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1. Introduction 

Universally recognized both at the global and national 
levels are the rights of consumers to safety and proper qual-
ity of food products [1–3]. They acquire especially relevant 
importance for people in emergencies when the body is char-
acterized by certain features of metabolic processes. With 
increased psycho-emotional, physical stress, diseases and 
injuries, including somatic, during the rehabilitation period, 
the human body needs a special, functionally oriented, nu-
tritional provision, in particular high protein content [4–6]. 
In view of this, the consumption of food products for special 
medical purposes, specially designed and produced for feeding 
as prescribed by a doctor, has become widespread in modern 
nutritional practice [4, 5]. One of the types of food products 

for special medical purposes are products for enteral nutrition. 
These products, intended for oral consumption and/or intro-
duction into the gastrointestinal system through a probe, with 
the help of a specially simulated composition of ingredients 
in the treatment and rehabilitation can provide correction of 
impaired metabolism [4, 5].

It is generally recognized that in the production and main-
tenance of market circulation of food products, it is mandatory 
to apply procedures based on the principles of the system of 
analysis of hazards and control at critical points. The need to 
use Good Manufacturing Practice (GMP) in the manufacture 
of medicines intended for human consumption (use) and veter-
inary use is defined by law both in the EU countries [7–9] and 
Ukraine [10, 11]. It is also important to note that the current 
regulatory framework does not provide for mandatory appli-
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In order to guarantee the proper quality of 
medical products and medicines, the mandato-
ry application of Good Manufacturing Practices 
(GMP) norms in almost all countries is provid-
ed by law. Given the importance of nutrition-
al provision of human portrebs in emergencies, 
the use of GMP is also relevant in the produc-
tion of food products for special medical purpos-
es. The object of research is the methodological 
base, approaches, and norms of GMP applica-
tion in the manufacture of this product category. 
It is determined that the implementation of these 
practices is ensured mainly through measures 
for raw materials, equipment, personnel, prem-
ises, compliance with hygienic requirements, 
journaling, internal control, response to com-
plaints, monitoring, traceability, product recall. 
It is established that the basic principle of GMP 
application is the production of products that 
will meet the purpose and provisions of the reg-
istration dossier.

At the same time, ensuring product quality 
is a comprehensive concept of ensuring compli-
ance with properties, combining organization-
al measures at all stages. This activity should 
be carried out taking into account risk-orient-
ed thinking based on the control of raw mate-
rials, packaging, testing in the production and 
release of goods to the declared characteristics, 
ensuring high competence of personnel, process 
and analytical validation. Recommendations on 
a set of measures aimed at introducing good 
manufacturing practices at enterprises produc-
ing food products for special medical purposes 
have been compiled and presented. The essence 
of these recommendations is to identify techno-
logical processes, monitor their implementation, 
provide the necessary resources and measures, 
establish the process of documenting actions, 
validation at all stages, including self-inspection
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cation of the principles of good manufacturing practice in the 
production of food products for special medical purposes. 

To ensure the proper level of safety, quality, and effec-
tiveness of the functional action of this group of special food 
products, the application of GMP standards is promising. 
At the same time, it is appropriate to note that the imple-
mentation of the rules of good manufacturing practice in 
the production of the studied products, especially at the 
national level of Eastern European countries, is not wide-
spread, defining the problems of this study. The results of 
the work will be useful in the practical field since their use 
by manufacturers of special products will help ensure an ad-
equate level of safety, quality, and risk management and, as a 
result, increase competitiveness and business reputation. As 
regards target consumers of these food products, the results 
of relevant studies, in turn, will improve awareness of the 
factors ensuring the effectiveness of physiological action for 
making informed choices in the market.

2. Literature review and problem statement

In [12], approaches to ensuring the production of medi-
cines of the proper level of quality in accordance with GMP 
standards at the international and national levels are ana-
lyzed. This paper also examines recommendations for ensur-
ing the pharmaceutical quality system, the role of qualified 
personnel, raw materials, equipment, analysis of suppliers’ 
work, ensuring traceability of products, application of risk 
management. However, the presented results of the study 
relate mainly to the stipulated legislative and regulatory 
requirements for the formation and achievement of the re-
quired quality of pharmaceutical products, their common 
and distinctive features are compared.

The authors of work [13] analyzed the role and effective-
ness of GMP implementation in the production of physio-
logically active components of medicinal therapeutic agents. 
This study pays considerable attention to the importance of 
proper control in the manufacture of medicines but does not 
analyze the basic norms of GMP use, principles, and mea-
sures aimed at their effective implementation. Also, the im-
portance of using good manufacturing practices in obtain-
ing pharmaceutical products has been investigated in [14], 
which establishes the need to ensure special conditions, 
processes of additional verification due to the spread of the 
pandemic caused by the Covid-19 virus. At the same time, 
the main attention is focused on measures aimed at prevent-
ing the spread of acute coronavirus infection, material on the 
methodology for implementing processes for ensuring and 
guaranteeing the proper quality of products is not disclosed.

