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Abstract. The organizational, legal, scientific,
theoretical, expert, educational, methodological,
and practical measures to support state standards
for the quality, standardization, and control of
medicines during their circulation in healthcare and
pharmacy are comprehensively examined. The
guality  requirements for medicines are
summarized, and the activities are systematically
categorized into organizational-legal, scientific-
theoretical, and practical areas. Proposals have
been developed to enhance and increase the
effectiveness of the quality management system,
while the components of external quality
assessment in professional testing programs are
carefully studied. Additionally, the document
outlines the directions for scientific-expert,
normative activities, and international cooperation,
and it explores collaborative agreements with
scientific and regulatory institutions, paving the
way for innovative practices that further improve
public health outcomes and safety standards.
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Furthermore, the research emphasizes the
importance of cross-disciplinary approaches,
integrating modern technological solutions and
data-driven strategies to streamline regulatory
processes and ensure consistent adherence to safety
protocols. Stakeholder engagement, including
input from healthcare professionals, pharmacists,
and researchers, is considered crucial for
identifying emerging challenges and best practices
within the quality control landscape. Strategic
partnerships with international organizations
reinforce a global commitment to quality
assurance, enabling comprehensive knowledge
exchange and harmonization of regulatory
standards. These initiatives ultimately contribute to
a robust framework that safeguards public health,
fosters  improvement  in pharmaceutical
governance, and enhances system resilience in the
face of challenges.
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Introduction. The European Union’s comprehensive strategy against the illicit trafficking of
falsified medicines underlines the commitment to protecting public health to maintain trust in the
healthcare and pharmaceutical sectors [1, 2]. Therefore, by implementing strict legislation
(Directives) and regulatory measures, innovative security measures, raising awareness among doctors
and pharmacists in Ukraine and promoting international cooperation, the European Union is trying to
protect patients from the dangers of falsified medicines. It is falsified medicines that pose a significant
threat to public health, undermining trust in healthcare and putting patients’ well-being at risk.
Recognizing the seriousness of this problem, the European Union has implemented a multifaceted
strategy to combat the distribution and marketing of falsified medicines in its Member States.
Counterfeit medicines, according to the forensic pharmaceutical assessment criteria, are counterfeit
products intentionally created to deceive consumers (doctors, pharmacists, patients) by imitating
legitimate (registered for circulation) pharmaceuticals (or active pharmaceutical ingredients),

containing [3-9]:



e incorrect ingredients;

e incorrect doses;

e no active ingredients at all, which poses a serious risk to the health and safety of patients;

e contribute to antimicrobial resistance;

e reduce the effectiveness of treatment, resulting in disease complications, the development of
concomitant health disorders, disability, or death, in accordance with ICD-11 [10-12].

In the context of global health, the World Health Organization initiates the implementation of
the 10" edition of the Compendium on Quality Assurance of Pharmaceuticals, which [13]:

= isa collection of guidelines and related materials;

= is an important resource for the healthcare sector of countries around the world, designed to
strengthen pharmaceutical standards;

= plays an important role in compliance with generally accepted standards of good
manufacturing practice (GMP) and inspections;

= through 46 guidelines, including 8 new and 10 revised, provides a comprehensive basis for
improving regulatory systems and international standards for ensuring the quality of
medicines of all clinical and pharmacological, classification and legal, nomenclature and legal
groups [14].

The implementation of the European Union strategy to combat the circulation of falsified
medicines is a guide for the State Service of Ukraine for Medicines and Drug Control. A seminar was
held on this topic (November 27-28, 2024, Kyiv) on licensing and certification of distributors for
compliance with the requirements of good distribution practice (GDP), requirements and rules for
proper transportation and storage of medicines, organized with the participation of the Italian
Medicines Agency (AIFA), the State Control Agency under the Ministry of Health of Lithuania, the
Croatian Agency for Medicines and Medical Devices (HALMED) within the framework of the
European Union's TAIEX institution-building instrument [15]. The seminar participants:

o deepened their knowledge of European Union legislation on licensing and certification of
distributors for compliance with GDP requirements;

o familiarized themselves with the experience of European Union Member States on modern
approaches and current international norms and rules that apply during circulation at the stage
of transportation and storage of medicines;

