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Annotation — The paper considers the problems of ethical and legal regulation of modern biomedical research, where one of the methods of
studying and describing environmental objects is an experiment. It is a key tool of practice, without which theory is impossible. Given the pace
of development of modern science and the world as a whole, the topic of studying the principles of regulation of biomedical research and their
improvement is relevant. The article highlights the basic principles of the use of humans and animals in biomedical research. It was explained
why it is so important to strengthen the humanization of this process. The conclusions are the following: it is very important to prevent cruelty
of any biological objects in the context of resolving bioethical and legal problems associated with the implementation of the principle of
humanism and the protection of the rights of living organisms. Modern science and the practice of preclinical and clinical tests should be
involved into serious challenge in order to improve and universalize the process of medical and biological research technology in vitro. The
purpose of the article is to study the main international legal principles of using living organisms in biomedical experiments, as well as to
determine the main problems on this issue and to outline the ways to resolve them. To examine the current state of ethical and legal regulation,
principles and rules for conducting experimental biomedical research. Nowadays the international community has adopted enough legal acts
regulating the proper behavior with biological objects, including those specially cultivated for such studies (laboratory) when conducting
biomedical experiments. Recently, both, in the national legislation of European countries and international legislation, there have been trends
to strengthen their protection in the field of biomedical research. The article provides examples of bullying, and as a result of a direct violation
of the basic principles of bioethics — respect for the autonomy and dignity of a person. It is proved that the main task of bioethics is to preserve
the life and health of every organism. It is imperative, both at the international and national levels, to adopt programs for development and
support of scientific study of the in vitro biosystems introduction into research practice. At the national level, it is necessary to criminalize the
violation of international standards for conducting biomedical research using organisms. Both, international and national legislation should
impose a direct ban on the use of in vivo technologies in case of the possibility of using in vitro technologies.
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three components form the structural basis of the

I. INTRODUCTION

The more science seeks to serve the interests of
mankind, the more it takes the form of technology,
which consists in experiments on living objects. The
implementation of evidence-based medicine
standards, the development of new technologies and
treatment methods, require a sufficient study of their
safety and effectiveness and are documented.
Problems of bioethics are widely discussed in
modern literature, mainly philosophical, medical
and legal. But its institutional status remains
unclear. The current state of bioethics in the world
is associated mainly with scientific advances [1]. At
the same time, its regulatory role in society
presupposes the existence of a certain system of
organizations, a documentary base, and some
invariant training of qualified personnel. These

institutionalization of bioethics. The functional side
of this process includes the formation of a specific
field in the context of social life, which regulates the
impact of bioethical norms and principles. There is
a collision that is rarely resolved. The normative
nature of bioethical principles cannot, by definition,
be formalized. This is most evident in the activities
of ethics committees of medical institutions, which
must resolve conflict situations, but these decisions
are not binding on social services and administrative
structures [2]. A similar situation exists with the
adoption of national and international documents on
bioethics, the application of which is limited. Thus,
the idea of the value of life as a central problem of
bioethics remains desirable, but its actualization
depends on other factors beyond the competence of
the bioethical community. Therefore, the only
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reliable way out is to legally consolidate the
institutional components of bioethics mentioned
above.

II. FORMULATION OF THE PROBLEM

Analysis of research, production and practical
activities of institutions, organizations and
enterprises that relate to biological objects
(including humans) and are subject to ethical and
legal regulation. Substantiation of expediency and
limits of regulation (including prohibitions, control,
etc.) of research and practical human activity in the
context of biological, pharmaceutical and medical
ethics. Examples of neglect of personal safety and
dignity of researchers and subjects for the sake of
scientific discoveries in biology and medicine.
Transformation of moral norms and cultural and
religious principles into legal norms (national
legislation in the field of bioethics, as well as
relevant legislation of other countries).

III. THE AIM

Review of the current state of ethical and legal
regulation, principles and rules of experimental
medical and biological research. To consider the
main functions and tasks of the ethics committee as
one of the main mechanisms of ethical and legal
regulation of biomedical experiments. Give
examples of experiments for the sake of science on
living objects (animals, humans). Prove that the
main task of bioethics is to preserve life, respect for
the autonomy and dignity of each individual.

IV. REGULATORY LEGAL NORMS
(ETHICAL AND LEGAL REGULATION)

The widespread development of biomedical
technologies and bioethical concepts is a relatively
recent phenomenon. As a political-legal and socio-
philosophical phenomenon, these technologies are
part of scientific reflection (legal, political science,
sociology, medicine) in the middle of the twentieth
century. Thus, within the framework of legal
science, legal regimes related to the management of
human life processes are worked out. Here, the legal
regulation is focused primarily on ensuring the
fourth and fifth generations of human rights and the
protection of his physical and spiritual freedom
from the intensive development of biomedical
knowledge, which in the twentieth century. reached
the highest level. Modern biometric technologies
not only save lives, but also have the ability to give
life (eg, artificial insemination), artificially shape

and influence its natural and qualitative parameters
(genetic engineering, transsexual surgery), manage
the natural "time" of death as an organism in as a
whole, and its separate parts (for example,
euthanasia, resuscitation, transplantation,
gerontology).