Study [15] analyzed the importance of introducing good 
manufacturing practices in the manufacture of vaccines and 
antibodies, in particular, determined the importance of qual-
ity control, compliance with production conditions, person-
nel, raw materials. However, the organizational aspects of 
GMP application, their relationship with other management 
systems are not considered, recommendations for optimizing 
the implementation of certain norms are not presented.

In [16], the importance of comprehensive compliance 
with the rules of good manufacturing practices for obtaining 
highly effective medicines is analyzed. The requirements 
provided for the production process in accordance with 
GMP rules, features of application, verification process by 
the relevant regulatory authorities, prospects for sales of 

pharmaceutical products manufactured in accordance with 
these standards are also investigated. At the same time, 
the presented data are focused on the requirements for the 
production of phage therapy drugs, the use of necessary raw 
materials, the manufacturing process, packaging, control of 
their functional action of active components.

Study [17] analyzed the role and importance of applying 
good manufacturing practices in the process of obtaining 
drugs for cell therapy, conducting laboratory studies of their 
clinical effectiveness, increasing productivity. However, the 
focus of the work is on creating optimal conditions for clini-
cal trials while the methodological aspects of GMP applica-
tion in production have not been analyzed.

In [18], approaches to the implementation of GMP in the 
field of pharmaceutical research are investigated, in particular 
the concept of quality assurance at all stages of the product 
life cycle (QbD), starting from the moment of its design. The 
authors have established that it is based on risk-oriented 
thinking, in particular when planning experiments and study-
ing the technology of foreseen processes, identifying the main 
dangers that may arise, actions to eliminate them. However, 
the application of this approach should be comprehensive, tak-
ing into account other principles of implementation of good 
manufacturing practices, which necessitates further detailed 
analysis of the essence and other fundamental methodological 
principles of using the GMP concept.

Successful production activities in the market, in partic-
ular the presentation of special-purpose goods, which will be 
characterized by an appropriate level of safety, quality and 
trust of consumers (patients, medical personnel), necessitates 
the use of best world practices. One of them is the concept of 
good manufacturing practices, which will ensure an appropri-
ate level of competitiveness of products, primarily necessary 
for the formation and preservation of human health. Thus, 
the application of GMP norms is a universally recognized and 
necessary trend in the manufacture of medical devices. Tak-
ing into account the specifics of use and physiological effects, 
it is advisable to include food products for special medical 
purposes to products in the production of which good manu-
facturing practices should be applied, which will contribute to 
improving their level of quality. This, in turn, will guarantee 
the predicted level of envisaged properties, expand the contin-
gent of target consumers of these goods, increase the level of 
competitiveness and trust in organizations that produce them.

3. The aim and objectives of the study 

The aim of this study is to ensure the application of good 
manufacturing practices in the production of food products 
for special medical purposes. This will help guarantee the 
compliance of this category of food products with modern 
requirements for safety, proper quality and effectiveness of 
physiological effects on the body of consumers, increasing 
their level of confidence in these products.

To accomplish the aim, the following tasks have been set:
– to investigate the state, legislative and regulatory sup-

port, essence, determine the main aspects and principles of 
application of good manufacturing practices (GMP);

– to identify the main differences in GMP norms, bene-
fits from application;

– to develop recommendations for the implementation 
of GMP at enterprises producing food products for special 
medical purposes.
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4. The study materials and methods

The object of the study was Good Manufacturing Prac-
tices (GMP).

The hypothesis of the study assumed that the application 
of Good Manufacturing Practices (GMP) in the production 
of food products for special medical purposes could ensure 
and guarantee their properly high level of quality.

As a methodological basis for scientific research, data on 
the use of GMP norms by international and Ukrainian man-
ufacturing enterprises, current legislative and regulatory 
support in this area, guidelines for optimizing the implemen-
tation of the studied activities were used. Open information 
and reference data, results of professional research, informa-
tion on the experience gained and advantages achieved, po-
sitions of leading specialists and practitioners on the studied 
issue were also applied.

For the implementation of scientific research, methods of 
scientific analysis, holistic approach, comparison, induction, 
deduction, research isolation, systematization, modeling, 
optimization were used.

