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From 2021, cosmetic products are subject to technical regulation of the Ministry of Health, which is responsible for 
ensuring the implementation of Technical Regulations, approval of guidelines for their application, national standards 
in accordance with the requirements of Technical Regulations. It was adopted in early 2021. For the first time in 
Ukraine, the technical regulations for cosmetic products apply to cosmetic products the principles of technical regula-
tion, powers to comply with which are vested in the relevant Ministry of Health. 
The aim of this work is to develop a methodology for implementing the Technical Regulations for cosmetic products as 
an object of authority of the Ministry of Health. 
As research materials the processes of technical regulation of cosmetic products are studied, logical, investigation 
methods of research, and also a method of the content analysis are used. 
Results. An analysis of the practice of regulating the circulation of cosmetic products in a number of foreign countries, 
identified and systematized potential risks in the implementation of the principles of its technical regulation. Based on 
the analysis of causal relationships in the process of implementing the requirements of the Technical Regulations for 
cosmetic products, the methodology of its practical application is proposed. 
Conclusions. The tendencies of regulatory policy in relation to cosmetic products in a number of foreign states and 
Ukraine are established. The analysis of the main provisions of the Technical Regulations for cosmetic products is 
carried out and the methodology of its introduction is developed 
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1. Introduction
The trend of development of the world cosmetic

industry is the orientation of the market to multifunction-
al products, which combines cosmetic properties and 
therapeutic activity, is safe and environmentally friendly 
for humans and the environment [1, 2]. At the same time, 
modern cosmetics are characterized by high potential 
insecurity in daily contact with the skin, as a result of 
which regulators set stricter standards for cosmetic prod-
ucts (CP) and improve methods for assessing its quality 
and safety. The activity of the cosmetic industry requires 
a dynamic revision of the principles of technical regula-
tion of products, which is relevant at the stage of harmo-
nization of industry legislation in accordance with inter-
national standards [3]. In fulfilment of obligations with 
the EU, 20.01.21 Resolution of the Cabinet of Ministers 
of Ukraine (CMU) No. 65 approved the Technical Regu-
lations for cosmetic products (hereinafter - the Regula-
tions) [4]. The adopted document is harmonized in ac-
cordance with the requirements of the European “Regula-
tion (EC) No. 1223/2009. European parliament and of 
the council of 30 November 2009 on cosmetic products” 
[5] and radically changes the rules of CP turnover in the

Ukrainian market. According to the adopted rules, CP is 
regulated as an object of technical regulation by the Min-
istry of Health of Ukraine (MHU), and has new require-
ments for quality, safety and efficiency, control over 
which is entrusted to the State Service of Ukraine for 
Medicines and Drug Control (State Service for Medi-
cines). Due to the transfer of CP to the jurisdiction of the 
health care system authorities, the prompt and effective 
implementation of the requirements of the Regulation in 
the state regulatory policy and the activities of business 
entities engaged in all spheres of CP's life is of particular 
importance. Thus, the development of a methodology for 
the effective implementation of the Regulation, taking 
into account the current state of the national licensing 
system and the sectoral legal framework, is an urgent and 
timely task. 

The problem of developing mechanisms for intro-
ducing the requirements of the Regulation into the activi-
ties of the perfumery and cosmetic industry has not yet 
become a subject of consideration by Ukrainian scien-
tists. The authors of the publications study the issues of 
ensuring the quality and safety of CP [6], the functioning 
of the cosmetic market [7, 8], technical regulation of the 
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industry [9]. Foreign scientists analyze the prospects for 
improving the technical regulation of the industry [10], 
introducing modern methods for assessing CP [11, 12] 
and improving its quality and safety [13]. The analysis of 
scientific works on the subject under study demonstrates 
the absence of domestic publications on the development 
of a methodology for the implementation of Technical 
Regulations for cosmetic products. 

The aim of the research – development of a 
methodology for the implementation of Technical Regu-
lations for cosmetic products as an object of authority of 
the Ministry of Health.  