For example, the first legal document that took
into account the spiritual and moral issues and was
aimed at protecting human rights and freedoms
against the development of biomedical knowledge
and technologies for managing human life
processes, was the Nuremberg Code of 1947 [3]. It
is known that it was adopted by the International
Military Tribunal on the basis of medical research
related to experiments on humans, their organs, etc.
in Nazi Germany. Moreover, information about the
practice of applying biomedical effects on living
people has led to the development of research and
biomedical technologies around the world. At the
same time, the active development of these
technologies, as well as the lag in the spiritual,
moral and legal regulation of these processes, has
given rise to a lot of negative phenomena.

Therefore, in 1957 the World Health
Organization (hereinafter — WHO) prepares and
adopts a resolution "Protection of the human person
and his physical intellectual integrity, taking into
account the achievements of biology, medicine,
biochemistry.” International legal documents,
spiritual, moral and professional standards devoted
to this issue are beginning to be integrated in various
national legal systems, and special legal regimes are
being developed to protect and safeguard human
rights and freedoms in this area [4].

On April 18, 1979, the US Department of
Health, Education, and Welfare established a formal
Commission to develop a document that many
consider to be the birth of bioethics: Report Belmont
"Ethical principles and guidelines for the protection
of people involved in the study" [5]. This is the
result of a public scandal to which the US
Department of Health, Education and Welfare was
forced to respond when it became known about an
incident in Taskigi, where a kind of "Taskigi
experiment” took place (a clinical study conducted
in 1932 to 1972). This study examined the natural
course of syphilis in a group of black people for
thirty years, and despite the availability of effective
drugs at the time, the study was continued, including
with funding from the US federal budget. This
experiment has caused much controversy and led to



changes in the legal protection of patients in clinical
trials [6, 7].

The international legal system for the protection
of human rights is aimed primarily at creating
conditions at the national level to prevent violations
of any rights, as well as their restoration. Therefore,
the basic principles of international humanitarian
law in the field of bioethics should be enshrined in
the Basic Law of each state and introduced into
medical legislation. In particular, it is necessary to
provide for the protection of the human embryo. As,
for example, this is done in the Constitution of the
Swiss Confederation: “Man is subject to protection
against the abuses of reproductive medicine and
genetic engineering. The Union issues orders for the
treatment of human embryos and hereditary
material. He cares for the protection of human
dignity, personality and family, especially adheres
to the following principles:

a) all types of cloning and interference with the
hereditary material of human gametes and embryos
are unacceptable;

b) non-human embryonic and hereditary
material cannot be introduced into or synthesized
with human embryonic material;

c) Medically assisted reproduction procedures
may be used only if infertility or the risk of serious
illness cannot be eliminated otherwise, but in no
way to create certain properties in the child or to
conduct research; fertilization of human eggs
outside a woman's body is allowed only under the
conditions established by law; [8]

d) embryo donation and all types of surrogacy
are not allowed;

e) any trade in human embryonic material and
embryo derivatives is prohibited.

Trafficking in human organs is prohibited. Man
and his environment must be protected from the
abuse of genetic engineering. "

Such legislative protection of the human
embryo complies with the provisions of Art. 18 of
the Convention for the Protection of Human Rights
and Dignity of Human Rights in connection with the
application of advances in biology and medicine,
which states: The creation of human embryos for
research purposes is prohibited.

According to Art. 18 of the Additional Protocol
to the said Convention, the conduct of research on a
pregnant woman, the potential results of which may
not directly benefit her health or the health of the
embryo, fetus or newborn child, is possible only if
the following additional conditions are met:

1) the purpose of research is to contribute to the
achievement of results that may be useful for the
reproduction of other women or for other embryos,
fetuses or children;

2) comparisons on the effectiveness of research
on women who are not pregnant are prohibited,;

3) research is associated only with minimal
risks [9].

However, in the late twentieth century. it
becomes clear that, on the one hand, the legal
regulation clearly does not keep up with the
development of biomedical knowledge and
technologies, and the legal coding of relations in this
area is clearly overdue; on the other hand, there is
an understanding that formal legal regulation is not
able to provide all the features, turns, directions and
specific practices of biomedical impact on humans
and counteract the negative consequences of
scientific discoveries.

All this prompted the development of a system
of knowledge, forms and regulators, which have
primarily a spiritual and moral dimension, and the
formation of the concept of bioethics ("Christian
Bioethics", "Moral Bioethics", various professional
and international ethical systems and codes of
conduct).

