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Anoranisi. CyqacHUH PO3BUTOK JEpXaBH 1 MOCTiliHE NMOCHICHHS KOHKYPEHTHOI OOpOThOM BHMAraroTh IOLIYKY HOBHX,
e(EKTUBHIMINX CTPATETIYHUX MOXKIMBOCTEH IMiNPUEMCTB, cepell SIKHMX BEJHKOro 3Ha4eHHs HaOyBae colianbHa BiIOBITABHICTD.
KoMrutekcHe corioeKoHOMIYHE JOCHiPKEHHSI COILiaibHOI BiANOBiTambHOCTI B YKpaiHi HHMHI € BEMOror dacy. Mera poborn —
(opMyBaHHS HOPMAaTHUBHO-IIPABOBOrO 0a3uCy COLIOEKOHOMIYHOIO PO3YMiHHSA CyTi, ocoOnuBocTell (opMyBaHHSA Ta peaizanii
KOMIUIEKCHOTO (peHOMEHy colianbHOi BiANOBIJAIbHOCTI, @ Ha LI OCHOBI — OOIPYHTYBaHHS NpPIOPUTETHUX HANPAMIB HOro
MPaKTUYHOTO BUKOPUCTAHHS JUIS IIOTPeO PO3BUTKY JEPHKAaBH.

[IpoananizoBaHO MiXKHApOIHI IHIIIaTHBM B Tajy3i COLIaJbHOI BiANOBITANBHOCTI Ta BTUICHHS iX B YKpaiHi, 30Kpema B
JUSUTBHOCTI KIIHIKO-TiarHocTHYHKX s1abopatopiit (KJT).

Kuiniyna nabopaTtopHa giarHocTHKa (J1abopaTtopHa MeIUIMHA) € OJHIEI0 13 HAWBaXIIMBIIINX CKJIQJIOBUX CHCTEMH OXOPOHH
3710pOB 51, siKa 3a0e3leuye HaJaHHsS MEIUKO-IiarHOCTUYHOI JIOMOMOTH TAIIEHTAM B OLIHIOBAHHI CTaHy 3I0POB’S, IiarHOCTHII
3aXBOPIOBAaHb, MOHITOPUHIY PE3yIbTaTiB JIKyBaHHS, IOAAJIBLIIOMY HPOTHO31 Iepeldiry XBOpoOM Ta SIKOCTI JKUTTS, IO Mae
3arajbHOJICP)KaBHE 3HAUCHHS JUIs 30€PEKCHHS Ta MOKPAILIEHHS 3[0pOBIs HaceleHHs. SIKiCTb *KUTTA XBOPOI JIFOIMHK y CydacHii
MEJIMIUHI PO3IIANAETHCS AK IHTErpaJibHA XapaKTePUCTHKA i CTaHy, 10 CKIAAAEThCs 13 (Pi3MUHOro, NCHXOIOriYHOro, COLiaIbHOTO
KOMITOHEHTIB. Ajike Oinblue Hixk 70 % iHdopmaiii 11 NpUIHATTA pillIeHHs 10RO AiarHo3y JIiKap oTpumye 3 nadoparopii. | HaBiTh
Gisblue, y pas3i MOHITOPHMHTY NaLli€HTIB 1€ BicoTok 3poctae 10 80 %.

CorianpHa BiINOBifaNbHICTh OaratoacriekrHa Ta OararopiBHeBa. Ha iHauBimyanbHOMY piBHI BOHA HPOSIBISETHCS depe3
CBITOCIIPUHMHATTS OCOOMCTICTIO NMEBHUX INPUHIMIIB, 3acajl 1 NOBOKEHHS B CYCIIUIBCTBI; Ha PIiBHI JE€pXkaBHU — 4Yepe3 HaJeKHHUIT
PiBEHb JKUTTS JIFOAUHY, KYJIBTYPHUH Ta MOpaJIbHHUI PO3BUTOK; Ha PiBHI MiANPUEMCTB — 4Yepe3 JOTPUMAHHS BUCOKHX CTaHIApTiB
HaJIaHHSI MTOCITYT, COLIAJIbHUX CTaH/IapTiB Ta SIKOCTI pOOOTH 3 TIEPCOHAIIOM.

