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SPECIFICS OF PHARMACEUTICAL MARKET DEVELOPMENT IN UKRAINE

The paper analyses legal regulation of the pharmaceutical market in Ukraine. It outlines areas of concern that
affect the pharmaceutical market and reasons for slow growth of economic activities in a respective field. The paper
indicates the importance of creating conditions for sustainable development of the pharmaceutical market. Studying
the domain of legal regulation of the domestic pharmaceutical market, the authors have analyzed the policies conducted
in the sector of circulation of medicines. Thus, the main objective of state policy in regulating the pharmaceutical
market is to create conditions for the public to exercise its right to affordable and quality healthcare provision.

The authors have established that the state strategy of implementing a policy of provision the public with medicines
does not fully meet current global standards and requirements due to the fact that implementation of far-reaching
development plans for the relevant industry is not carried out in all areas, there is no proper monitoring of relevant
legislation implementation, the system of bringing regulations into line with legal subordination is not used properly.

Current legislation regarding turnover of pharmaceutical products has got a lot of controversies and omissions
related to social-political and economic transformations, which are constantly taking place in global politics as well as
in the country.

In order to find ways to improve legal regulation of the circulation of medicines, the authors have analyzed
international legal standards for circulation of medicines, which proves the effectiveness of European legislation in
this area.

As a general conclusion, it should be noted that the main features of legal regulation of the pharmaceutical market
in Ukraine is that its regulation is conceptual in nature, aimed at ensuring specific rights and freedoms of citizens, but
requires improvements through implementing EU standards in national legislation.

Moreover, legal regulation of the circulation of medicines in Ukraine is carried out through the use of a set of legal
instruments and arrangement of social relations that arise in the process of manufacture, storage and sale of medical
products.

Key words: medicines, market of medicines circulation, normative-legal regulation, state policy.

Kynax H. B., llleeuenkxo O. A., lllesuenrxo T. 0. OCOBJIUBOCTI POSBUTRY PUHRY OBIT'Y JIKAPCbRUX
3ACOFBIB B YKPAIHI

CTaTTi0O MPUCBAYEHO aHANI3y HOPMATHBHO-IIPABOBOTO PEryJaIOBAHHA PHHKY 00iry JikapchKux 3acobiB B YKpaiHi.
Busnaueno mpo0seMHi aceKTH, 1[0 MAIOTh HETATUBHUN BILIUB HA PUHOK 00iry JliKapchbKuX 3aco0iB Ta € IPUUMHAMU
raJbMyBaHHSA POCTY FOCIOJAPChKOL AiAIbHOCTI ¥ BimoBiAHI# cdepi. BkasaHo BasKIMBe 3HAUEHHS PO3BUTKY PUHKY JIiKiB
IJ1 eKOHOMiKM KpaiHu Ta 3a0e3neueHHA iHTepeciB cycmisbeTBa y cepi 3axucTy 30poB’d. Y X041 HAYKOBOI'O TOCIi IKeHH A
chepy HOPMATMBHO-TPABOBOTO DETYJIIOBAHHA BiTUM3HAHOTO PUHKY 00iry JiKapchbKuxX 3aco0iB aBTOpU 3IiHCHUIN
aHaJIi3 MOJITUKM, 1[0 IPOBOAUTHCA JEPKABHUMM ycTaHOBAMH y cdepi 00iry JikapchbKux 3acobiB. AKIIEHTOBaHO yBary
Ha HeoOXiZHicTh 3aCTOCYBaHHA KapAWHAJIBHUX AeP:KAaBHUX 3aXO0[iB CTBOPEHHS CIPUATIMBUX YMOB I (GOPMYyBaHHS
PUHKY 00iry JiKapchKux 3acobiB. 3’sCOBaHO, IO TOJOBHOIO METOIO JE€PIKABHOI MOMITHKY ¥ cepi peryIioBaHHA PUHKY
00iry JikapcbKuxX 3aco0iB € CTBOpeHHS YMOB JJIA peajisallii IpaB rpoMajsgH Ha OXOPOHY 3J0POB’S Ta PO3IIMPEHHS
HAIlI0HAJTHHOTO PUHKY MEIMYHUX TIpeIapaTis.