In a general sense, bioethics is a category of
spiritual and moral, has different dimensions:
religious, ethical, social, legal, medical, political.
This concept was introduced into scientific
circulation in the 80's of the twentieth century. Van
Renseller Potter and is associated primarily with the
socio-ethical problems of modern medicine, issues
of human rights (both self-determination of their
own "life program™ and their right to life, moral,
intellectual and physical health) [10].

Bioethical norms have been actively introduced
in Ukraine since 1991. Such norms include codes,
regulations, legislative acts. The main regulatory
documents are the Constitution of Ukraine, the Civil
Code of Ukraine, the laws of Ukraine "On organ
transplantation and other anatomical materials",
"On drugs”, "On protection of the population from
infectious diseases”, "On prevention of acquired
immunodeficiency syndrome (AIDS) and social
protection of the population "," On psychiatric care
"" On scientific and scientific-technical
examination ", as well as" On wildlife ", On
veterinary medicine ", resolutions of the Verkhovna
Rada and the Cabinet of Ministers of Ukraine.

The first Ukrainian Congress on Bioethics was
held in Kyiv in 2001, at which principles were



adopted in accordance with the requirements of
bioethics in the interests of the protection of
biological objects. In 2009, NASU adopted the
Code of Ethics of the scientist of Ukraine, which
formulated ethical principles during experiments on
living organisms. The second half of the 20th
century made it clear that bioethics must go ahead
of any scientific activity. And the control over the
observance of the basic principles is entrusted to the
committees on ethics and bioethics.

V. THEORETICAL AND PRACTICAL
PROBLEMS OF BIOETHICS IN THE
CONTEXT OF MODERN CULTURE
The past and the present century have caused a

huge number of problems and questions. Many of
them are associated with the growing population of
the planet, depletion of minerals, clean water,
catastrophic deforestation, development of new
territories, etc. Crisis phenomena in the
environmental, = demographic,  anthropological
spheres have reached catastrophic proportions. The
problem of human survival in the current conditions
becomes a priority. Awareness of the general nature
and the inability to solve problems by the usual
means of science, technology and engineering have
forced mankind to pay attention to ethics.The
development of the whole human society is
inconceivable without further scientific and
technological progress, which poses a huge number
of problems, including those considered by
bioethics. Among the problems of bioethics , the
problems of transplantology, the question of
determining the moment of the beginning and end
of human life, and others are quite indicative of the
possibilities of scientific study and substantiation.
11, 12]. Turning to bioethical issues, we not only
grasp the new heights of scientific knowledge,
philosophy, the human spirit in general, but also
identify the deepest "abysses where modern
humanity has entered and where it seeks solutions."
The idea of the need for true humanization of
scientific knowledge penetrates today into all
branches of science, and in bioethics it should
become one of its essential foundations [14]. The
focus of Western and American options for defining
bioethics is medical ethics (and partly
environmental). Its conceptual foundations are four
principles and three rules, most closely related to
medical ethics.

The first principle — "first of all — do no harm."
Its wording raises the question of what "harm"
means in this context And here are a few options:

1) damage caused by failure to provide
assistance to those who need it — inaction;

2) damage caused by irresponsibility or
malicious intent;

3) damage caused by unqualified or incorrect,
reckless actions of the doctor;

4) damage caused by necessity.

A detailed analysis of these options shows that
the essence of the principle is that the doctor is
obliged to exclude harm to the patient by his actions
or inaction, or to minimize it. The second principle
of "do good" can be seen as a direct continuation and
extension of the first. He orients the doctor to active
actions not only to avoid harm, but also to eliminate
or correct it. In the extreme case, this principle calls
for self-sacrifice and altruism. The third principle
not only fixes the recognition of the patient's
autonomy, but focuses on respect for him. This
means that even if the patient chooses a method of
treatment that is not recognized as the best by the
doctor, the latter is obliged to accept this choice and
make it in the best way for the patient. The fourth
principle of bioethics is the principle of justice. It is
one of the most difficult to understand. In bioethics,
it can be formulated something like this: everyone
should get what belongs to him. However, in
conditions of limited access to some necessary
resource (finances, equipment, medicines, qualified
specialists, etc.) there is a problem of its fair
distribution. Modern science and culture are unable
to understand that the separation from human
subjectivity, its neglect for the sake of "objectivity"
in the study of man makes the acquired knowledge
unscientific. As a result, some elements of irrational,
philosophical, value knowledge penetrate into
scientific knowledge.

VI. ETHICAL AND LEGAL ASPECTS OF
EXPERIMENTAL PRACTICES

In today's world, the requirements for
biomedical research are clearly defined. The
objectives of clinical and biomedical trials
performed at biological sites must be substantiated
and approved by independent ethics committees
[15]. It is impossible to completely remove the risk
in such studies, but it is necessary to justify and
prevent it, so that, for example, a person does not
fall victim to unprepared experiments, the results of
which can cause unexpected harmful consequences.