o studied the issues of development and further implementation of regulatory legal acts and
standards of the European Union in the pharmaceutical sector;

o heard the level of ensuring compliance of national legislation on the quality of medicines and
medical devices with the requirements of the European Union;

o got acquainted with the procedure for implementing European Union projects within the
framework of the Technical Assistance Information Exchange (TAIEX) instrument, which is
an important guarantee of effective implementation of reforms in Ukraine in accordance with
the provisions of the Association Agreement between Ukraine and the European Union; serves
as an effective platform for exchanging best practices in the implementation and use of
institution-building instruments in the countries of the European Neighborhood Instrument.
At the same time, in accordance with the European Union Directives and WHO

recommendations, the 14" annual Pharmacy Summit of Ukraine was held (December 03, 2024,
Kyiv). Isayenko R. (Head of the Service) and Vovk G. (Deputy Head of the Service) represented the
State Service of Ukraine for Medicines and Drug Control. During participation in panel discussions
on the topics “Current Challenges of Today” and “Evolution of Medicines Supply in Turbulent
Times”, it was emphasized [16]:

s the number of licensees in wholesale and retail trade, import of medicines, number of
pharmacies in rural areas;

+ the decisions taken by the State Service of Ukraine for Medicines and Drug Control, which
should contribute to ensuring stable access of the population to medicines;

¢+ the resumption of scheduled inspections by the State Service of Ukraine for Medicines and
Drug Control from January 1, 2025;



state support measures for the opening of pharmacies in rural areas (mobile pharmacies);
regulatory activities of the State Service of Ukraine for Medicines and Drug Control;
understanding of current problems of the pharmaceutical industry and identifying ways to
overcome them.

The Pharmacy Summit was an opportunity to discuss steps to strengthen the national
pharmaceutical infrastructure, further improve the system of legal relations "doctor-pharmacist-
patient™ on the principles of medical and pharmaceutical law, guaranteeing access of the population,
patients and privileged categories of citizens (participants in hostilities, disabled people of groups I
and Il, liquidators of the Chernobyl accident, children, etc.) to high-quality, safe, effective and
economically affordable medicines of all clinical-pharmacological, classification-legal and
nomenclature-legal groups [17].

In order to further improve the system of legal relations "doctor-pharmacist-patient-quality
control expert-lawyer" on the eve of the seminar (27-28.11.2024, Kyiv) [15] and the Pharmacy
Summit of Ukraine (03.12.2024, Kyiv) [16], within the framework of the European Union's
institutional building instrument Technical Assistance Information Exchange (TAIEX) [18], the XXI
International Multidisciplinary Scientific and Practical Conference "Medical and Pharmaceutical
Law of Ukraine: Organization and Economics of Pharmaceutical and Medical Affairs, Drug
Circulation, Technology, Safety, Efficiency, Quality Control, General, Forensic, Evidence-Based and
Clinical Pharmacy and Medicine, Pharmacotherapy of Health Disorders"” (14-15.11.2024, Lviv-Kyiv-
Tallinn) was held. A wide range of issues were considered [19-44]:

> deepening the level of interaction between the countries of the European Union and Ukraine
regarding the further implementation of European norms of pharmaceutical and medical law;

» implementation of the principles of evidence-based pharmacy and effective quality control
(physicochemical, analytical, temperature regime, etc.) at all stages of circulation (storage,
transportation, accounting, use, certification, standardization, quality control, prescription,
administration, etc.) of medicines from development to introduction into industrial production
and medical practice;

» further implementation of the State Pharmacopoeia of Ukraine in all levels of the healthcare
and pharmacy sector;

» strengthening the national pharmaceutical infrastructure, further improvement of the system
of legal relations "doctor-pharmacist-patient” on the principles of medical and pharmaceutical
law;

» guaranteeing access of the population, patients and privileged categories of citizens
(participants in hostilities, disabled people of groups I and I, liquidators of the Chernobyl
accident, patients with diabetes mellitus of groups I and 1) with health disorders (covid, post-
covid, long-covid, cardiovascular, HIV/AIDS, addictive, psychoneurological, oncological,
orphan, PTSD, comorbid, chronic, infectious, non-infectious) to high-quality, safe, effective
and affordable medicines of all clinical-pharmacological, classification-legal and
nomenclature-legal groups

» effective counteraction to the circulation of counterfeit medicines, elimination of medical
errors, violation of the rules for the circulation of medicines, etc.