5. Results of research into the methodological basis for 
the application of good manufacturing practices in the 

production of food products for special medical purposes

5. 1. Results of research on the status, legislative, 
and regulatory framework and fundamental principles of 
GMP use

Based on the results of the analysis of sourc-
es [13, 14, 17, 19, 20], it is determined that the application 
of good manufacturing practices is widespread at man-
ufacturing enterprises, especially enterprises producing 
pharmaceutical products, cosmetics, some food industry 
enterprises. According to international legislation [6, 7], it 
is determined that in order to guarantee the proper quality 
of medical devices and medicines, enterprises that produce 
them must provide a quality system based on good manu-
facturing practice. The norms of Ukrainian regulatory doc-
uments [9, 10] also provide for the need for application at 
enterprises manufacturing pharmaceutical products. It is 
appropriate to note that according to the Order of the Min-
istry of Health of Ukraine No. 391 as of 30.10.2002 [10], it 
is mandatory to confirm the compliance of the conditions 
of manufacturing of medicinal products with the require-
ments of good manufacturing practice. In accordance with 
the norms defined in Ukraine [10], this activity is carried 
out by the State Service of Ukraine on Medicines.

It has been established that it is common to introduce 
good manufacturing practice not only by enterprises produc-
ing medicines and cosmetics but also by those that produce 
dietary supplements, baby food, special food products. 

The essence of good manufacturing practices involves the 
constant and strict use of the requirements stipulated by the 
regulatory framework [11, 19, 21] that must be met by the man-
ufacturer. According to its content and stipulated norms, GMP 
represents not only recommendations for the production of cer-
tain types of products but also fairly clear and comprehensive 
requirements to ensure consumer confidence. In particular, the 
stipulated rules relate to raw materials, production equipment, 
personnel, their competence, premises, compliance with hy-
gienic requirements, process documentation, quality manage-
ment, internal control, response to complaints, monitoring and 

recall of finished products. It is determined that the implemen-
tation of GMP recommendations should be constantly updated 
through a constant review of requirements in connection with 
the development of new information and data. This, in turn, in 
some cases necessitates the application of additional actions, 
equivalent to the name “current good manufacturing prac-
tice (cGMP)” [22]. It should be noted that changes and clari-
fications that should be made to optimize activities and ensure 
stable results of work are designed to ensure a consistently high 
level of quality, to guarantee consumers the necessary level of 
satisfaction of needs.

Analysis of GMP application rules [11, 19, 21] shows 
that the basic principle of this activity is the production of 
products that will meet the purpose, provisions of the regis-
tration dossier, exclude the risk associated with insufficient 
safety, quality, effectiveness. The provisions provided for 
in [11, 19, 21] also stipulate that production activities and 
the GMP control measures used must ensure a guaranteed 
level of quality, compliance with the purpose, requirements 
of the trade license, product specification.

It has been determined that the main means of realizing 
the primary goal of GMP application, defined as ensuring 
consistently proper quality, is the involvement of all person-
nel of the manufacturing organization, certain employees of 
suppliers, distributors.

The analysis of information [11, 18-21] shows that for 
this purpose the organization should develop and ensure the 
functioning of a comprehensive, appropriately document-
ed quality system based on production activities and risk 
management. According to GMP norms [11, 19, 21], the 
necessary conditions for the full functioning of the quality 
system are the provision of professional personnel, territory 
and premises, necessary equipment, technological resources. 
Thus, one of the most effective means of achieving quality 
assurance monitoring defined by GMP rules, proper control 
of its effectiveness is conducting internal audits (audits of 
the first party). It is important to note that according to 
certain practice [11, 12, 19, 21], the functions of a person au-
thorized to issue a permit for the sale of manufactured goods 
are envisaged. It is also determined that the legal responsi-
bility for ensuring the quality of products manufactured in 
accordance with GMP norms in the organization is borne by 
the owner of the license for the manufacture of the provided 
products and the authorized person.

It is investigated that according to the principles of 
GMP [11, 12, 15, 19, 21], ensuring product quality is a com-
prehensive concept of guaranteeing appropriate quality, com-
bining organizational measures at all stages, from develop-
ment to distribution. The established provisions [11, 19, 21] 
stipulate that in order to confirm the quality, the character-
istics declared in the registration dossier should be moni-
tored for the conformity of raw materials, packaging, tests in 
the production and release of goods. Advanced in this aspect 
is the methodology of Space Design, the essence of which is 
to ensure the quality of the final product by controlling at 
the intermediate stages of the production process, its param-
eters, starting from the design stage [18, 22]. It should be 
noted that to apply this approach, it is necessary to carry out 
process-analytical validation, which requires highly qual-
ified employees. Also a significant advantage of use is the 
absence of the need to check manufactured products before 
referral for implementation. 