Adherence to all requirements is guaranteed by legal
norms that will save a person from new methods of
treatment [16]. For a long time, biomedical research
was governed only by the moral attitudes of
experimenters, but as numerous examples show,
society demanded the creation of a new legal
document that would regulate the conduct of
experiments with human participation. The first
such document was the Nuremberg Code (1947).
The Code emphasized the indispensability of
obtaining the subject's voluntary consent to
participate in research, as well as defined the basic
rights and responsibilities of the parties [17]. In
1964, in Helsinki, the 18th Congress of the General
Assembly of the World Medical Association
adopted a declaration "Recommendations for
physicians to conduct biomedical research with
human participation as the object of study”, which
is now the main document regulating human rights
in biomedical research [18]. The first application of
the declaration took place in 1975 after the
discovery of numerous violations of ethical
principles, so the requirement of prior approval of
the protocol by an independent ethics committee
was applied [18].

I would like to highlight some important, in our
opinion, areas of bioethical and medical law that
concern the world community. Note that the legal
history of bioethics began after the Nuremberg
tribunal, when the truth about the actions of Nazi
doctors became known throughout the world, and
human experiments were first discussed and
condemned. It then became known that Nazi doctors
had killed 70,000 people: the physically
handicapped, the mentally ill, the Gypsies and the
marginalized. They developed an effective
euthanasia program. Some doctors, despite the oath
of Hippocrates, conducted experiments on prisoners
of war and people who were deported from other
countries. At the Nuremberg Trials, the world for
the first time questioned the integrity of doctors and
medical ethics. There have also been cases of
doctors experimenting in Japan during World War
I, and later in the United States, a country that
revealed information about the actions of Nazi
doctors to the world and was proud of its respect for
human rights. Two of them particularly impressed
the public:

1. In 1963, in the city of Brooklyn, in one of the
hospitals for victims of chronic diseases as a result
of experiments, without the consent of patients,
active cancer cells were introduced.

2. In 1965-1971, a study on hepatitis B virus
infection was conducted at Willoughbrook Hospital,
New York. In an experiment, hepatitis B virus was
administered to children with physical disabilities
who were in that hospital.

The development of general rules for clinical
trials was also prompted by the 1959-1961
thalidomide catastrophe. . From 1956 to 1962, more
than 10,000 children worldwide were born with
developmental defects due to thalidomide [19].
Experiments on mustard gas infection were
conducted in other concentration camps. He was
forced to inhale or given in a liquid state and the
effects of his exposure were observed. [20]. An
experiment was also performed on women to
regenerate bones, muscles and nerves. The blade
was used to make cuts on the legs, and then bacteria
and foreign objects were injected to infect the blood.
Then the infected cuts were treated by various
means, checking their effect. Gangrene often
occurred, after which some women were treated and
others were left untreated [11]. In other
experiments, cheap and rapid castration was tested
on convicts in concentration camps; mass infection
of people with typhus was carried out; the effect of
phosphorus compounds on the human body was
tested [21]. Such data, confirmed by the relevant
documents, not only shocked the world community,
but also made us think about the problems of
protection of the rights, dignity and health of the
subjects [17]. Two examples that strike with
unfounded inhumanity towards people have
attracted special attention. In the first case, it was a
study conducted at a boarding school for retarded
children in Willowbrook. To study the etiology of
the disease, children were deliberately infected with
hepatitis B. Otherwise, doctors injected patients
with live cancer cells in a New York hospital [22].
Unfortunately, this is by no means a complete list of
biomedical research conducted on humans, but it
makes us think about the value of human life. The
other side of the experiments is the attitude of the
subjects and the goals they pursue, agreeing to act
as subjects. Every year, global pharmaceutical
companies recruit volunteers to test new drugs and
vaccines. For seriously ill people, this is a chance to
be cured with the help of goods that have not entered
the markets. After all, no one can say exactly how
much the drug will cost, in the case of passing all
stages of clinical trials. Another category of
volunteers are perfectly healthy people who want to
profit from experiments [15]. Citizens of



underdeveloped countries, including many Hindus
and Africans, often agree to this risk. Sometimes, to
save on such experiments, patients are not informed
of any trials. And such "confidential" experiments
do not always end successfully. [20]. A similar
experiment was conducted in Nigeria. In 1996, one
of the pharmaceutical companies tested the
antibiotic on children with  meningococcal
syndrome. The result was 11 deaths and hundreds of
injuries. Another experiment was conducted by a
Beijing clinic together with an American company.
In 2003, a drug was tested to fight HIV. The control
group, which included HIV-infected individuals,
received placebo injections. Experiments have
shown that HIV / AIDS cannot be cured with
placebo, as most of the control group died [24, 25].
It is very convenient to conduct clinical trials in
India, Africa, China and other densely populated
countries due to the unlimited number of subjects,
low income and ignorance of citizens.