 
2. Research planning (methodology) 
For planning research, the following algorithm of 

actions was developed: 
І stage. Study of the current state of technical reg-

ulation of CP turnover in foreign countries. 
1.1 Analysis of the current state of the technical 

regulation of CP turnover in the USA, China, Japan, 
India, RF. 

1.2. Study of the practice of implementation of the 
Technical Regulations for cosmetic products in the Euro-
pean Union. 

ІІ stage. Analysis of the Technical Regulations for 
cosmetic products. 

2.1. Determination of potential risks in the im-
plementation of Technical Regulations for cosmetic 
products. 

2.2. Analysis and systematization of cause-and-
effect relationships of the I-III levels in the process of 
implementing the requirements of the Regulation on 
cosmetic products. 

ІІІ stage. Development of a methodology for the 
implementation of Technical Regulations for cosmetic 
products. 

3.1. Development of recommendations for an ac-
tion plan to implement the requirements of the Technical 
Regulations for cosmetic products. 

3.2. Development of a methodology for the im-
plementation of Technical Regulations for cosmetic 
products. 

 
3. Materials and methods 
The work used logical, research methods, as well 

as the method of content analysis, which were used to 
scientifically reproduce the dynamics of the development 
of the perfumery and cosmetic industry, conceptualize 
the study of the sectoral legal framework with the aim of 
further meaningful interpretation of the revealed patterns. 
The method of K. Ishikawa was applied to establish 
cause-and-effect relationships in the study of potential 
risks; to develop a methodology for the implementation 
of the Regulation, the methods of process and system 
approaches were applied. 

 
4. Research results 
The initial stage of the research was to study the 

state of the practice of technical regulation of CP turno-
ver in countries with a developed cosmetic market – the 
European Union (EU), the USA, India, China and Japan, 
the Russian Federation over the past three years. The 
legal support of the CP turnover control system in for-
eign countries is represented by various legislative acts 
and has comparable regulatory requirements, which must 
guarantee the basic principles – quality, safety and effi-
ciency of products. The results of the analysis of the 
normative documentation governing the CP circulation 
rules in the EU countries [14, 15], the USA [16], China 
[17, 18], Japan [19, 20], India [21], RF [22], indicate that 
in all studied countries, various mechanisms for the im-
plementation of regulatory policies in relation to cosmet-
ic products are regulated. But, despite the lack of global 
harmonization of regulatory requirements, it is impera-
tive to ensure the safety of CP for consumer health. A 
comparative analysis of the requirements of the regulato-
ry framework of foreign countries for the safety of cos-
metics is presented in Table 1. 

 
Table 1 

Comparative analysis of the regulatory framework governing CP safety requirements in foreign countries 

Countries 
Authorized bodies; the legis-

lative framework 
CP safety assessment regulation 

1 2 3 

EU coun-
tries 

National bodies of the coun-
tries of the commonwealth; 

 
Regulation (EU) No 

1223/2009 of the European 
Parliament of the European 
Council on cosmetic prod-

ucts, 2009 

The safety of CP is confirmed by a safety report, which contains: Quantitative 
and qualitative composition of the product; Physicochemical characteristics and 
product stability; Microbiological quality of the product; Impurities and prod-
uct packaging material information; Predictable product use; The impact of the 
product and substances in its composition; Toxicological profile of substances; 
Adverse effects and serious adverse effects of the product; Product information. 
Research must be carried out in a GLP certified laboratory. A clinical study 
of a group of volunteers is used to assess the irritant and sensitizing effect of 
the product. The product dossier includes report data, compliance with GMP 

requirements, etc. 

USA 

FDA; 
 

Federal Food, Drug, and 
Cosmetic Act), (FD & C Act, 
sec. 201 (and) part 21, chap-
ter IX, subsection VI, 1938г. 

US regulations do not specify specific requirements for testing prod-
ucts/ingredients. The FDA recommends that manufacturers perform the tests 

necessary to ensure the safety of their products and ingredients. The safety of a 
product could be confirmed by: using existing toxicological test data for indi-

vidual ingredients and similar product formulations; performing any additional 
toxicological and other tests. GMP guidelines have recommendatory character. 