The purpose of the study was to research based on the principles of the State Pharmacopoeia
of Ukraine and pharmaceutical law, to consider the level of organizational and legal, scientific and
theoretical, scientific and expert, educational and methodological and practical measures
implemented to support state standards for the quality of medicines, standardization and quality
control of medicines during their circulation in the field of health care and pharmacy.

Materials and methods. Research period: 01.01.24-12.12.24. Research base — State
Enterprise "Ukrainian Scientific Pharmacopoeial Center for the Quality of Medicines". International
and state regulatory documents on the topic of the work were used. Quality systems for providing
services for certification of pharmacopoeial standard samples of the State Pharmacopoeia of Ukraine,
conducting scientific research related to the standardization and quality of medicines, are certified for
compliance with the requirements of DSTU ISO 9001: 2009 (certificate UA 2.003.08911-15 dated
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11.03.2015). The Pharmacopoeial Analysis Laboratory of the Pharmacopoeial Center operates in
accordance with the requirements of DSTU ISO/IES 17025:2006 “General requirements for the
competence of testing and calibration laboratories” (except for the requirements for the competence
of calibration laboratories), the recommendations of PIC/S PH 2/95 “Recommendations on the quality
system for official drug control laboratories” and the requirements set forth in the WHO
recommendations “Good practices for national drug control laboratories” (WHO good practices for
pharmaceutical quality control laboratories, WHO TRS No. 957, 2010).

To solve the tasks set, the following research methods were used: documentary, comparative,
regulatory, retrospective, historical, forensic pharmaceutical analysis; mathematical and graphical
methods; statistical evaluation and mathematical data processing were carried out using modern
computer technologies.

Results and discussion. Human life and health are defined in Ukraine as the highest social
value (Article 3) [45]. Therefore, the state takes care of protecting the rights and freedoms, life and
health of every person and patient to access high-quality, effective, safe, and economically affordable
medicines of all clinical and pharmacological, classification and legal, nomenclature and legal groups.

It is the improvement of the system of legal relations "doctor-patient-pharmacist™ on the
principles of pharmaceutical law and awareness of citizens and patients that contributes to their access
to the circulation of high-quality medicines. As experts of the State Service of Ukraine for Medicines
and Drug Control emphasize, the patient, after the doctor prescribes the medicines to him, has the
right to express requirements for the quality of medicines [46]. Requirements to the quality of
medicines are shown in Fig. 1.

’Requirements to the quality of medicines

After prescribing a medication, the patient can collect preliminary information
about its characteristics, analogues, effectiveness and side effects, availability in
the pharmacy network, prices, affiliation to the National List of Medicines and the
"Affordable Medicines" program

The source of information can be drug directories, websites of pharmaceutical
manufacturers, government agencies, international organizations in the field of
drug quality regulation, specialized medical or pharmaceutical websites, etc.

Fig. 1. Requirements to the quality of medicines.

It is important to note that the State Service of Ukraine for Medicines and Drug Control has
identified the State Enterprise “Ukrainian Scientific Pharmacopoeial Center for the Quality of
Medicinal Products” as a structural unit subject to the requirements of the quality management system
[47].

Thus, the State Enterprise “Ukrainian Scientific Pharmacopoeial Center for the Quality of
Medicinal Products” is the leading scientific institution of Ukraine in the field of standardization and
quality control of medicinal products.

The main organizational, legal, scientific, theoretical, and practical areas of activity have been
identified [48, 49]. They are shown in Fig. 2.



Development, support and publication of
the State Pharmacopoeia of Ukraine,

which sets out the state quality standard

for medicines

Main organizational, legal,
scientific, theoretical and
practical areas of activity

Fig. 2. Main organizational and legal, scientific, and theoretical and practical areas of activity.

According to the results of the documentary analysis, it was established that in 2024,
organizational and legal, scientific, and theoretical research at the state enterprise “Ukrainian
Scientific Pharmacopoeia Center for the Quality of Medicines” (hereinafter referred to as the
Pharmacopoeia Center) was carried out in the following areas.