The requirements for the implementation of GMP [11–
15, 19, 21, 23] provide for the standardization of production 
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processes, their regular review and improvement to take 
into account best practices, to guarantee the proper level of 
product quality. At the same time, the need for continuous 
analysis of procedures for ensuring product quality to track 
the occurrence of deviations and apply measures to eliminate 
them has been determined. It is envisaged that the introduc-
tion of GMP requires due attention from top management, 
in particular regarding the use of necessary premises and 
equipment, raw materials, packaging resources, attracting 
highly skilled workers, increasing their competence, doc-
umenting processes [11, 19, 21]. It should be noted that 
decision-making based on actually confirmed data and risk 
management is especially important to ensure compliance 
with the level of quality in accordance with GMP stan-
dards [11, 15, 19, 21]. Thus, it should be systematic, based 
on a risk-oriented approach, compliance with actions, their 
formalism and documentation of factors that may pose a cer-
tain threat to the quality of manufactured products, ensure 
the possibility of their recall.

Based on the results of the data analysis [10–14, 19, 21, 22], 
it was found that the basic principles of implementation and 
application of GMP are:

‒ ensuring the availability of standard operating pro-
cedures and instructions for establishing controlled and 
sustainable performance;

‒ documented compliance with procedures and instruc-
tions;

‒ fast and accurate documentation of processes to ensure 
compliance and traceability;

‒ validation of the systems and means used to confirm 
their functionality and effectiveness;

‒ proper identification and design of the systems and 
process equipment used;

‒ proper maintenance and observance of premises, equip-
ment and devices, their calibration;

‒ determination, development, and confirmation of pro-
fessional competence of personnel;

‒ protection of products from contamination;
‒ design and quality control of products;
‒ regular internal and external audits to ensure compliance.

5. 2. Research results of the main differences between 
GMP norms and advantages of their application 

Based on the analysis of the experience of GMP applica-
tion, it was found that the use of these standards provides an 
increased level of safety and quality of products compared 
to the most widely used standards (Table 1) [24, 25]. First 
of all, it concerns the content of regulatory documents 
ISO 22000, 9001.

It is found that the basic difference between GMP is ex-
plained by more thorough quality control of products at all 
stages of production, circulation, in particular by checking 
intermediate products, parameters of the production pro-
cess, while ISO standards provide for selective control.

In the course of analyzing the content of the provisions of 
GMP [11, 12, 15, 19, 21], it is determined that due to the need 
to ensure stable conditions of activity, sustainable quality of 
products, the idea of continuous improvement of the produc-
tion process of products, expansion of its range is not provided. 
This statement concerns both ensuring the same properties of 
products both within a certain batch produced and, ideally, 
all products of this type produced by the organization as a 
whole. At the same time, it has been established that, despite 
this, GMP standards determine the possibility of making the 

necessary changes that will contribute to progress, the intro-
duction of new methods and methods of production [9, 10].

Table 1

Characteristics of the main differences between GMP norms in 
comparison with the provisions of ISO 22000, 9001 standards

Distinctive feature GMP
ISO 22000, 9001 

standards

Level of control
Continuous at all 

stages of production 
and circulation

Selective, carried 
out with a cer-
tain frequency

The possibility of sus-
tainable improvement of 
the production process

Not provided
Identified to 

ensure systemic 
development

Spheres of application
Pharmaceutical and 
other vital products

All products and 
services

Nature of use Mandatory Voluntary

Development and im-
provement period

Since 1967 Since the 1980s

It is determined that another distinctive feature of the 
envisaged GMP norms is the scope for which they are pro-
vided in the first place. Thus, initially these requirements 
were developed and focused specifically on pharmaceutical 
products, for consumers (patients and medical personnel) 
whose level of compliance with its characteristics is vital.

It is investigated that an important difference between 
the GMP requirements is mainly the mandatory nature of 
their application, while standards, in particular ISO, are 
voluntary for application, recommended. 

It is analyzed that due to a longer period of creation, im-
provement of GMP (adopted and updated since 1967, while 
ISO standards for management systems – since the 1980s) [26] 
are characterized by a higher level of content, detail.

As a result of the analysis, it is also investigated that 
the main advantages of GMP application are ensuring a 
consistently proper level of product quality, reducing ma-
terial costs for monitoring compliance with the provided 
properties. As a result, the costs of recalling, processing, 
and disposal of defective products, and resolving consumer 
disputes will be minimized. This, as a result, will increase 
the competitiveness of the products manufactured by the 
organization, the formation of its bona fide and socially re-
sponsible reputation and business image.