Scientific Journal «ScienceRise: Pharmaceutical Science»                                                                     №5 (33)2021 

 43 

Continuation Table 1 

1 2 3 

China 

State Administration of Mar-
ket Regulatory (SAMR); 

National Medical Products 
Administration (NMPA); 

Regulation of Cosmetic Su-
pervision and Administration 
Regulation (CSAR), 2021г. 

Product safety requirements depend on its status - the declaration of special 
use cosmetics (SUC) is allowed after testing its safety and effectiveness in 

accordance with national standards. Applicants must submit research data on 
product performance evaluation on the dedicated NMPA website. 

The SUC dossier should include: the name of the product, a complete list of 
ingredients; safety assessment documentation; test reports; compliance with 

GMP requirements, etc. 
Evaluation of effectiveness can be based on literature data, data from effec-

tiveness studies (including human trials), and consumer tests. 

Japan 

Ministry of Health, Labor and 
Welfare; 

 
Law on Quality Assurance, 
Efficacy and Safety of Me-

dicinal and Medical Devices 
(PMDL) 2019 

 

In the process of preclinical testing of a product, its quality, efficacy and 
safety must be guaranteed. The safety report should contain: results of toxici-

ty, carcinogenicity, local irritant, phototoxicity testing, HRIPT testing; a 
report on the effectiveness and functionality of the product is also required. 

MHLW Technical Guidelines for the Safety Assessment of Quasi-Medicines 
and Cosmetics dated 04.22.21 requires testing for primary and cumulative 

skin irritation. 
Production requirements are regulated by the standards: Good Quality Prac-

tice, 2014; Good Vigilance Practice, 2017; GMP Ministerial Ordinance; 
Submission Documents for Application of GMP Compliance Inspection, 

2019 

India 

Central Organization for the 
Oversight of Medicines 
Standards (CDSCO); 

 
The Cosmetics Rules 2020. 

The Cosmetics Rules 2020 sets out the regulatory requirements for manufac-
turing, testing, labelling, importing, registering and selling cosmetics in India. 
The production and import of “new” cosmetics requires prior approval from 

CDSCO and the provision of safety and efficacy data. The safety of new 
cosmetics is tested by the manufacturer in accordance with IS 4011: 2018 

Test Methods for Evaluating the Safety of Cosmetics. 

RF 

National authorities of the 
Eurasian Customs Union; 

Technical Regulations of the 
Eurasian Customs Union “On 
the safety of perfumery and 

cosmetic products”  
(TR CU 009/2011) 

TR CU 009/2011 provides identification requirements; CP safety: composi-
tion requirements; physicochemical, microbiological, clinical toxicological 

indicators; toxic elements; production; packaging and CP marking. 
Confirmation of the consumer properties of CP can be carried out: accord-
ing to the results of research on volunteers and / or sample models, by in-
strumental methods, based on scientific data for the ingredients in the CP 

composition. 

 
The results of the study indicate that in the studied 

foreign countries, the practice of ensuring the safety of 
CP has been developed and is being improved as one of 
the main conditions for its placement on the market. 

Evaluating the experience of foreign countries, 
special attention was paid to the practice of regulating CP 
turnover in the EU, since the Regulation was developed 
in accordance with the norms of European legislation - 
European Cosmetic Regulation No. 1223/2009. The 
objects of the European Cosmetic Regulation are system-
atized in Fig. 1. 

European Cosmetic Regulation No. 1223/2009 
contains requirements for the specified subjects of regu-
lation, which cover all the processes of the product life 
cycle presented in the diagram (Fig. 2.). 

In order to fulfil the requirements of European 
Cosmetic Regulation No. 1223/2009, for each subject of 
regulation, the relevant standards and guidelines are 
applied, establishing the order of regulated procedures. 

The analysis of the Regulations established that 
the content, form and structure of the normative legal act 
confirms its compliance with European Cosmetic Regu-
lation No. 1223/2009 and the requirements of the Law of 
Ukraine “On Technical Regulations” [23]. At the same 

time, it should be noted that the norms of technical regu-
lation are being introduced into the practice of CP turno-
ver for the first time, in connection with which the Regu-
lation provides for a “transitional” period of entry into 
force - 18 months from the date of publication of the 
decree. The task of the “transitional” stage is to formu-
late the main problematic issues in the implementation of 
the Regulation and develop a methodology for its im-
plementation. 