ABropamMu 6yJI0 IOBeIeHO, IO Aep:KaBHA CTpATETiA peasisallii mMOMiTHKY 3a6e3meueHHS HACEJIeHHS NOCTYIHUMU
JiKapchKHUMM 3ac00aMu He B IOBHOMY 00CS31 BifIlIOBi[ae CyuacHUM CBiTOBMM CTaHAAPTAM Ta BUMOTAM Y 3B’ 13Ky 3 THM, III0
peaJiisaiiia mepcrueKTUBHUX IIJIAHIB PO3BUTKY BiIIIOBiTHOI rarysi saiicHIOETHCS He 3a BCiMa HaIpaMaMy, a HOPMaTHBHO-
mpaBoBa 6aza (papMareBTUIHOTO 3aKOHOJABCTBA MiCTUTH IIMPOKE KOJIO HEBPETYJIHOBAHNX IUTAHb.

3 MeTOI0 MOIIYKY NLIAXiB YIOCKOHAJEHHS HOPMATHBHO-IIPABOBOTO PETYJIIOBAHHSA PUHKY 00iry JiKapChKUX 3ac0o0iB
aBTopaMu OyJI0 MPOBEAEHO aHANi3 MiKHAPOSHUX IPaBOBMX CTAHAAPTIB cepu 00iry JikapchbKux 3acobiB. 3’scoBami
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YMOBH, III0 CIPUSIOTH AUHAMIUHOMY PO3BUTKY PHHKY 00iry JikapchKux 3acobiB y pPO3BUHYTHX KpaiHax CBiTy.
BusnaueHno xapakTepHi pricaMy HOPMaTHUBHO-IIPABOBOTO PETYJIIOBAHHSA PUHKY 00iry JikapchbKux 3aco6iB B Ykpaini. [lana
XapaKTepUCTUKA TeHAEHITif PO3SBUTKY HOPMATHUBHOI perjaMeHTalii puHKy 00iry JiKapchbKux 3aco0iB.

CdopmoBaHO mepesiK MIpiopUTeTHUX 3aBAaHb Ta Aill, AKi CIPUATUMYTh KOHCTPYKTUBHOMY PO3BUTKY HOPMATHUBHO-
TIPaBOBOTO PETYJIIOBAHHA PUHKY 00iTy JiKapchKux 3aco0iB B YKpaiHi.

Karouosi crosa: mikapebKi 3aco0u, puHOK 00iry JiKapchKMUX 3ac00iB, HOPMATHBHO-IIPABOBE PETYII0BAHHSA, JePKABHA

MOJIiTHKA.

Introduction. The domestic pharmaceutical mar-
ket belongs to the segment of relatively low income
countries which impacts the purchasing power. Fur-
thermore, medicines of domestic manufacture are
inferior in terms of price and quality as compared
to their European analogues. This situation can also
be explained by the fact that European manufactur-
ers offer innovative drugs that Ukrainian manu-
facturers cannot afford due to high research costs.
All stages of a strategic innovation process are very
labor-intensive, require significant investments,
are long-drawn-out and come with a large number
of risks. Thus, only 40% of innovative drugs succeed
in clinical trials, and less than 10% of them enter
the market, 50% do not justify their cost and do not
pay off, and only a third becomes profitable.

However, developed countries invest money into
innovations. Export of medicines is a significant
part of export of products with high added-value for
developed countries. Export amounts in developed
countries are in billions of dollars, while Ukraine
exports medicines to the amount of no more than
USD 251 million a year. Markets of developed coun-
tries have programs to support their own manufac-
turers, strict requirements for production and reg-
istration of medicines, other non-tariff barriers,
which makes Ukrainian manufacturers unable to
withstand competition.

Thus, the future of pharmaceutical market high-
ly depends on the country’s regulatory position.

Problem statement. Production and sale of phar-
maceutical products is an economically attractive
field. Pharmaceutical products play an important
role in the healthcare system. The right to health-
care of the citizens is provided for by the Constitu-
tion of Ukraine. Proper legal regulation of the field
of turnover of pharmaceutical products is an import-
ant factor in issues of provision of the citizens’
health. Inconditions of implementation of the health-
care reform in Ukraine, the issue of legal regulation
of the field of turnover of pharmaceutical products
is an urgent one.