Development of the State Pharmacopoeia of Ukraine

The State Pharmacopoeia of Ukraine was systematically updated as a component of the system
for standardizing the quality control of drugs, its harmonization with the European Pharmacopoeia,
the American Pharmacopoeia (USP), the development and introduction into the State Pharmacopoeia
of texts and articles on the validation and statistics of medicinal plant raw materials, for biological
testing, and the update of the article “Medicines manufactured in pharmacies”.

Amendment 7 to the State Pharmacopoeia of Ukraine in 2 volumes was put into effect by
order of the Ministry of Health of Ukraine dated May 2, 2024 No. 754) [50].

The development and editing of texts for the State Pharmacopoeia of Ukraine, which were
initiated in previous supplements to the State Pharmacopoeia of Ukraine, 2nd edition, continued.

Formation of a base of quality standards for biological medicinal products for veterinary
medicine

Developed: 6 articles on biological tests; 3 articles on biological methods of quantitative
determination; 4 articles on general texts on microbiology; 6 articles on general texts on biological
medicinal products; 2 articles on monographs on dosage forms; 9 articles on monographs on vaccines
for use in veterinary medicine; 1 article on suture materials for human use.

Formation of a base of quality standards for medicinal plant raw materials and medicinal
plant preparations

Developed: 16 new monographs on medicinal plant raw materials, of which 8 are national
monographs, including the monograph "Standardized Cannabis Extract N". 19 monographs on
medicinal plant raw materials were revised; 3 articles on pharmaco-technological tests.

Formation of a database of quality standards for radiopharmaceuticals

Developed: 1 article on new texts.



Formation of a database of quality standards for homeopathic preparations
Developed: 1 article on new texts.

Formation of a database of quality standards for pharmaceutical preparations manufactured
in pharmacies
Developed: 2 new monographs.

Revision of existing texts in accordance with the current edition of PhEur

Developed: 1 section on materials and containers; 2 sections on reagents; 18 articles on
analysis methods; 3 monographs on substances.

Harmonized versions were prepared:

v' general articles of the State Pharmacopoeia of Ukraine on the topic "Chemical precursors for

radiopharmaceuticals";
general text of recommendations on the use of tests for bacterial endotoxins;
general monograph "Radiopharmaceuticals";
monograph on dosage forms "Parenteral drugs";
reviewing the general text 2.2.55. "Peptide mapping".
The Pharmacopoeial Analysis Laboratory is engaged in quality control of drugs. Fig. 3 shows
quantitative indicators of quality control in the areas: state control at the direction of the State Service
of Ukraine for Medicines and Drug Control; analysis at the request of the customer and technical
assistance; development and validation of biological methods; quality analysis by biological
indicators; development of microbiological methods; quality analysis by chemical and
physicochemical indicators.
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Analysis and settlement of complaints, claims, analysis, and implementation of proposals from
employees, customers (if any)

Claims from customers are resolved in the working order. Proposals from employees who
come to the quality management group of the pharmacopoeial analysis laboratory are resolved in the
working order.

Feedback from customers (positive and negative, if any)

During 2024, positive feedback was received from 10 Ukrainian drug manufacturers. Refusals
from testing are also recorded in cases where small enterprises (individual entrepreneurs, small
suppliers of plant raw materials, etc.) do not agree to use the laboratory's services due to the high cost
of testing for these customers.

Functioning of the laboratory quality management system

During the analysis of the effectiveness and efficiency of the quality management system,
assessment of the possibility of its improvement, the need for changes, as well as subsequent adoption
of appropriate decisions, the results of external and internal audits of the laboratory quality
management system were processed. Customers conducted 10 external audits: 3 on-site audits (with
a review of the laboratory by the customer's auditors) and 7 audits in the form of a remote
questionnaire. Internal audits of the quality management system were conducted as planned.

Feedback from customers, including complaints, measures taken to resolve them

Complaints are received orally (by telephone). They are resolved as they are received in a
working order. Complaints (appeals) from customers mostly concern the timing of receiving analysis
results.

Processed data from tests with results outside the specifications, causes of non-conformities



All tests with results outside the OOS specifications are investigated in accordance with CPM
2-1.006. No laboratory errors were detected. All non-conformity analysis results are related to the
quality of the samples provided.