In order to establish a set of factors capable of influ-
encing the implementation of the Regulation, we identified 
possible risks and studied the possibilities of their elimina-
tion/minimization. When analyzing the prospects for the 
implementation of the requirements of the Regulation, the 
results of previous studies on this issue were used [24, 25]. 
The following were identified as the main reasons that could 
affect the implementation of the Regulation - organizational 
and managerial actions, personnel, financial, regulatory and 
legal support, and also took into account the influence of the 
external factor. The use of the instrumental method of  
K. Ishikawa made it possible to clearly demonstrate the 
scheme of probable cause-and-effect relationships of the 
causes of the I – III levels in the process of implementing 
the requirements of the Regulations (Fig. 3). 
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turnover of products is the timely formation of an infor-
mation database (chemical ingredients, product files, the 
register of responsible persons) and ensuring its availa-
bility on the portals of the Ministry of Health. 

Analyzing the chain of potential risks in the pro-
cess of implementing the requirements of the Regula-
tion, the main reason for their occurrence should be 
noted – the lack of a methodology for the implementa-
tion of this regulatory legal act. It is necessary to pre-
vent potential risks at the stage of document develop-
ment, which will minimize efforts to implement it and 
significantly shorten the “transition” period. Consider-
ing that today the Regulation is at the stage of a “transi-
tional” period for its implementation, it seems appropri-
ate to develop a methodology for the implementation of 
the document's requirements into the activities of the 
objects of its regulation. The proposed methodology for 
the implementation of the Regulation is based on the 
application of the principles of the process approach 
when formulating procedures for its implementation at 
all stages of product turnover, and can be represented 
by the following algorithm: 

1.1. To develop a strategy for the development of 
the national perfumery and cosmetics industry as a so-
cially significant and investment-attractive type of eco-
nomic activity. The implementation period is November 
2021. Responsible person – Ministry of Health, Ministry 
of Economy, professional public organizations; 

1.2. Conduct an analysis of the national legal 
framework in force in the perfumery and cosmetic indus-
try in order to determine the regulatory resource that 
ensures the standardization of the quality and safety of 
cosmetic products. Implementation period – October 
2021. Responsible person – Ministry of Health, Ministry 
of Economy, State Enterprise "Ukrainian Scientific Re-
search and Training Center for Standardization, Certifi-
cation and Quality Problems" (UkrNDNC);  

1.3. Conduct an analysis of European legislation 
governing the requirements for the technical regulation 
of cosmetic products. The implementation period is No-
vember 2021. Responsible person - Ministry of Health, 
Ministry of Economy; 

1.4. Develop a program of action for the imple-
mentation of European legislation in the normative legal 
acts of Ukraine. The implementation period is December 
2021. Responsible person - Ministry of Health, Ministry 
of Economy, UkrNDNC; 

1.5. Develop an action plan for the adoption of na-
tional standards, compliance with which provides a pre-
sumption of conformity of products with European legis-
lation. The implementation period is January 2022. Re-
sponsible person – Ministry of Health, Ministry of Econ-
omy, UkrNDNC;  

1.6. Develop methodological support for the im-
plementation of the Regulation by issuing guidelines for 
the implementation of a set of procedures for all stages of 
the product life cycle. The implementation period is 
March 2022. Responsible person – Ministry of Health, 
Ministry of Economy; 

1.7. Develop an action program for the implemen-
tation of the Regulation, taking into account the concep-
tual approaches to the development of the industry and 
an action plan for the adoption of national standards, 

providing for the timing of the current “transition” period 
and the feasibility of their revision. The implementation 
period is April 2022. Responsible person - Ministry of 
Health, Ministry of Economy;  

1.8. Develop a set of measures for monitoring and 
evaluating the success of the implementation of the Regu-
lation. The implementation period is June 2022. Responsi-
ble person – Ministry of Health, Ministry of Economy.  