Today a social community pays more and more
attention to theoretical and practical issues related
to creation, production, quality control, transpor-
tation, export, import and sale of pharmaceutical
products in Ukraine. Such attention is driven by
the fact that legal regulation of the turnover of phar-
maceutical products in the country is on quite a low
level and requires complex, substantial examination
and the legislative improvement.

Objective. To make analysis of the condi-
tion of turnover of pharmaceutical products in
Ukraine. To highlight the trends in legal regulation
of the pharmaceutical market. To find the prob-
lematic issues of legal provision for the turnover
of pharmaceutical products in Ukraine.

Analysis of recent research and publications.
The issue of legal regulation of the turnover of phar-
maceutical products has been analyzed in works
of A. Volkov, B. Hromovyk, N. Hutorova, A. Kot-
vytska, A. Nemchenko, O. Parovyshnyk, V. Pash-
kov, M. Ponomarenko.

Problems previously unsolved. Current legis-
lation regarding turnover of pharmaceutical prod-
ucts has got a lot of controversies and omissions
related to social-political and economic transfor-
mations, which are constantly taking place in glob-
al politics as well as in the country. The process
of timely updating of the legal base is done not to
the fullest extent, and it results in omissions in
the legal provision for the turnover of pharma-
ceutical products and decreases the citizens’ qual-
ity of life. There is necessity for a research into
the existing problems.

Presentation of basic material. The domestic
pharmaceutical market belongs to the segment of rel-
atively low income countries which impacts the pur-
chasing power. Furthermore, medicines of domestic
manufacture are inferior in terms of price and qual-
ity as compared to their European analogues. This
situation can also be explained by the fact that Euro-
pean manufacturers offer innovative drugs that
Ukrainian manufacturers cannot afford due to high
research costs. All stages of a strategic innovation
process are very labor-intensive, require significant
investments, are long-drawn-out and come with
a large number of risks. Thus, only 40% of innova-
tive drugs succeed in clinical trials, and less than
10% of them enter the market, 50% do not jus-
tify their cost and do not pay off, and only a third
becomes profitable.

However, developed countries invest money into
innovations. Export of medicines is a significant
part of export of products with high added-value for
developed countries. Export amounts in developed
countries are in billions of dollars, while Ukraine
exports medicines to the amount of no more than
USD 251 million a year. Markets of developed coun-
tries have programs to support their own manufac-
turers, strict requirements for production and reg-
istration of medicines, other non-tariff barriers,
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which makes Ukrainian manufacturers unable to
withstand competition.

Thus, the future of pharmaceutical market high-
ly depends on the country’s regulatory position.

The analysis done on the field of legal regula-
tion of the turnover of pharmaceutical products in
Ukraine made it possible to define that the system
of legal provisions, which regulate the domestic
market of medicines, at the same time create con-
ditions for enforcement of the citizens’ right to
affordable and qualitative provision with pharma-
ceutical products.

The Constitution of Ukraine is the main source
and is the basis for laws and regulations, which gov-
ern social relations of the field of turnover of phar-
maceutical products. Constitutional provisions
make the legal basis for the turnover of pharma-
ceutical products. It includes securing of not just
the relevant right but also the means of its enforce-
ment, which the state has at its disposal and which
are built into political and economic systems and also
its social basis [1].

The citizens’ right to life, medical aid and health-
care is a constitutional one. Analyzing contents
of the legislative acts, which form the legal and reg-
ulatory basis of the pharmaceutical field, we make
a conclusion that the principle of supremacy of con-
stitutional provisions is in general observed during
development and approval of main legislative acts
of the field. The law of Ukraine “On Medicinal Prod-
ucts” confirms responsibility of the state to make
the most demanded pharmaceutical products avail-
able, to protect the citizens in case their health is
damaged as a result of use of pharmaceutical products
according to medical use and also provision of bene-
fits and guarantees to separate groups of population
and categories of citizens concerning their provision
with medicinal products in case of disease [2]. Also,
the law confirms the right to healthcare, secures guar-
antees on the part of the state for financing of the guar-
anteed amount of medical services and pharmaceuti-
cal products for the citizens, describes special aspects
of use of pharmaceutical products.