Before testing new pharmaceuticals, devices
and equipment, as well as new treatments in
humans, it is necessary to ensure their biological
safety by conducting a series of preclinical and
biomedical studies. Most often, such in vivo
experiments are performed with the participation of
laboratory animals, as alternative models (without
the use of animals) can not completely replicate the
complex human body. Experiments on animals
allow not only to better understand the mechanisms
of individual life processes, but also to improve
methods of prevention, diagnosis and treatment of
diseases. It was experiments on animals that made it
possible to find a cure for zoonotic diseases and thus
save endangered species. However, the use of
animals as objects of study raises questions of ethics
and morality. Such an opportunity should not give
companies the right to abuse and create a field for
conflict [26]. Experiments involving animals must
meet the goals and objectives set by the
experimenter. Due to the emergence of bioethics,
there is an ethical examination to verify compliance
with all standards when using laboratory animals in
research. Humane treatment of animals allows to
increase the formation of high moral principles in
the experimenter.

Modern ethics of medical research — bioethics.

Bioethics was formed as an intellectual activity
associated with disputes over the interpretation of
certain social practices in the field of biomedicine
and biological research. If at first the issues of moral
justification of certain practices were discussed

(abortion practices, new reproductive technologies,
euthanasia practices), then later specific practical
cases in medicine, pharmacology and biology
emerged with the emergence of new technologies.
Bioethics described the behavior of subjects who
found themselves in situations of choice of
behavior, gradually taking on the role of analysis of
real relations in a particular field of activity and at
the same time forming the basis for regulating
human activity [27, 28].

The development of bioethics is associated with
the process of transformation of ethics in general
and medical ethics in particular. This phenomenon
Is associated with increased attention to the
problems of morality and law in the application of
new technologies and drugs on biological objects
[11, 13]. In addition, the development of a new
discipline is due to technological re-equipment of
modern medicine, changes in the clinical and
diagnostic field, the development of genetic
engineering, the emergence of equipment for
artificial support of the patient's life. All this drew
public attention to the moral problems that arise
between the patient and the health worker [29, 30].
At the heart of medical activities are not only data
on the results of treatment, but also the results of
experiments and clinical trials [31].

Today, the development of biomedical
technologies requires the creation of an ethical and
legislative concept of clinical practice and research
in accordance with the current development of
medical-biological and chemical-pharmaceutical
science, as well as the requirements of the psycho-
social factor [32, 33].

There is no country that does not recognize the
obligation to protect human rights in all spheres of
public life and, above all, in research, when a person
becomes particularly vulnerable. To date, there are
developed and tested in practice the rules of such
research, as well as mechanisms to monitor
compliance with these standards. The main
principle in conducting clinical trials is to protect the
rights and health of subjects. Such a mechanism is
the ethical control of any clinical research, which
means not only the testing of new drugs, but also the
testing of modern medical equipment, surgery,
research in the field of genetics, psychology and
others. Animal studies are also appropriately
monitored and regulated. Conducting biomedical
research is considered unfair, immoral and even
criminal if the law is not followed. The medical
community has reached the unanimous opinion that



any activity of a medical worker in relation to
biological objects must comply with moral
standards [31, 34].

When conducting clinical / pre-clinical studies
with human participation, in addition to ethical
norms, legal norms that regulate the relationship
between the parties in the legal field should be
followed. According to the regulations, the doctor
or experimenter has neither the moral nor the
professional right to expose the subject to increased
risk and to use methods that may harm the patient.
The research specialist should explain the methods,
goals, side effects and possible risks of such studies,
focusing on the characteristics of each person [35,
36]. The ethical basis of the experiment is the
doctrine of patient awareness under the condition of
any medical intervention and confidentiality.

VII. PROSPECTS OF BIOETHICS AND
ETHICAL CULTURE OF ESEARCH

In the history of bioethics there is a tendency to
neglect the use of the concept of research bioethics.
Preference is given to the use of a more neutral
concept, such as biomedical ethics, and in the field
of human research — research ethics. In both cases,
the term is rarely used not only because it includes
the question of double interpretation, but also
because bioethics refers more to the representative
of society. A more specialized bioethics that would
transform morality into metaethics (with a certain
analytical and philosophical context) and a difficult
dialogue between experts or non-experts into an
interdisciplinary dialogue are a more flexible and
manageable form of ethics. This trend toward a
more specialized approach is common in the
modern bioethics literature. Technical and expert
knowledge occupy a privileged position today, and
the activities of ethics committees are increasingly
engaged in expert people, thus emphasizing the role
of a representative of society [37, 38].

The term "bioethics"” is a kind of distant ideal
aimed at changing the moral personality. That is
why we could talk about biomorality. This would
make it possible to speak of the high ideals of
bioethics and its close connection with the ordinary
citizen, who receives the advantages and
disadvantages of research and medical activities.

Research ethics is guided by international and
local rules governing the procedures adopted to
protect the integrity and exercise the rights of
research subjects. All this is aimed at training
various participants in the research process in order

to involve them in the analysis of ethical, legal and
methodological components of a particular
protocol. Perhaps the most important part is the
rationing of the process, the coordination of
different interests, the reconciliation of conflicts in
order to achieve coherence, both fair and effective.
The most difficult thing is to ensure compliance
with ethical principles of research management,
transparent institutional procedures that satisfy all
parties [16, 24].