5. 3. Recommendations for GMP implementation at 
target enterprises 

Based on the results of the study of methodological bases 
of application of good manufacturing practices in the produc-
tion of food products for special medical purposes, systemic 
recommendations for the implementation of GMP standards 
by relevant organizations have been developed and presented. 
They can be represented in the following form:

‒ describe all technological processes used within the or-
ganization for the production of products, provide for control 
measures over them;

‒ validate certain processes;
‒ within the framework of certain processes to provide 

the necessary premises (including to provide for their zon-
ing), equipment;

‒ to provide staff training, employee awareness of the 
GMP system, carry out measures to monitor compliance 
with the prescribed measures and regular staff development;
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‒ to control the level of quality, sanitary and hygienic 
condition of raw materials, packaging, auxiliary materials 
(primarily at the stage of acceptance), finished products, 
proper handling, storage (especially with regard to glass and 
plastic) and transportation;

‒ to establish and work out a clear system of personal 
hygiene of personnel, their provision with overalls and other 
necessary means, the proper condition of the premises and 
equipment used;

‒ to provide industrial premises with the necessary 
amount of clean air and water;

‒ to maintain control of flows of raw materials, semi-fin-
ished products, finished products, workers to prevent 
cross-contamination;

‒ to record and document work at all stages;
‒ to ensure constant monitoring at all stages and self-in-

spection of work results.

6. Discussion of results of investigating the status, 
principles, differences, advantages of GMP application 

Based on the results of the analysis of the current state 
of implementation of GMP norms, it is investigated that this 
experience is quite common. Good manufacturing practic-
es are used primarily in organizations specializing in the 
production of medical, medical, cosmetics [13–18], due to 
legislative requirements, the need to ensure confidence, trust 
of target consumers (patients, medical personnel, society). 
The practice of applying these rules by some food industry 
enterprises has been established, which, in turn, is explained 
by the possibility of increasing the norms used to manage 
the safety and quality of food products, the level of ensur-
ing competitiveness, social responsibility. It is determined 
that, first of all, this result is ensured by continuous control 
of manufactured products in the process of all stages of its 
production. 

The peculiarity of the study is to analyze and provide an 
understanding of GMP norms, taking into account the spe-
cifics of the activities of organizations producing food prod-
ucts for special medical purposes. Disclosure of the specifics 
of the application of these practices in the manufacture of 
these products, the development of specially adapted recom-
mendations for implementation will significantly contribute 
to ensuring a guaranteed high level of product quality, com-
petitiveness and profitability of these enterprises.

It is established that in accordance with the legislation 
of most states, the mandatory use of GMP in the manufac-
ture of pharmaceutical products is provided. This practice is 
used to provide the population with proper medical care, the 
formation and preservation of health, which are the primary 
responsibilities of the state.

Based on the study of the fundamental principles of GMP 
use, it has been determined that the essence of their use is in 
the continuous application by the manufacturer of measures 
to achieve confidence of interested parties in the proper 
quality of products, satisfaction of its needs. It is established 
that for this purpose the production of goods must be en-
sured that will meet the intended purpose, the provisions of 
the registration dossier, will be characterized by appropriate 
indicators of safety, quality, physiological effectiveness of 
the special food product. To confirm this, the production 
activities of the organization must be accompanied by GMP 
control measures, which will confirm the guaranteed level 

of product quality provided for by the requirements of the 
trade license and internal organizational norms. It is deter-
mined that these results should be ensured by establishing 
and complying with the stipulated GMP requirements for 
raw materials, production equipment, personnel, premises, 
hygienic and sanitary standards, documentation, control, 
traceability of products. It is important to note that the 
implementation of this involves decision-making taking into 
account the need to make decisions based on actually con-
firmed data and the risk of oriented thinking.

Based on the analysis of the basic principles of GMP 
application, it is determined that they are aimed at stable 
production of products of the proper level of safety and 
quality through constant monitoring of the properties of 
products, resources for their manufacture. It is also worth 
noting the importance of the envisaged verification of sys-
tems and tools to confirm their functionality and effective-
ness, which allows maintaining a high level of productivity 
of the application of good manufacturing practices. This 
makes it possible to ensure the production of food products 
for special medical purposes, which will be characterized by 
zero level of defectiveness and high functional orientation 
in consumption (use). To ensure this, constant monitoring 
should be carried out at all stages of production, including 
the acceptance of appropriate raw materials, the implemen-
tation of technological operations, the high competence of 
personnel should be maintained, which initially requires the 
use of additional financial resources.