Assessment of the functioning of the quality management system processes

All processes of the quality management system that depend on laboratory employees’
function properly in accordance with the procedures described in internal documents. Providing the
laboratory with material resources depends on the financial capacity of the enterprise.
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Fig. 3. The ratio of the number of batches submitted for laboratory quality analysis.

Changes in the field of certification:
The following methods have been added to the certification of the pharmacopoeial analysis
laboratory:
e quantitative determination of cardiac glycosides by the in vivo method;
¢ identification by the coagulological method in low molecular weight heparins;



e quantitative determination of heparin.

Biological methods of analysis

Development of general articles of the State Pharmacopoeia of Ukraine for biological tests.
For the first time in Ukraine, a set of works was carried out on the implementation and verification
of the most modern method for determining pyrogenic contamination using recombinant protein. A
monograph of the State Pharmacopoeia of Ukraine on the topic "Tests for bacterial endotoxins using
recombinant factor C" was developed.

Proposals for improving and increasing the effectiveness of the quality management system
Proposals for improving and increasing the effectiveness of the quality management system
were developed (Fig. 4).

Proposals for improving and
increasing the effectiveness of
the quality management system

Quality control of medicines on behalf of the

Fig. 4. Proposals for improving and increasing the effectiveness of the quality management system.

Experimental support sector for the development of monographs on medicinal plant raw
materials

Main areas: development, certification, implementation of pharmacopoeial standard samples
of the State Pharmacopoeia of Ukraine of plant origin, quality control of medicinal plant raw
materials. Preparation of a dossier for each type of medicinal plant raw materials in accordance with
CPM 4-1.004 "Procedure for the development of national monographs and/or monographs with a
national part on medicinal plant raw materials for inclusion in the State Pharmacopoeia of Ukraine".

Developed:

e Procedure for developing pharmacopoeial standard samples of the State Pharmacopoeia of
Ukraine on medicinal plant raw materials

e Procedure for purchasing, storing, and disposing of medicinal plant raw materials
Revised:

o “Procedure for developing national monographs and/or monographs with a national part on
medicinal plant raw materials for inclusion in the State Pharmacopoeia of Ukraine”.



Development of draft monographs for the State Pharmacopoeia of Ukraine:
» 20 new monographs on medicinal plant raw materials, including 7 national monographs
» 19 monographs on medicinal plant raw materials in accordance with EuPh 11.7
» 5 general monographs

DS

DS

DS

Educational and methodological activities. Professional Testing Programs

Professional testing programs for pharmaceutical quality control laboratories train personnel
to perform standard analytical procedures [51, 52]. External assessment of the quality of analytical
results is shown in Fig. 5.

Analyst's work with a volumetric flask, evaluation of
analyst's work with volumetric flasks, providing
participants with the necessary information to identify
problems and improve their work with measuring
vessels, providing participants with recommendations
on criteria for evaluating analyst's qualifications when
working with volumetric flasks

Quantitative determination of analytes in solution by
liguid chromatography, evaluation of the work of
analytical laboratories for quality control of medicinal
products when conducting quantitative tests by liquid
chromatography, providing participants with the
necessary information to identify problems and
improve their work when conducting quantitative tests
by liquid chromatography

Fig. 5. External assessment of the quality of analysis results.

Statistical assessment of the level of qualification of analysts when working with a volumetric
flask was carried out according to the approaches of the State Pharmacopoeia of Ukraine. The
acceptance criterion calculated for the maximum permissible level of unsatisfactory results of 5%
adopted in analytical practice is 8.1. According to the results of the statistical assessment, the level of
qualification of analysts when working with a volumetric flask in the industry is unsatisfactory.
Laboratories that showed unsatisfactory results require further training of personnel.

In the task “Quantitative determination of the analysis in solution by liquid chromatography”
an integral test was used to assess the test participants, which assesses the correctness of the
functioning of the components of the analytical system. The correctness of the test was assessed
according to the main and additional acceptance criteria, as follows:

= 4] analysts (98% of the total number of participants) received satisfactory results when
assessed according to the main acceptance criterion;

= 38 analysts (90% of the total number of participants) received satisfactory results when
assessed according to the additional acceptance criterion.