The main task of bioethics in the field of
research with humans is to create a space of
tolerance that would allow an open exchange of
different points of view. This tolerance is an area of
active dialogue, convergence of views that can be
common, and especially lead to procedures that
allow joint management in regulatory activities [39,
40].

Ethics of research means not only mastering
virtuous habits that would lead to positive behavior
when working with research subjects, but also the
ability to establish procedures and rules that allow
the application of international standards. The result
of such a culture could be the creation of a so-called
empirical moral state —a normal state. It would be a
set of regulatory institutions, institutes for
evaluation and monitoring, as well as standards that
in one form or another would reflect the spirit of
international guidelines for research ethics.

All this requires strong political support of
democratic  political  systems,  constitutional
authorities, as well as appropriate social and
economic development that will ensure a certain
well-being and quality of life of the people of the
country [24, 37].

VIIl. CONCLUSIONS

As a result, the literature was reviewed and the
main causes and consequences of the application of
bioethical principles in human practice, namely in
biomedical research. The paper proves that the key
task of bioethics and the highest value of society is
the preservation of human life, its dignity and
autonomy. However, the international legal
regulation of bioethical problems is only at the stage
of formation and formation. It is characterized, on
the one hand, by the unity of intentions of the world
to regulate these issues based on the concept of
human dignity and generally accepted international
legal standards in the field of human rights, and on
the other hand, the existence of different models of



bioethics, different approaches to interpreting a
number of evaluation concepts.

The key task of bioethics is to protect the rights
and freedoms of biological objects in biomedical
and scientific research. To this end, appropriate
legal documents have been created that regulate the
treatment of living organisms during appropriate
experiments to prevent any bullying and killing for
the sake of discovery. To achieve such standards,
humanity had to go through the Nuremberg tribunal,
the tragedy in Taskiga, and the bullying in the
hospitals of Brooklyn and Wilbrook in the 20th
century. But having passed this difficult path, the
world community has reached a point of no return —
the creation of the science of bioethics and
documents governing the relevant actions. At the
national level, it is also necessary to criminalize
violations of international standards for biomedical
research using organisms, strengthen other types of
responsibilities and create a special system of
government agencies responsible for policies for
their use for biomedical purposes and control in this
area. Therefore, we draw the following conclusions:

1. Currently, progress dictates its methods of
testing and implementation of innovative products,
but the leading empirical way to confirm the
scientific significance of the studied material is the
experiment.

2. The prevailing opinion among researchers is
that conducting experiments is necessary for the
further development and implementation of medical
developments, but its stages can be carried out only
under strict control and observance of ethical norms.

3. The issues of significance and humanity in
conducting experiments on humans, considered in
this article, remain relevant today.

4. For many decades, the main object of
biomedical research are animals, and all sorts of
moral and legal documents regulate this process.
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HarionansHuii TEXHIYHUN yHIBEpcHTET Y KpaiHu