Kimro4oBi cjioBa: BiANOBiJaIbHICTh; 1aOOPAaTOPHA AIarHOCTHKA; CTAINH PO3BUTOK; iJ0Ba €THKA;MIXXKHAPOIHI CTaHIAPTH.

Abstract. The modern development of the state and the ever-growing competitive struggle require the search for new,
more effective strategic capabilities of enterprises, among which social responsibility is of great importance. A comprehensive
socio-economic study of social responsibility in Ukraine is now a time requirement. The purpose of the work is to formulate the
legal and regulatory framework of socioeconomic understanding of the essence, peculiarities of formation and realization of the
complex phenomenon of social responsibility, and on this basis — justification of priority directions of its practical use for the needs
of the state development.

International initiatives in the field of social responsibility and their implementation in Ukraine, including the activities of
clinical diagnostic laboratories (CDL), are analyzed.

Clinical laboratory diagnostics (laboratory medicine) is one of the most important components of the health care system,
which provides medical and diagnostic assistance to patients in the assessment of health status, diagnosis of diseases, monitoring
of the results of treatment, further prognosis of the disease course and quality of life having national importance for preserving and
improving the health of the population. The quality of life of a sick person in modern medicine is considered as an integral
characteristic of his condition, which consists of physical, psychological, social components.

After all, more than 70 % of the information to make a decision about the diagnosis, the doctor receives from the
laboratory. Moreover, when monitoring patients, this percentage increases to 80 %.

Social responsibility is multidimensional and multilevel. At the individual level, it manifests itself through a person’s
perception of certain principles, principles, and behavior in society; at the state level — through the proper standard of living,
cultural and moral development; at the enterprise level — through high standards of service, social standards and quality of work.

Key words: Social responsibility; Laboratory diagnostics; Sustainable development; Business ethics; International
standards.
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Introduction

The economic challenge to addressing all aspects
of health care has become a major challenge today, as
limiting the flow of funds to social needs requires the
maximum rationalization of necessary expenditures. On
the one hand, the Laws and the Constitution of Ukraine
require the provision of free medical services. On the
other hand, in the context of the crisis of local budgets, it
is necessary to find and introduce alternative sources of
health financing, including laboratory medicine. In
analyzing all the arguments and statements regarding the
democratization of the society, one-sided interpretation
of this phenomenon is viewed. Only equality of rights is
addressed. However, equalization in rights is possible
only on one condition, when this process is harmonized,
which means — balancing of rights and responsibilities.
They forget about duties, for some reason they are not
allowed to speak. Lack of responsibilities gives rise to
lawlessness, which in itself is a great destructive force,
and in this its great social danger.

In the conditions of permanent social and eco-
nomic crisis, financial factor becomes the decisive moti-
vating factor of social behavior. This is fundamentally
contrary to the legal and moral foundations of civil
society development.

The transition from the declaration of human
rights to the declaration of responsibilities is necessary.
This should be one of the main features of civilization,
and also a determining criterion in the value system of
civil society of the future.

Result of the research

A comprehensive study of the issue of social
responsibility allows us to determine the quality of life
and to determine their impact on it. It is inherent in the
patient’s involvement in the assessment of his condition
and his active involvement in cooperation since only the
patient can provide adequate information about the
degree of satisfaction with aspects of his life related
directly to the symptoms of the disease and its
psychological, social and other consequences [1].

Scientists quite often refine the concepts of
“social responsibility” and “sustainable development”. In
our view, this is irrelevant, since the interconnection and
balance of economic, social, environmental, institutional
and innovation-technological components to maximize
human well-being without compromising the ability of
future generations to meet their needs is defined by
modern scientists as “sustainable development”. The
concept of “social responsibility” is a narrower but key
aspect of sustainable development. Interestingly enough,
the definition of corporate social responsibility given by
marketing professionals is a philosophical concept that

defines a company’s position in relation to its country,
society, employees and the environment. The modern
company understands its responsibility and strives to
become a structure with a “human face” [2].