Laboratories that received unsatisfactory results require staff training and, possibly,
verification of the correct functioning of the components of the analytical system.



Scientific and expert, international cooperation
Scientific and expert, international cooperation is shown in Fig. 6.

emeeting of the European Pharmacopoeia Commission (Decree of the President of Ukraine dated March
1 13,2024 No. 155/2024) [53]

emonthly (online) meetings of the secretariats of the national pharmacopoeial bodies of the European
2 Pharmacopoeia member countries

eprocessing comments and making proposals in the monographs of the European Pharmacopoeia and
3 the work of the European Pharmacopoeia Commission

emeeting (April 11, 2024) of the European Committee for Pharmaceuticals and Pharmaceutical
4 Assistance (CD-P-PH), in videoconference format

econsultations (May 02-03, 2024) of the World Health Organization on quality control and
5 pharmacopoeial specifications for medicinal products

econsultations (May 08, 2024) of the World Health Organization on the rational use of standard samples
6 by national laboratories for the quality control of medicines

emeeting (June 04-05, 2024) of the Committee of Experts on the Classification of Medicinal Products
7 with Regard to Their Supply (CD-P-PH/PHO), in videoconference format

eparticipation in the conference (June 11-12, 2024) EDQM "Today, Tomorrow, Together", dedicated to
8 the 60th anniversary of the EDQM and the European Pharmacopoeia

eparticipation in the preparatory meeting (June 27, 2024) dedicated to the 15th International Meeting
9 of World Pharmacopoeias, in the format of a video conference

eparticipation in webinars (August 14, 2024, August 20, 2024 of the World Health Organization on the
World Health Organization Guidelines "Good Practices for Pharmaceutical Quality Control
10 Laboratories" (GPPQCL)

b *Meeting of the Global Network of National Medicines Quality Control Laboratories (October 1-3, 2024,
11 Rio de Janeiro, Brazil) at the invitation of the World Health Organization (WHO-GNP)

b

Fig. 6. Scientific and expert, international cooperation.

Among the organizational and legal measures, it is necessary to indicate the instruction of the
Minister of Health of Ukraine Lyashko V. dated December 29, 2023 No. DM64/6-23 and the order
of the State Service for Medicines and Drug Control dated August 19, 2024 No. 1268. Experts of the



Pharmacopoeia Center studied, developed, and revised draft regulatory legal acts to implement the
Law of Ukraine dated July 28, 2022 No. 2469-IX “On Medicines” [54]. The areas of regulatory
activity are shown in Fig. 7.

Fig. 7. Areas of regulatory activity.

The results of the work of the working group on the development of regulatory legal acts for
the implementation of the Law of Ukraine “On Medicinal Products” No. 2469-1X [58] are shown in
Fig. 8.
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Fig. 8. Developments in the development of regulatory legal acts for the implementation of the Law
of Ukraine “On Medicinal Products” No. 2469-1X

Scientific and expert employees of the Pharmacopoeia Center ensured the implementation of
the agreements stipulated in the Memorandum of Understanding signed between the US
Pharmacopoeia Convention and the State Service for Medicines and Drug Control, the European
Union, and the Ministry of Health of Ukraine (Fig. 9).

Fig. 9. Agreements in the Memorandum of Understanding.

Participated (18.04.2024) in the explanatory session of the European Commission on
consumer protection and health protection. It took place within the framework of the official EU
screening, dedicated to Chapter 28 “Consumer protection and health protection” [59]. The
implementation of Chapter 28 “Consumer protection and health protection” [59] is shown in Fig. 10.



Fig. 10. Implementation of Section 28 “Consumer Protection and Health Care” [59].

Among the important practical measures to improve the level of work of the Pharmacopoeia
Center, important cooperation agreements have been concluded [60-62].

A cooperation agreement has been concluded with the Private Scientific Institution “Scientific
and Research University of Medical and Pharmaceutical Law” (Fig. 11).

At the joint initiative of the Pharmacopoeia Center and the State Service for Medicines and
Drug Control in the Kharkiv Region, a Memorandum of Cooperation was concluded (Fig. 12).