“KueBckuii monuTeXHUIecKuii ”HCTUTYT uMeHu Uropst Cukopckoro”
r. Kues, Ykpanna

Peghepam — bioemuxa — ne nuuie HOBUIL HANPAMOK 6 Hayyi, ane Ui iHwa cgepa QinocoPcoko2o NIHAHHA Heumms ma oo 36epedxicents Ha
3emni. B pobomi posensanymo npobremu emuxo-npagogoco pe2ynio8ants CyuacHux 0ioMeoutHux 0ocaiodicennb, 0e 0OHUM i3 Memooi6 8UGHeHHS.
ma onucy 06 °€Kmie HABKOTUUHLO20 CEPedosULYd € eKcnepumenm. Bin € Kuouosum incCmpymMeHmom npakmuky, 6e3 sSKoi HeMONCIUEA Meopis.
Bpaxosyiouu memnu po3sumky cy4acHoi Hayku ma 3a2aniom ceimy, akmyaibHolo € mema GUSYEHHs NPUHYUNIE pe2ynio6anHs OioMeOudHuX
odocrniodcenb ma ix yOocKoHanenus. Y cmammi makodic UCBIMIEH0 OCHOBHI NPUHYUNU 8UKOPUCAHHS TI00ell ma meaput y 6ioMeouyHux
oocnioocennsx. [1oscneno womy max 6axciueo ROCUNUMU 2yMAHi3ayilo ybo2o npoyecy. Buchosku: 0ysice 6axcauso 3anobieamu Hcopcmoxomy
N0BOOAUCEHHIO 3 OYOb-AKUMU OION0IYHUMU 06 EKMAMU 8 KOHMEKCMI 8UpPilLeHHsl DioemUYHUX Ma NPABOBUX NPOOIeM, N08 SA3AHUX I3 peani3ayicio
NPUHYURY 2YMAHIZMY Mad 3aXUCMOoM npag dcusux opeanizmie. Cyuacna HayKka ma npakmuxa OOKIIHIYHUX MA KIIHIYHUX 6UNPO6YEaHb NOGUHHI
b6ymu 3anyueni 0o yiei npobremu 3 Memor 800CKOHANEHH Ma YHIGepcanizayii npoyecy meduko-0iono2iunux 0ocuioxcens in Vitro. Mema
cmammi — GUBYUMU OCHOBHI MiIJCHAPOOHO-NPABOGI NPUHYUNU BUKOPUCTNAHHA OP2AHI3MIE Y OIOMEOUYHUX eKCHNEePUMEHMAX, d MAKOXMC
BUBHAUUMU OCHOBHI NpoOIeMU 3 YbO2O NUMAHHA MA OKpecaumu winaxu ix eupiuienns. O2nanymu CydacHull cman emuko-npasogoo
Pe2yn06antisl, NPUHYUNIE MA NPAGUT NPOBEOEHHSl eKCNEPUMEHMALbHUX MeOUK0-610102iuHUX docniodcensb. Ha cboeoOniwumiil 0enb MidicHapoone
CRIBMOBAPUCMBO NPULHATLO OOCMAMHBO NPABOBUX AKMIB, WO PeCYNIOIOMb HANEXHCHe NPOBeOeHH s DIOMeOUUHUX OOKATUHIYHUX MA KATHIYHUX
odocrniodcenv 3 bionociunumu 00 €KMamu, 8 MoMy YUCIH CHeYiaibHO BUPOWJeHUX Ol MAKUX OOCHiOJCeHb Op2awismie (8 nabopamopii).
Ocmannim yacom Ky HAYIOHATLHOMY 3AKOHOOABCMEI €8PONEUCLKUX KPAiH, MAK [ 8 MIJDCHAPOOHOMY 3AKOHOOABCMEI CHOCMEPicalombCs
mendenyii nocunenns ix 3axucmy y eanysi 6iomeouuHux 00cuiodcenv. B cmammi npusedeno npuxnaou snywanus, i sk HACIiOOK NpsImMo2o
NOpYUlenHs. OCHOBHUX NPUHYUNIE bioemuKu — nogazu 0o asmoHoMHocmi ma 2ionocmi moounu, [losedero, wo ocHosra 3a0aia Gioemuxu —
30epedtcents HCUumms ma 300po8 st KOHCHO20 opearizmy. Q608 SA3K08UM € K HA MINCHAPOOHOMY, MAK i HA HAYIOHAILHOMY PIBHAX NPUUHAMMA
npocpam po3GUMKY ma NiOMPUMKU HAYKOBO20 GUSYEHHS npogaoddicents biocucmem N VItro y npaxmuxy oocnioscens. Ha nayionanvnomy
PiBHI HEOOXIOHO KpUuMIHANI3yeamu NOPYWEHHS MIJNCHAPOOHUX CMAHOAPMIE NPOBeOeH sl DiOMeOUUHUX OO0CNONCEeHb 3 GUKOPUCTAHHIM
OpeaHizMi, NOCUNUMU iHUL 6UOU 8ION0GIOAILHOCME MA CIMEOPUMU CREYIAIbHY CUCEMY 0ePICABHUX OPeaHis, BIONOBIOWILHUX 30 NOIIMUKY X
BUKOPUCTNAHHSL Y GIOMEOUYHUX YLISX Ma 30LUCHEeHHS. KOHMPOTIO 8 yitl 06nacmi.

Kniouosi cnosa: 6ioemuka, meouuna emuxa, Mopaib, pe2ynio8anisl, OioMeOudHi 00CHiONCEeHH.
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HanponanbHblil TEXHUUECKUN YHUBEPCUTET Y KPAaUHBI

