYISTOPHOTO HATJIATy, HEOCTATHIN pIBEeHh O0I3HAHOCTI HACEICHHS Ta PO3BHUTOK
HEJIETATbHOTO OHJAWH-pUHKY. HalOunbim eQeKTUBHUMH 3axoJaMH TpOTHAll, Ha
IYMKY PECTIOHJICHTIB, € BIPOBAKCHHS ITU(MPOBUX CHUCTEM KOHTPOJIO, MOCHIICHHS
BIJIMOBIAAIFHOCTI YYaCHUKIB (hapMalleBTUYHOTO PHUHKY Ta TMIABUIICHHS pPIBHA
npodeciifHOl MArOTOBKHU (hapMalleBTiB.

BucnoBku. ®anscudikariist JiKapchKUX 3aC001B 1 MEIMYHUX BUPOOIB € CKIIaJHOIO
O0araToakTOpHOIO TPOOJIIEMOI0 3 BHPAXKEHUMH MEIUYHUMH, COIIAIbHUMH Ta
eKOHOMIYHUMH HacImigkaMu. 1i e]eKTHBHe TOJONAHHS MOXIMBE JHIIE 33 YMOBH
CHUCTEMHOT0, pU3HK-OPIEHTOBAHOTO TTiIXOY, III0 TIOE€THYE BAOCKOHAICHHS ACPKABHOTO
peryioBaHHs, UM(POBIZAIII0 CHUCTEM KOHTPOJIO (cepiamizaiisi, Bepudikallis),
rapMOHI3allll0 HOPMAaTUBHO-NPABOBOI 0a3u 3 MIXXKHAPOJHHWMHU CTAHJIAPTAMH, a TAKOXK
I1JIBUILIEHHS B1IMOBIIAJILHOCTI BCIX YYaCHUKIB (hapMalleBTHYHOTO PUHKY.
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The availability of medicines is the basis of the safety of the healthcare system,
and any failure creates a chain reaction of negative consequences. When a patient
cannot receive the necessary medications in a timely manner, the problem quickly
goes beyond medicine, turning into a social and economic crisis. Shortages of
medicines in the European Union (EU) are a chronic and systemic problem that has
worsened significantly in recent years. In 2023-2024, the EU saw a record level of
shortage reports (over 130 critical drugs).

The purpose of the study is to analyze the causes of drug shortages and ways to
solve the problem. To systematize the data, an analysis of the report of the
Pharmaceutical Group of the European Union and the European Medicines Agency
(EMA) was carried out. The study used general theoretical methods of analysis.

The causes of drug shortages are complex, and problems can arise at every link
in the pharmaceutical chain, from production disruptions to vulnerabilities in the
supply of key ingredients.
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More than 50% of reported deficits are caused by production problems. Global
competition for resources and the concentration of production in several countries
exacerbate the problem, especially when there is dependence on one or a limited
number of countries. The unexpected increase in demand for medicines (16.7%), in
particular for antibiotics and antiviral drugs, exceeded the projected production
figures. Supply chain disruptions make the delivery of finished products unstable and
account for 10.6% of the total causes of drug shortages.

Drug quality problems directly account for 2.6% and affect shortages in EU
countries, as any non-compliance with standards leads to the immediate withdrawal
of batches from the market and the shutdown of production lines for inspections. One
of the key factors causing chronic shortages of medicines (1.3% of the total) is
regulatory issues, and the EU's outdated and fragmented regulatory framework
exacerbates these risks. Policies of strict price regulation aimed at ensuring the
availability of medicines for patients often have the opposite effect, making the
production of certain drugs economically unprofitable. Impact of national pricing and
procurement strategies, regulatory changes: too low prices make the production of
medicines uneconomical, too high prices limit availability.

The EU is currently working on strategic directions to address these challenges,
in particular by strengthening the resilience of supply chains and shaping a common
regulatory policy. The Critical Medicines Act is one of the tools to counter this, as
part of the broader EU legal framework that ensures the availability of medicines to
all patients. A new law that should strengthen security of supply and reduce
dependence on imports of raw materials.

Pharmacists play an important role in addressing drug shortages, and their
efforts are aimed at minimizing the negative impact on patients' health. The solutions
they can offer for this purpose vary depending on the national legislation of the
countries. Since the beginning of 2024, some EU countries have been working on
legislative initiatives to give pharmacists expanded powers to manage drug shortages.

According to the results of the study, it was found that the availability of drugs is
crucial for an effective health care system, and the shortage of certain goods in the absence
of alternatives has an obvious negative impact on the health of patients, as well as economic
losses. An analysis of the situation with shortages of medicines in the countries of the
European Union shows that the problem has become systemic and chronic. The main causes
of shortages are multifactorial and cover the entire supply chain. EU actions to address the
shortage of medicines are aimed at increasing production in Europe, stimulating local
production of generic medicines and improving the security of supply of critical medicines.
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