Social responsibility is an integral part of a balan-
ced development of society because the implementation
of social responsibility policy achieves the main goals of
balanced development. There is no clear definition of the
meaning of the concept of “social responsibility”
because of its complexity. It is systemic and reflects the
value system of society. In this approach, the essence of
a category is characterized by a set of different dialec-
tically interrelated types of responsibility (economic,
legal, moral, political, professional, etc.). In a narrow
sense, they take into account the degree of acceptance by
any social entity, group of socially significant goals of
the society, readiness to fulfill mutual rules and
responsibilities in the process of joint activity in order
not to damage the established development of society in
general and individual communities, individuals. Social
responsibility serves as a mechanism for the interde-
pendence of social actors occupying different status
positions in the social hierarchy [3].

In scientific literature, social responsibility is
considered from an economic, environmental, and social
standpoint, the basis of which is the development of
positive factors influencing business and minimizing
negative consequences.

Differences and discussions regarding this inter-
pretation are explained by geographical location, eco-
nomic development of the country, traditions, mentality.
However, with the adoption of ISO/CD 26000: 2010
International Guidelines on Social Responsibility [4],
social responsibility is understood as the responsibility
of an organization, company for the impact of decisions
and actions on society, the environment through
transparent and ethical behavior, which:

* promotes sustainable development, including the
health and well-being of society;

« respects the expectations of stakeholders;

» complies with applicable laws and international
standards of conduct;

* integrated into the activities of the organization
and practiced in its relations [5].

This standard has interpreted the concept of
“social responsibility” and greatly simplified its under-
standing since different terminology does not contribute
to the understanding and popularization of this concept.

Please note that this standard provides a modern
understanding of the concept of social responsibility.
Namely, social responsibility is the responsibility of an
organization for the impact of its decisions and activities
on society and the environment through transparent and
ethical behavior that promotes sustainable development,
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health, and well-being of society; takes into account
stakeholder expectations; complies with existing
legislation and complies with international standards of
conduct; and integrated into the activities of the whole
organization and put into practice in the relationship.
Issues that are the essence of social responsibility reflect
the expectations of society at a particular point in time
and, therefore, are constantly changing with the prob-
lems of society and its expectations, so organizations
will also change to address these problems. An impor-
tant characteristic of social responsibility is the desire of
the organization to be responsible and accountable for
the impact of its activities and decisions on society and
the environment. This involves transparency and ethical
behavior. This basic understanding of social responsi-
bility can be used in the further study of this pheno-
menon, and to define corporate social responsibility.

Every organization that seeks to improve its
corporate social responsibility activities should regularly
evaluate the processes and their impact on society. As all
segments of society can contribute to sustainable
development, there is a need to develop tools that can, in
practice, identify and achieve goals to achieve it. This
explains the need to apply the standard [4].

Adopting a socially responsible practice of
managing an organization promotes greater awareness
when making decisions based on a better understanding
of society’s expectations, risks, and opportunities
associated with social responsibility. Responsible
management of the organization is able to improve the
organization’s relationships with stakeholders. Encoura-
gement to follow a regulatory commitment leads to
decisions that are more likely to be supported and trusted
by those who implement them and who they influence.
The result can be improved risk management practices
and a stronger reputation for the organization.

It should be noted that one of the most important
capabilities of ISO, in addition to managing standards
development internationally, is a unique channel of
information dissemination. We look forward to the
widespread use of ISO / CD 26000:2010, which will
increase the number of individuals and organizations
inspired by the ideas of the standard. Numerous domes-
tic and international regulatory documents influence the
formation of social responsibility in Ukraine. Fulfillment
of the requirements of the normative documents of a
recommendation character indicates a higher level of
social responsibility of the subject. The analysis showed
that the normative documents in the area of social
responsibility do not create a coherent system. One of
the tasks of shaping the internal social responsibility
policy, which should be reflected in the corporate code,
is to choose priorities, to organize and organize a set of
principles and rules of socially responsible activity on

the basis of relations with all stakeholders [6]. With this
research and the prospect of further exploring this
direction, Ukraine is undergoing a stage of systemic
transformation.