“KueBckuii monuTeXHUIeckuii ”HCTUTYT uMeHu Uropst Cukopckoro”
r. Kues, Ykpauna

Pegpepam — Buosmura — ne monvko HO80e HANPAGIeHUe 8 HAYKe, HO U Opyeas cghepa Gunocoghckoeo noHAHUS JHCUIHU U €20 COXPAHEHUs HA
3emne. B pabome paccmompenvl npobremvl SMuKo-npasoo2o pesyiuposanus COBPEMEHHbIX OUOMEOUYUHCKUX UCCTe008aHUll, 20e OOHUM U3
Memooo8 u3yYeHus. U ONUCAHUSL 0OBEKMOB OKpydcaioujell cpedbl agusemcs kcnepumenm. OH AGNACMCS KIOUESLIM UHCIPYMEHMOM
npakmuky, 6e3 KOMopoil He803MOJCHA Meopust. Yuumvleas memnvl paseumus COBPEMEHHON HAYKU U 8 YeIoM MUpd, aKmyaibHOll A61Aemcs
mema u3yueHusi NPUHYUNO8 PecyIupOBanus OUOMEOUYUHCKUX UCCTEO06AHUI U UX YCOBEPUEHCME08aHI0. B cmambe makoice ompadicenvl
OCHOGHbIE NPUHYUNBI UCNOIL30BAHUS TI0OCU U ICUBOMHBIX 68 OUOMEOUYUHCKUX uccnedosanusnx. OObsACHEeHO NoYeMy MaK 6dJiCHO YCUTUMb
2yManu3ayuio 3moeo npoyecca. Boigoobi: ouenb 8adlcHO Npedomepauams JHeecnoKo2o 06paeHus ¢ T00bIMU OUOTOUHECKUMU 0ObEKMAMU
6 KOHmeKcme pewieHusi GUOIMUUECKUX U NPAGOGbIX NPOONEM, CEA3AHHLIX C pednu3ayuell NPUHYUNA 2YMAHUsMa U 3aWumoi npag JiCuebix
opeanuzmos. Cogpemennas Hayka u NPaKmuKa OOKIUHUYECKUX U KIUHUYECKUX UCHLIMAHUL OONJICHb OblMb Npueiieyensl K dmoil npobieme ¢
Yenblo COBEPUIEHCNBOBANUS U YHUBEDCATUZAYUU NPOYECCa MEOUKO-6UON02UYeCKUX uccedosanuil iN Vitro. Ljens cmamovu — u3yyums 0CHOGHble
MEACOYHAPOOHO-NPABOBbLE NPUHYUNBL UCHONb308AHUSL OPSAHUIMOB 6 OUOMEOUYUHCKUX IKCNEPUMEHMAX, d MAKAHCe ONPedenums OCHOGHbIE
npo6remMbl nO IMOMY 60NPOCy U HAMemumb nymu ux peuwierus. OcmMompenb CO8PEMEHHOe COCMOSHUE IMUKO-NPABOBO2O PEe2yIUPOBAHLS,
NPUHYUNOS U NPABUIL NPOBEOCHUs. IKCHEPUMEHMALbHBIX MeOUKO-0uoioeuyeckux uccneoosanuil. Ha cecoouswumnuil 0enb medncoyHapoonoe
coobujecmeo NPUuHALO OOCMAMOYHO NPABOBHIX AKWIOB, PEe2YIUpyIOWux Haoxedlcaujee nposedenue OUOMeOUYUHCKUX OOKTUHUYECKUX U
KAUHUYECKUX UCCTIeO08aNUTL ¢ OUONOSULECKUMU 00BEKMAMU, 8 MOM YUCILe CReYUTLHO 6bIPAUEHHBIX Ol MAKUX UCCIe008AHUL OP2aHU3MO8 (8
nabopamopuu). B nocnednee epems Kak 6 HAYUOHATLHOM 3AKOHOOAMENbCMEE eGPONENCKUX CMpAaH, mak U 6 MedHCOYHAPOOHOM
3aKoHOOamenbemee HabIoOaoMes MeHOEHYUU YCULEHUA UX 3auumol 8 001acmu OUOMeOUYUHCKUX Ucciedosanuil. B cmamve npueedenvl
npuUMepsbl U30e6aMeENbCMEA, U KAK CIeOCMmEUe NPIMO20 HAPYUIEHUs. OCHOGHLIX NPUHYUNOE OUOIMUKU — YEAJCeHUs K ABMOHOMHOCMU U
docmouncmea uenogexa, [Jokazano, 4mo 0CHOBHAs 3a0a4a GUOIMUKU — COXPAHEHUE HCUSHU U 300P06bsL KAXHCO020 opeanusma. ObszamensHbim
AGIAEMCS KAK HA MENHCOYHAPOOHOM, MAK U HA HAYUOHALLHOM YPOSHAX NPUHAMUS NPOSPAMM PA3GUMUSL U NOOOEPIHCKU HAYYHO2O U3YVUEeHUS
eHeOpenus 6uocucmem N Vitro ¢ npaxmuky uccrnedosanuil. Ha nayuonanshom yposne Heo6X0OUMO KPUMUHATUIUPOBAMb HADYULEHUE
MENCOYHAPOOHBIX CMAHOAPMOE NPOeOeHUs. OUOMEOUYUHCKUX UCCAEO08AHULL C UCNONb30BAHUEM OP2AHUZMO8, VCUIUMb Opyaue Guobl
OMBEMCMEEHHOCIU U CO30aMb CREYUATLHYIO CUCIEMY 20CYOaPCIBEHHbIX OP2AHOB, OMEEMCMBEHHbIX 3A NOTUMUKY UX UCNONb306AHUS 6
OUOMEOUYUHCKUX YETSX U OCYIYECMEILeHUsL KOHMPOIS 8 SMOU 00AACHIU.

Knrouesvie cnosa: 610>5muxa, MeOUYuHCKas 3muKa, MOpailb, pe2yiuposanue, GUOMeOUYUHCKUE UCCTeO08aAHUSL.
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