The study of differences in GMP norms in comparison 
with the requirements of the most used standards (Table 1) 
shows that the basic level is the highest level of quality con-
trol provided for when checking intermediate products and 
production process parameters. Thanks to this, the use of the 
requirements of good manufacturing practices makes it possi-
ble to ensure a high level of efficiency of use since they are pro-
vided, first of all, for products that significantly affect human 
health. It is also determined that other significant differences 
are the foreseen importance of ensuring the stability of pro-
duction activities, focus on products that are fundamentally 
important for maintaining health, the envisaged nature of use. 
When analyzing the differences in the rules defined in GMP 
documents, it is appropriate to note the longer-term nature of 
their evolution and improvement. The result of this, in turn, is 
their better content with the stipulated norms and, as a result, 
wider benefits from the application.

Based on the analysis of the advantages that open up to 
manufacturing organizations that use GMP norms in their 
activities, a sufficiently high prospects for their implementa-
tion have been determined. The main advantages are ensur-
ing stable product quality, reducing the cost of monitoring 
conformity, its recall, processing and disposal in case of 
certain defects. Another important aspect is to prevent com-
plaints from consumers (patients, medical staff and society 
as a whole), disputes with them and, as a result, an increase 
in customer confidence. In business terms, this will help 
strengthen and increase the competitiveness of products, the 
formation of a fair business reputation of production organi-
zations, the realization of their socially responsible position 
in the market.

It is assumed that the developed and proposed recom-
mendations for the implementation of the GMP system at 
enterprises producing food products for special medical 
purposes will contribute to the establishment of a stable pro-
duction of these products of a guaranteed level of quality. It 
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is expected that their application will not be burdensome for 
target organizations in terms of the use of material, labor and 
time resources. It is also advisable to note that the implemen-
tation of the proposed provisions will contribute to optimi-
zation efforts in the implementation of good manufacturing 
practices, optimal distribution of attention in certain areas.

When implementing the results of work on the imple-
mentation of GMP, relevant organizations should take into 
account restrictions on the need to involve in this process 
all organizations supplying certain ingredients or providing 
certain production or other support.

It should also be noted that in the practical implementa-
tion of the results of scientific research, interested organiza-
tions in the field of food production for special medical pur-
poses need to take into account the individual characteristics 
of their production cycle. In this regard, the prospects for 
further research are the development of systems and programs 
of measures aimed at implementing GMP, individual to each 
organization in this area, studying the results obtained.

7. Conclusions 

1. It has been determined that the main essence of intro-
duction of GMP is the constant use by the manufacturer of 
the stipulated norms that will provide consumer confidence 
in the appropriate level of product quality. It is determined 
that these requirements relate mainly to raw materials, 
production support, personnel, premises, compliance with 
hygienic requirements, documentation of processes, qual-
ity management, internal control, response to complaints, 
traceability and recall of finished products. It is determined 
that ensuring product quality in accordance with the prin-
ciples of GMP is a comprehensive concept of guaranteeing 
appropriate quality, combining organizational measures at 
all stages. Confirmation of the appropriate product quality 
should be carried out on the basis of control of raw materials, 
packaging, testing in the production and release of goods to 
the declared characteristics, ensuring high competence of 
personnel, process-analytical validation.

2. The analysis of GMP norms allows us to state that 
the main difference in comparison with similar ones set 

forth in other standards is a more thorough quality control 
by checking intermediate products and production process 
parameters. Also, distinctive features are the need to ensure 
stable operating conditions, homogeneity of product quality, 
target scope, mandatory nature of application provided in 
most cases, a longer period of development and improvement 
of GMP requirements. It is determined that the advantages 
of these standards are ensuring consistently proper product 
quality, reducing material costs for compliance control, min-
imizing the costs of recall, processing, disposal of defective 
products and resolving consumer disputes. As a result of the 
implementation of the studied practices, organizations will 
be able to increase the competitiveness of their products, 
improve business reputation and social image. about respon-
sible reputation and business image. 

3. Based on the results of the analytical study, rec-
ommendations on a set of measures aimed at introducing 
good manufacturing practices in enterprises producing food 
products for special medical purposes have been developed 
and presented. The main essence of these recommendations 
is to identify technological processes, monitor their imple-
mentation, provide the necessary resources and measures, 
establish the process of documenting actions, validation at 
all stages, including self-inspection.

Conflicts of interest

The authors declare that they have no conflicts of in-
terest in relation to the current study, including financial, 
personal, authorship, or any other, that could affect the study 
and the results reported in this paper.

Funding

The study was conducted without financial support.

Data availability

All data are available in the main text of the manuscript. 