 
5. Discussion of research results 
Based on the analysis of the research results, 

tendencies in the problems of technical regulation of 
cosmetic products in the studied foreign countries have 
been established, namely: 

– application of the principles of technical regula-
tion at all stages of the circulation of cosmetic products 
in the consumer market; 

– regulatory legal acts regulate various mecha-
nisms of technical regulation of product turnover, while 
the general requirement is the mandatory guarantee of 
product safety for consumer health; 

– authorized bodies, for the most part, are repre-
sented by government agencies in the field of health care 
and pharmaceutical activities. 

Also, the tendencies of the regulatory policy in re-
lation to CP for the period of the last three years were 
established, the actual topic of which is to establish the 
validity of the declared statements on the functional 
properties of the product and its belonging to the status 
of cosmetic. 

The range of studies of this work, in compari-
son with the article by Mohd Riyaz Beg [10], addi-
tionally provides a comparative analysis of the prac-
tice of technical regulation of products in the cosmetic 
market of Japan, China and the Russian Federation. It 
was found that, in contrast to the practice of rationing 
the status of quasi-drugs in Japan and special-purpose 
cosmetics in China, recognition of products with joint 
therapeutic and cosmetic effects in the USA and India, 
in the EU countries the regulator determines only a 
cosmetic product. At the same time, the European 
regulator declares cosmetics with a dual cosmetic and 
therapeutic effect as a “border product” and is regulat-
ed by the relevant guidelines. Strengthening the re-
quirements for product safety and the range of powers 
of the regulatory authorities, the state assigns the main 
responsibility for compliance with the regulated norms 
to the manufacturer of the products.  

The results of the analysis of the main provisions 
of the Technical Regulations for cosmetic products con-
firm its compliance with the European document. At the 
same time, the provisions of the European Cosmetic 
Regulation No. 1223/2009 are fixed, which are not in-
cluded in the substantive part of the Regulation, the text 
of the Regulation - the right of the authorized bodies to 
make changes and additions to its text. This fact will 
restrict the ability of national authorized bodies to 
promptly make the necessary changes to the text of the 
Regulation. The revealed discrepancies in the list of 
substances prohibited for use (Appendix 2), in our opin-
ion, may negatively affect the objectivity of the assess-
ment of product safety. Also, the Regulation contains 
references to European normative legal acts that are not 
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legitimized in Ukrainian legislation, in particular, Regu-
lation (EC) No. 1272/2008е of the European Parliament 
of 16.12.2008. These facts require a response from the 
national regulator in terms of promptly making the nec-
essary changes to the text of the Regulation. In order to 
minimize potential risks associated with the processes of 
implementing the norms of European legislation into the 
normative legal acts of Ukraine and their introduction 
into the processes of technical regulation of CP, the 
methodology for implementing the Regulation provides 
for an appropriate algorithm of actions. Due to the fact 
that the date of entry into force of the Regulation is Au-
gust 2022, the timing of the implementation of the rele-
vant organizational and managerial measures is very 
limited and requires an effective pooling of efforts of all 
participants in the cosmetic market. 

Study limitations was the study of three of the 
five established factors – organizational and managerial, 
personnel, regulatory and legal, capable of influencing 
the implementation of the Regulation. Also into account 
were taken the influence of the environmental factor.  

Prospects for further research are to continue 
studying the influence of financing factors and the exter-
nal environment on the processes of implementing the 
Regulation, as well as developing a quality management 

system to ensure the safety requirements for perfumery 
and cosmetic products at all stages of their life cycle. 

 
6. Conclusions 
Based on the analysis of the practice of regulating 

CP turnover, the trends of modern regulatory policy in 
the cosmetic market in a number of foreign countries 
have been established; based on the results of studying 
the requirements of European Cosmetic Regulation No. 
1223/2009, the objects of its regulation were identified 
and systematized. Based on the results of the study of the 
situation on the regulation of CP turnover in the Ukraini-
an market, potential risks in the implementation of a 
regulatory legal act were identified and systematized, and 
a methodology for its implementation was proposed, 
which will organizationally ensure the passage of the 
“transitional” period when meeting the requirements of 
the regulatory legal act. 
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