At the joint initiative of the Pharmacopoeia Center and the Kharkiv Regional State Laboratory
of the State Service of Ukraine for Food Safety and Consumer Protection, a Memorandum of
Cooperation was concluded with the aim of:

v' ensuring cooperation in the exchange of experience and expanding professional knowledge;

v’ effective interaction, development of long-term partnerships to maintain the high reputation
of leading institutions in the state and at the international level;

v’ providing advisory support in key areas of further cooperation, strengthening cooperation,
which opens new prospects for both organizations, which is especially relevant in difficult
conditions of war and other challenges (pandemic, monkeypox virus, post-covid syndrome,
circulation of counterfeit medicines), to ensure pharmaceutical and medical security in
Ukraine.



COOPERATION AGREEMENT

e development of key areas of science, education, and healthcare

e the main goal of the partnership is quality control of medicines of all clinical and
pharmacological, classification and legal, nomenclature and legal groups

e development of human resources in the field of pharmacy, medicine, chemistry;
creation of one-time specialized scientific councils for the defense of PhDs

e support for higher medical, pharmaceutical education and scientific research

e implementation of joint scientific programs and projects

e development and approval at the state level of areas of joint scientific and research
activities

e development of innovative approaches to training, advanced training, internships,
professional testing, specialization of specialists in the field of pharmacy,
chemistry, biology, medicine in the system of continuous professional
development to improve knowledge and skills to meet the modern challenges of
the pharmaceutical industry and the healthcare sector [63]

e normative activity, improvement of legislation, regulatory legal acts, instructional
and methodological materials to raise the level of pharmaceutical law and medical
law in the legal support of the domestic pharmaceutical industry;

o the agreement is the foundation for addressing urgent challenges in the
pharmaceutical and healthcare sectors, in terms of creating conditions to ensure
citizens and patients' access to modern, high-quality, safe, effective, and
affordable medicines, as well as for training highly qualified personnel who will
be able to work according to the highest international standards using artificial
intelligence

Fig. 11. Cooperation Agreement with the Private Scientific Institution “Scientific and Research
University of Medical and Pharmaceutical Law™.

MEMORANDUM OF COOPERATION

e ensuring cooperation in educational and scientific activities for
the development of the pharmaceutical industry;

e exchange of experience, expansion of professional knowledge,
provision of advisory support, assistance in conducting scientific
research in the pharmaceutical market of Ukraine and the world;

e preparation of joint publications on scientific and professional
topics;

e joining forces and joint work will contribute to the development
and improvement of the pharmaceutical industry of Ukraine, the
establishment of modern international standards of quality of
medicines and integration into the European and world
pharmaceutical market

Fig. 12. Memorandum of Cooperation between the Pharmacopoeia Center and the State Service for
Medicines and Drug Control in Kharkiv Region.



Thus, based on the State Pharmacopoeia of Ukraine and pharmaceutical law, the level of
organizational, legal, scientific, expert, educational, methodological, and practical measures
implemented during 2024 by expert and scientific specialists of the Pharmacopoeial Center to support
state quality standards for medicines, as well as standardization and quality control of medicines
during their circulation in the field of healthcare and pharmacy was considered.

Conclusions. The strategy of the World Health Organization on the implementation of the
10™ edition of the Compendium on Quality Assurance of Pharmaceuticals was considered. The levels
of interaction between the countries of the European Union and Ukraine on the further
implementation of European norms of pharmaceutical and medical law were analyzed. The directions
of organizational, legal, scientific, theoretical, and practical measures of the Pharmacopoeial Center
were studied (certification of pharmacopoeial standard samples of medicines; quality control of
medicines, professional laboratory testing programs; scientific activity).

Declaration of conflict interest. The authors declared no potential conflicts of interest with
respect to the research, authorship, and/or publication of this article. The authors confirm that they
are the authors of this work and have approved it for publication. The authors also certify that the
obtained data and research were conducted in compliance with the requirements of moral and ethical
principles based on medical and pharmaceutical law, and in the absence of any commercial or
financial relationships that could be interpreted as potential conflict of interest.

Funding. The authors state, that this research received no specific grant from any funding
agency in the public, commercial, or not-for-profit sectors.

Data availability statement. The datasets analyzed during the current study are available
from the corresponding author on reasonable request.