References 

1.	 United Nations. Guidelines for Consumer Protection. Available at: https://unctad.org/system/files/official-document/

ditccplpmisc2016d1_en.pdf

2.	 Charter of Fundamental Rights of the European Union. Available at: https://www.europarl.europa.eu/charter/pdf/text_en.pdf

3.	 Pro zakhyst prav spozhyvachiv: Zakon Ukrainy No. 1023-XII v red. vid 19.11.2022. Available at: https://zakon.rada.gov.ua/laws/

show/1023-12#Text

4.	 Food for special medical purposes. Available at: https://food.ec.europa.eu/safety/labelling-and-nutrition/specific-groups/food-special-

medical-purposes_en

5.	 Antiushko, D., Bozhko, T., Shapovalova, N., Fil, M., Brovenko, T., Tolok, G. et al. (2021). Nutritional value of a dry soluble 

gerodietetic product for enteral nutrition. Eastern-European Journal of Enterprise Technologies, 5 (11 (113)), 35–42. doi: https://

doi.org/10.15587/1729-4061.2021.240175 

6.	 Antiushko, D. P. (2022). Interrelation of changes in amino acid composition and active acidity of whey protein concentrate. Journal 

of Chemistry and Technologies, 30 (1), 52–59. doi: https://doi.org/10.15421/jchemtech.v30i1.218623 

7.	 Commission Directive 2003/94/EC of 8 October 2003 laying down the principles and guidelines of good manufacturing practice 

in respect of medicinal products for human use and investigational medicinal products for human use. Available at: https://eur-lex.

europa.eu/legal-content/EN/TXT/?uri=celex%3A32003L0094

8.	 Commission Directive 91/412/EEC of 23 July 1991 laying down the principles and guidelines of good manufacturing practice for 

veterinary medicinal products. Available at: https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX%3A31991L0412

https://unctad.org/system/files/official-document/ditccplpmisc2016d1_en.pdf
https://unctad.org/system/files/official-document/ditccplpmisc2016d1_en.pdf
https://www.europarl.europa.eu/charter/pdf/text_en.pdf
https://zakon.rada.gov.ua/laws/show/1023-12#Text
https://zakon.rada.gov.ua/laws/show/1023-12#Text
https://food.ec.europa.eu/safety/labelling-and-nutrition/specific-groups/food-special-medical-purposes_en
https://food.ec.europa.eu/safety/labelling-and-nutrition/specific-groups/food-special-medical-purposes_en
https://doi.org/10.15587/1729-4061.2021.240175
https://doi.org/10.15587/1729-4061.2021.240175
https://doi.org/10.15421/jchemtech.v30i1.218623
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32003L0094
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32003L0094
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX%3A31991L0412


Eastern-European Journal of Enterprise Technologies ISSN 1729-3774	 3/13 ( 123 ) 2023

58

9.	 EudraLex - Volume 4 - Good Manufacturing Practice (GMP) guidelines. Available at: https://health.ec.europa.eu/medicinal-

products/eudralex/eudralex-volume-4_en

10.	 Pro likarski zasoby: Zakon Ukrainy vid 04.04.1996 r. No. 123/96-VR. Available at: https://zakon.rada.gov.ua/laws/show/123/ 

96-%D0%B2%D1%80#Text

11.	 Pro zatverdzhennia Poriadku provedennia pidtverdzhennia vidpovidnosti umov vyrobnytstva likarskykh zasobiv vymoham 

nalezhnoi vyrobnychoi praktyky: Nakaz Ministerstva okhorony zdorovia Ukrainy No. 1130 vid 27.12.2012 r. Available at: https://

zakon.rada.gov.ua/laws/show/z0133-13#Text

12.	 Reis, C., Gouveia, B., Rijo, P., Gonçalo, T. (2015). Good manufacturing practices for medicinal products for human use. Journal of 

Pharmacy And Bioallied Sciences, 7 (2), 87. doi: https://doi.org/10.4103/0975-7406.154424 

13.	 Sanz-Nogués, C., O’Brien, T. (2021). Current good manufacturing practice considerations for mesenchymal stromal cells as 

therapeutic agents. Biomaterials and Biosystems, 2, 100018. doi: https://doi.org/10.1016/j.bbiosy.2021.100018 

14.	 Levent Alparslan, A. (2022). Basic good manufacturing practices (GMP), special conditions and inspection processes in the 

Covid19 (SARS-CoV-2) pandemic. Journal of Research in Pharmacy, 26 (6), 1527–1538. doi: https://doi.org/10.29228/jrp.247 

15.	 Covarrubias, C. E., Rivera, T. A., Soto, C. A., Deeks, T., Kalergis, A. M. (2022). Current GMP standards for the production of 

vaccines and antibodies: An overview. Frontiers in Public Health, 10. doi: https://doi.org/10.3389/fpubh.2022.1021905 