In the conditions of initial capital accumulation,
an increasing problem is the social orientation of the
activities of market players. Multiple-vector and pro-
found changes in economic conditions make the search
for ways of public progress on a conflict-free, non-
antagonistic basis relevant. The country is working on
information and organizational levels to implement the
principles of socially responsible business, including
adherence to its international standards. However, reali-
ties are often inconsistent with the theory. It is necessary
to establish state mechanisms to stimulate systematic
improvement of social responsibility of economic
entities, to assist economic entities that develop and
implement their own social responsibility strategies,
promulgate non-financial reporting, improve the lives of
territorial communities. Introduce mandatory social
reporting standards, expand opportunities for various
types of benefits for companies to implement socially
important projects. This work is aimed at the future.

The global experience has formed the criteria for
matching a company to be socially responsible. These
include fair payment of taxes; fulfillment of require-
ments of international, state, regional legislation; pro-
duction and sale of quality products; implementation of
corporate programs for training, health care, moral
incentives for employees; implementation of charitable
and sponsorship projects; environmental protection and
more. Almost all experts divide social responsibility into
two large groups: internal and external (Table) [7].

Social responsibility groups

Internal social
responsibility
1. Work safety

External social responsibility

1. Sponsorship and corporate
charity

2. Environmental protection
3. Interaction with local

2. Wage stability
3. Health and social

insurance authorities
4. Human Resource 4. Participation in crisis
Development situations

(Programs)training and
advanced training

5. Assisting employees in
critical situations

5. Responsibility to consu-
mers goods and services in
the provision of services

Theoretical problems of health care development
are considered in the works of many economists,
lawyers, and physicians. Usually, the focus is on the
scarcity of resources devoted to health care, unpro-
ductive costs and low efficiency, ways to raise additional
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funds and use them effectively. Unfortunately, in domes-
tic practice, these funds are important, but they do not
provide a synergistic effect, and the share of public
health in Ukraine does not rise above 3.7-3.8 % of GDP.
The main reason for this is the absence of a rule of law
with a high level of social responsibility, the swelling of
the shadow medical market, which in its essence is even
tougher than the classical free market, always indifferent
to social and moral issues, as well as corruption at all
levels of medical service [8].

The source of funds earmarked for the national
health care system is direct taxes levied on individuals
and legal entities. Patients should be treated free of
charge, and the state must act as the payer. Competition
opportunities can be used and paid services are available
that meet the additional demand for treatment, with
improved service for some affluent segments of the
population. In addition to public hospitals, there are also
private clinics and offices whose services are paid either
directly or through voluntary insurance. Usually, doctors
can choose where to work in the public or private sector,
and often just work part-time. However, the public health
market is tightly regulated in terms of price and quality
of treatment, and the private sector is not significantly
expanded. State and social insurance models serve as
resource redistribution. Taxes (or deductions for health
insurance) are legally included in the state budget (or
aggregate national insurance fund with territorial units)
and then distributed according to medical needs. The full
amount of public resources needed to provide public
health services consists of budgetary funds and insurance
fund resources. In Beveridge’s health care systems, the
first source prevails, and the second in Bismarck’s
systems. [9]. At the same time, both models rely on the
special role of the state in regulating the market of medical
services. Their advantages lie in the highest degree of
social justice and solidarity of the population when the
principle of ’healthy pay for the sick, rich — for the poor,
young — for the elderly’ is realized. In particular, insurance
minimizes the risk of unforeseen medical expenses by
combining many policies into one portfolio.

However, there is a great deal of debate among
scholars and practitioners of government regulation
about the appropriateness and degree of redistribution of
public resources. As we can see, the economic basis of
the unity of the welfare state and the -effective
development of health care is the allocation of public
resources in its favor. The inability of the private market
to ensure the equitable distribution of health care
services and the social modernization of society also
make public health importance. By possessing the
monopoly of legitimate violence, the state, unlike other
entities, has the opportunity to adjust the distribution of
social goods and to make them more accessible to

vulnerable sections of the population, to detect abuse.
This is also explained by the fact that human health is
objectively a strong factor in the quality of life, and the
Constitution of Ukraine enshrines equal access to
education and health services for citizens.