The law “On Narcotic Drugs, Psychotropic
Substances and Precursors” is aimed at regula-
tion of social relations arising during the turnover
of (narcotic) controlled substances.

The concept of development of the pharmaceuti-
cal sector in Ukraine (2011-2022) defines the pros-
pects and tasks of the pharmaceutical field and is
aimed at creation of the relevant legal and regulation
basis, which governs the pharmaceutical activity
[3]. Confirms the fact that the valid system of state
regulation in the field of turnover of pharmaceutical
products does not meet current requirements, since
enforcement of legislation of Ukraine is done not in
all directions and monitoring is not systematic. Such
system requires improvement through harmoniza-

tion of the legislation of Ukraine with legislation
of the European Union (EU) and the World Health
Organization (WHO).

Legislation of the European Union is an inde-
pendent legal system, which has a priority over pro-
visions of the national legislation of the Member
States. The European legislation, which regulates
turnover of the pharmaceutical products, is mainly
based on directives of the European Union Council
(namely on the Directive 2001/83/EC of the Euro-
pean Parliament and Council of the European Union
dated November 6, 2001 “On the Community Code
Related to Medicinal Products for Human Use” [4].

The regulations have a general character
and concern the systems and structures but not sep-
arate individuals and legal entities. All elements
of the regulations are obligatory for execution. The
regulations are applied in each country, they are
automatically transferred into the national legisla-
tion and enter into force simultaneously in all coun-
tries of the European Union.

Thus, article 12 of Directive of the European Union
Council “On laying down Community procedures for
the authorization and supervision of medicinal prod-
ucts for human and veterinary use and establishing
a European Medicines Agency” (EEC) defines special
aspects of authorization and supervision of the medic-
inal products and determines that a notification about
issue of the trade license (in Ukraine — the registra-
tion certificate) is subject to obligatory publication in
the “Official journal of the European Communities”,
in which, in particular, the date of issue of the license
and the number according to the register of the Euro-
pean Union shall be stated.

Directives of the European Union bind every
country to achieve the goals stated in the docu-
ment but reserve for governments of the countries
of the European Union the absolute right to choose
the form and means of their achievement. Direc-
tives are the main mechanism for creation of a single
market. The European legislation, which regulates
the turnover of pharmaceutical products, is mainly
formed using the Directives of the European Union
Council. The following directives of the Europe-
an Union are the main ones: “On approximation
of the legislative provisions, rules and administra-
tive measures concerning medicinal products” [6],
which defines the concept of medicinal products as
any substance or combination of substances intend-
ed for treatment or prevention of the disease;

“The Falsified Medicines Directive (FMD)” [7],
“On determination of categories of the medicinal
products for human use” [8], “The Community Code
related to medicinal products for human use and also
the state and international standards on good manu-
facturing, clinical and laboratory practices” [9], “On
approximation of laws, by-laws and administrative
provisions of the Member States concerning imple-
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mentation of good clinical practice in clinical trials
of the pharmaceutical products for human use” [10],
“On approximation of laws, by-laws and adminis-
trative provisions concerning application of princi-
ples of good laboratory practice and control of their
application in trials for detection of chemical sub-
stances (codified revision)” [11].

Ukraine is not a member of the EC, so it has no
right to apply the norms of the EC without previous
introduction of them into the national legislation.
The legislator implements measures for adaptation
of the Ukrainian and European legislations accord-
ing to provisions of the Association Agreement
between Ukraine and the European Union.

Conclusions. Legal regulation of the turnover
of medicinal products in Ukraine is done through
application of a number of legal measures and reg-
ulation of social relations arising during turnover
of the pharmaceutical products and groups of goods
common with them. Main features of legal regulation
of the turnover of medicinal products in Ukraine is
that it is done by the state, is of a regulatory char-
acter, aimed at provision of specific rights and free-
doms of citizens, regulation of social relations in
relevant social-economic fields and that it requires
improvement through implementation of the EU
standards into national legislation.
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