16.	 Bretaudeau, L., Tremblais, K., Aubrit, F., Meichenin, M., Arnaud, I. (2020). Good Manufacturing Practice (GMP) Compliance for 

Phage Therapy Medicinal Products. Frontiers in Microbiology, 11. doi: https://doi.org/10.3389/fmicb.2020.01161 

17.	 Tirughana, R., Metz, M. Z., Li, Z., Hall, C., Hsu, D., Beltzer, J. et al. (2018). GMP Production and Scale-Up of Adherent Neural Stem 

Cells with a Quantum Cell Expansion System. Molecular Therapy - Methods & Clinical Development, 10, 48–56. doi: https://doi.org/ 

10.1016/j.omtm.2018.05.006 

18.	 Kovács, B., Péterfi, O., Kovács-Deák, B., Székely-Szentmiklósi, I., Fülöp, I., Bába, L.-I., Boda, F. (2021). Quality-by-design in 

pharmaceutical development: From current perspectives to practical applications. Acta Pharmaceutica, 71 (4), 497–526. doi: 

https://doi.org/10.2478/acph-2021-0039 

19.	 Pro zatverdzhennia dokumentiv z pytan zabezpechennia yakosti likarskykh zasobiv. Nastanova ST-N MOZU 42-4.0:2008 «Likarski 

zasoby. Nalezhna vyrobnycha praktyka». Available at: https://zakon.rada.gov.ua/rada/show/v0095282-09#n4777

20.	 ShchO TAKE GMP? Available at: https://ifdcsms.com.ua/en/news/5/shcho-take-gm

21.	 ISO 22716:2007. Cosmetics — Good Manufacturing Practices (GMP) — Guidelines on Good Manufacturing Practices. Available 

at: https://www.iso.org/ru/standard/36437.html

22.	 Design Space Development — How (And When) To Get Started. Available at: https://www.pharmaceuticalonline.com/doc/design-

space-development-how-and-when-to-get-started-0001

23.	 Current Good Manufacturing Practices (CGMP) 10 Principle’s. Available at: https://pharmabeej.com/current-good-manufacturing-

practices-cgmp/#1_Standard_Operating_Procedure_SOP

24.	 Iancu, E. M., Kandalaft, L. E. (2020). Challenges and advantages of cell therapy manufacturing under Good Manufacturing Practices 

within the hospital setting. Current Opinion in Biotechnology, 65, 233–241. doi: https://doi.org/10.1016/j.copbio.2020.05.005 

25.	 GMP — shliakh do zabezpechennia dostupnosti, efektyvnosti ta bezpeky likiv. Available at: https://www.apteka.ua/article/14029

26.	 Quality assurance of pharmaceuticals: a compendium of guidelines and related materials. Vol. 2. Good manufacturing practices and 

inspection. Available at: https://apps.who.int/iris/bitstream/handle/10665/43532/9789241547086_eng.pdf?sequence=1&isAllowed=y

https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-4_en
https://health.ec.europa.eu/medicinal-products/eudralex/eudralex-volume-4_en
https://zakon.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80#Text
https://zakon.rada.gov.ua/laws/show/123/96-%D0%B2%D1%80#Text
https://zakon.rada.gov.ua/laws/show/z0133-13#Text
https://zakon.rada.gov.ua/laws/show/z0133-13#Text
https://doi.org/10.4103/0975-7406.154424
https://doi.org/10.1016/j.bbiosy.2021.100018
https://doi.org/10.3389/fpubh.2022.1021905
https://doi.org/10.3389/fmicb.2020.01161
https://doi.org/10.1016/j.omtm.2018.05.006
https://doi.org/10.1016/j.omtm.2018.05.006
https://doi.org/10.2478/acph-2021-0039
https://zakon.rada.gov.ua/rada/show/v0095282-09#n4777
https://ifdcsms.com.ua/en/news/5/shcho-take-gm
https://www.iso.org/ru/standard/36437.html
https://www.pharmaceuticalonline.com/doc/design-space-development-how-and-when-to-get-started-0001
https://www.pharmaceuticalonline.com/doc/design-space-development-how-and-when-to-get-started-0001
https://pharmabeej.com/current-good-manufacturing-practices-cgmp/#1_Standard_Operating_Procedure_SOP
https://pharmabeej.com/current-good-manufacturing-practices-cgmp/#1_Standard_Operating_Procedure_SOP
https://doi.org/10.1016/j.copbio.2020.05.005
https://apps.who.int/iris/bitstream/handle/10665/43532/9789241547086_eng.pdf?sequence=1&isAllowed=y