The need to curb the rapid increase in
unproductive health care costs in developed countries is
forcing governments to introduce a cost-sharing between
the state and patients (or charities).

In the medical field, its necessity is also
conditioned by the possible situation of “moral hazard”
when the patient, knowing that he or she is being paid by
a third party (state or insurance structure), has no
restrictions on additional diagnostics, medical proce-
dures, rehabilitation measures. In developed countries,
the social modernization of society is not only due to the
growth of public medicine. Another trend is the growth
of the nonprofit non-governmental healthcare sector. On
the one hand, non-profit institutions mitigate the
imperfection of the private health care market and, on
the other, fill in the unprofitable niches of the market, as
they seek not to profit but missions to improve the
welfare, quality and life expectancy of each person.

The main reasons for the growth of health care
institutions are the development of humanity, the
democratization of the political and economic space in
response to the complexities and challenges of post-
industrial society. The social responsibility of NGOs is
growing, and the state supports it. The second reason is
the decentralization of health care and the strengthening
of the role of regional markets in the efficient allocation
of budgetary resources. The third reason is the desire to
make better use of scarce health care resources. The
source of the budget of public organizations is not only
government subsidies, but also membership fees, funds
from business activities, sponsorship, private charitable
contributions, funds from municipalities. They have the
opportunity, through lobbyists in parliament, to get
involved in the public distribution of resources, to direct
them to health care, to activate human resources,
creative and intellectual potential (they usually include
professionals — practitioners and volunteers), to monitor
the compliance of officials with the requirements of the
laws, to act arbitrators in resolving useful cases initiated
by local governments. In addition, non-governmental
organizations promote healthy lifestyles through non-
profit marketing. Domestic health care knows the times
when it has provided the country with some of the best
doctors in the world and one of the best quality health
care. We have faith that such times are still ahead of us.
However, today our society is facing a demographic
crisis in the medical community. There is a massive
outflow not only of mid-level specialists but also of
doctors from outside Ukraine. We are at the same time
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between two different philosophies of the quality
building in health care: state and patient-oriented, we
lose that quality every day. The differences between the
old Soviet and future market philosophies of achieving
quality are very noticeable.

Medicine, medical care, medical services are a
necessary component not only of high quality of life but
also of the simple existence of humanity as a biological
species and of each individual in particular. In the media,
the quality of health care services is being discussed
quite widely. As an inheritance of the past, today quite
often one can observe an interesting phenomenon: in
private clinics, patients are offered comfortable wards,
but not always show elementary respect to patients.
Doctors have learned to take money for their services,
but patients are not yet of value to them. Competition in
the market is still a long way from getting clinicians to
think about how to provide their patients with better
services than others. Profitability and lack of serious
competitors fuel the desire to work to improve quality.

Recently, it has become “popular” to witness the
high quality of the clinic’s equipment services. “We
provide high-quality services because our clinic has the
most up-to-date equipment” — this can be read, if not
literally, among the lines on most clinic sites. As an
element of marketing, it is justified. But unfortunately,
many executives believe that equipment quality and
service quality are synonymous. With the help of the
equipment, you can perform a qualitative procedure, ie
to provide “medical help”. But for the full service of the
equipment is not enough. They have not yet invented
medical equipment that could reduce queues, motivate
employees or make operators polite with patients over
the phone, nurses and administrators smile.

Modern high-tech medical equipment is a
necessary but insufficient condition for the provision of
quality medical services. Among the investors who have
actively entered the healthcare market in recent years,
there is a misconception that quality can only be guaran-
teed technologically. That is why we are observing the
construction of modern clinics, laboratories equipped
with the latest technology. However, they are staffed
with young professionals with little professional
experience. The quality of clinical analyzes is governed
by a large number of certificates, standards, metrological
procedures. In a chaotic market, all these measures can
be carried out, but can only be declared. Why sin:
licenses and certificates are bought for money. Even
specialized firms have emerged. The doctor, or moreo-
ver, the patient will not be able to assess or even feel the
quality or reliability of the analysis itself. Therefore,
social responsibility as such simply disappears. For the
patient, the placement of the office, its interior and the
courtesy of the nurses are crucial.

Recently, the time factor of analyzes has
increased. The faster — the better. There is no debate
about social responsibility for quality. And for a doctor
who recommends a particular laboratory, the amount of
rewards for the number of referral patients becomes
decisive, not the system of assurance. Some
unscrupulous private CDLs already give back 20 % and
30 % of what they have received from the patient. This
percentage is required for quality metrological assurance
of the analyzes themselves. Therefore, social responsi-
bility is reduced to zero. There is a paradoxical situation
with practitioners who personally take tests for
themselves and their families in one trusted laboratory,
and direct patients to “bend over” — (even the term has
appeared) to another. Today we need to say goodbye to
yesterday’s idea of quality medical care, start building
diagnostic centers or laboratories on today’s require-
ments and tomorrow’s ideas about medical services. The
key is the international standards ISO 9001, ISO 17025
and, above all, the quality system according to ISO
15189 [10,11,12].

How have they achieved quality in leading
healthcare facilities and clinics?

First, they started thinking about the patient,
focused on the clinic’s activities.

Second, they set a clear goal that united the clinic
staff.

Third, the clinic staff and administration acted as
a team, not inspecting or dismissing their staff.

Not doing these three simple things will help
neither the latest equipment nor advertising. Today there
is a patient who will tell what the quality of medical
services should be, and often he is ready to pay for them.
Another, but equally important, aspect of medical ser-
vices is laboratory diagnostics. The perfect implemen-
tation of a properly selected method of diagnosis and
treatment, along with the above aspects, is an essential
prerequisite for quality medical care. KDL products are
an authorized report containing laboratory test results,
patient data (name, age, gender, diagnosis), type of
biological sample, time of collection and delivery to the
laboratory, current reference intervals for each analysis,
and other information. In other words, the laboratory
performs and supplies the clinician with one or the other
degree of reliable objective diagnostic information.

Quality in relation to CDL is a properly and
timely assigned test for the patient, performed at a suffi-
ciently analytical level with the necessary information to
interpret it. Only with a well-thought-out organization
and quality laboratory testing can one expect that every
result reported in an authorized report will be used by a
physician to make diagnostic or treatment-altering
decisions. It is important to understand that, as in any
field of human activity, errors can occur in the CDL. The
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experience of developed countries shows, first of all, that
economic reforms in the post-socialist health care system
should be directed not only to structural restructuring,
the formation of the Institute of Family Physicians, the
insurance market but also to the establishment of non-
profit units of the non-governmental sector. We have
little influence on this, because at the beginning of
market reforms, the state, through the legislation, first of
all, promoted the development of infrastructure of the
commodity, financial, information and labor markets, ie
purely economic institutions. Meanwhile, the prolonged
proliferation of the public health sector has the conse-
quence of reproducing its defects and therefore requires
vigilance and continuous improvement of legislation.
The main drawback is that the social responsibility for
identifying the needs of sick citizens and financing
health care lies with the parliamentarians to whom this
right is delegated during the election campaign.
However, they often have opportunistic behavior,
selfishness, and neglect of voters’ preferences and needs.
That is why even those patients who are paying taxes
that are direct and unaddressed become hostages to their
outside health decisions and may not receive adequate
treatment. Unless there is a well-developed private
health sector alongside the public sector, where market
agreements are voluntary and each party’s interests are
more or less taken into account, the shadow sector of
medicine is in place. In a welfare state where the
responsibility of the government to redistribute financial
flows through the budget does not conflict with human
development security, the taxes collected are allocated
for the benefit of improving the health of citizens, that is,
the exchange of money between citizens and health care
providers, mediated by the government and parliament,
has only potential risks. In a non-social state, on the
contrary, there is a very high variation between the state
budget revenues and the social content of their
distribution.

It is worth noting that the level of corruption in
Ukraine is quite high and additional payments for free
medical services have become well known. Of course,
healthcare corruption should not be viewed as a separate,
independent process, but only as an element of the
overall corruption system [13—14]. Reducing the level of
corruption in the medical sector is only possible with a
change in the financing system: in particular, through the
use of insurance mechanisms, the introduction of official
fees for medical services. An important step in over-
coming corruption in the medical field is to build a
system of control and transparency, to redistribute
functional responsibilities, and to automate workplaces.
Therefore, it should be noted that these measures play an
important role in the fight against corruption in the
health sector. However, in the development of anti-

corruption measures in medicine, certain features should
be considered, which would be characterized by
complexity and timeliness. An important step is a change
in the funding scheme, a public re-orientation of anti-
corruption awareness, an independent and effective
judicial system, transparency and control over the
financing of medicine.

To some extent, the current health care reforms in
Ukraine in pilot regions aim to differentiate between
buyers and sellers of health care services, and financial
and management autonomy for healthcare facilities.
Buyers are the local governments, and central district
hospitals receive the status of a utility company, which
on a contractual basis provides services in exchange for
the customer’s money. Such a system has several
advantages over the model of integrated government and
health care financing since it allows impose certain
requirements on the structure, volume, quality, cost of
medical services provided to the population. However,
European practice adds to this system the competition
between providers of public-order healthcare services,
which is also joined by private firms.

Clinical information content and analytical
reliability determine the quality of laboratory tests that is
achieved by creating a quality assurance system through
standardization. The lack of standardization, which is
closely linked to certification and accreditation, hinders
the development of laboratory medicine in Ukraine at
this stage [15].

There are over 300 international standards in the
field of laboratory medicine. In Ukraine, there is still no
sufficient regulatory and legal framework for the
standardization of clinical and laboratory studies and
laboratory services, which impedes the implementation
of world-leading evidence-based medicine and causes
the non-recognition of foreign laboratory results abroad.
Among the various medical disciplines, laboratory
medicine is the most favorable field for standardization —
establishing uniform rules and assessing compliance
with them in the practice. Adoption of standards that
contain scientific and substantiated criteria for the proper
implementation of a specific technological operation will
improve the quality of laboratory research in the CDL.

The acceleration of the standardization rate will
ensure the creation of a single laboratory space in
Ukraine, will ensure recognition of the results of clinical
and laboratory examinations of patients abroad. The
requirements of standards used in laboratory medicine
are analyzed. Addressing standardization will improve
the quality of health care delivery, help reform the health
care system, including:

« install:

— clear rules of organization of work of any CDL;

— requirements for a reference system in labo-
ratory medicine that will provide the highest precision of
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measurement to which the CDL can navigate, using the
methods and standard specimens attested in the reference
system.

* provide:

— safe working conditions of the CDL;

— obtaining reliable and comparable information;

— metrological confirmation of the correctness of
measurements of the whole variety of biological analytes
under study.

+ substantiates the selection and accurate imple-
mentation of laboratory testing techniques that are
optimal correct and precise:

— regulates compliance of manufacturers with the
means of analysis in their development, production,
transportation of the highest conformity of product pro-
perties to the requirements of sensitivity, specificity,
correctness and precision of the research methods
performed with their application.

Solving the problem of standardization will im-
prove the quality of medical care, that is: it will set rules
for the organization of the work of the CDL, require-
ments for the help system: will provide reliable and
comparative information, confirm the accuracy of metro-
logical measurements: regulate the means of testing
manufacturers of the highest accuracy of compliance of
the characteristics of products with the sensitivity and
specificity studies conducted with their help.

Conclusions

In summarizing the results of the research, the
following key recommendations can be formulated to
ensure an adequate level of social responsibility and
quality in the activities of the CDL:

« successful implementation of international
standards in organizational, technical, professional and
methodological competence is possible to provide if they
are well trained in the field of personnel quality
management;

+ the success of the accreditation of diagnostic
laboratories depends largely on how the requirements of
the management system documentation are met by staff;

« an experienced specialist should be involved in
conducting the pre-accreditation audit and in assessing
the degree of compliance with the requirements of the
standards.

The social responsibility of the state in health care
has to foresee the constitutional principle of equal access
to it for every citizen and to increase life expectancy. For
this purpose it is necessary to ensure the targeted receipt
of tax money that goes to health care, to adopt the Law
on Social Health Insurance and to minimize the impact
of shadow medicine.
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