References.
1. Substandard  and  falsified medical products. @ WHO. 03.12.2024. URL:
https://www.who.int/news-room/fact-sheets/detail/substandard-and-falsified-medical-products
2. Report from the Commission to the European Parliament and the Council on trends in the
falsification of medicinal products and measures provided according to Directive 2011/62/EU as
required in Article 3 thereof. European Commission. 2024. P. 1-14. URL: https://eur-
lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52024DC0274
3. Comprehending EU's Strategy for Combatting Falsified Medicines. Freyr. 18.03.2024. URL:
https://www.freyrsolutions.com/blog/comprehending-eus-strategy-for-combatting-falsified-
medicines
4. Eiben H., Hala L., Slipchuk V. The current state of the pharmaceutical market of Ukraine,
quality assurance and falfication of medicines. Pharmacia. Vol. 68. No 2. P. 411-419. URL:
https://pharmacia.pensoft.net/article/64723/
5. Nistor A.-L., Pisani E., Kok V.O. Why falsified medicines reach patients: an analysis of
political and economic factors in Romania. BMJ Global. 2023. Vol. 6. Issue Suppl 3. URL:
https://gh.bmj.com/content/6/Suppl_3/e009918
6. Pisani E., Hasnida A., Rahmi M. et al. Substandard and Falsified Medicines: Proposed
Methods for Case Finding and Sentinel Surveillance. JMIR Public Health Surveill. 2021. Vol. 7. No
8.€29309. URL: https://publichealth.jmir.org/2021/8/€29309/citations
7. Shapovalova V., Shapovalov V., Osyntseva A. et al. Organization of the Pharmaceutical
Business, Industrial Pharmacy and Forensic Pharmacy Concerning the Competences of Quality
Management During the Circulation of Medical Products: GxP Standards. Actual Problems of
Medicine and Pharmacy. 2022. Vol. 3. No 2. P. 1-20. DOI: https://doi.org/10.52914/apmp.v3i2.44
8. Shapovalov V., Veits O. Medical and Pharmaceutical Law in Erasmus+: Study of the
Disciplines by Medical Students as a Basis for Training of Healthcare Professionals in Prevention of



https://www.who.int/news-room/fact-sheets/detail/substandard-and-falsified-medical-products
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52024DC0274
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:52024DC0274
https://www.freyrsolutions.com/blog/comprehending-eus-strategy-for-combatting-falsified-medicines
https://www.freyrsolutions.com/blog/comprehending-eus-strategy-for-combatting-falsified-medicines
https://pharmacia.pensoft.net/article/64723/
file:///C:/Users/admin/Downloads/Vol.%206.%20Issue%20Suppl%203
https://gh.bmj.com/content/6/Suppl_3/e009918
https://publichealth.jmir.org/2021/8/e29309/citations
https://doi.org/10.52914/apmp.v3i2.44

Medical Errors and Crimes. SSP Modern Law and Practice. 2024. Vol. 4. 4. P. 1-17. DOLI:
https://doi.org/10.53933/sspmlp.v4i4.169

0. Shapovalova V., Osyntseva A., Malekh H. et al. Pharmacy of the Future: development of the
thematic improvement cycle "Latest discoveries and Prospects in the field of Pharmacy". Actual
Problems of Medicine and Pharmacy. 2024. Vol. 5. No 2. 1-18. DOLI
https://doi.org/10.52914/apmp.v5i2.66

10.  Shapovalova V. The ICD-11 For the Twenty-First Century: The First View from The
Organizational, Legal, Clinical and Pharmacological Aspects. SSP Modern Pharmacy and Medicine.
2022. Vol. 2. No 1. P. 1-13. DOI: https://doi.org/10.53933/sspmpm.v2il.37

11.  Ivanishyn-Hayduchok L., Shapovalova V., Shapovalov V. ICD-11: Organizational and Legal,
Medical and Pharmaceutical, Social and Economic Issues of Implementation of the Program of State
Guarantees of Medical Care in 2022 in Ukraine, Based on The Fundamental Principles of the
European Union. SSP Modern Pharmacy and Medicine. 2022. Vol. 2. No 2. P. 1-14. DOI:
https://doi.org/10.53933/sspmpm.v2i2.53

12. Shapovalova V. The main changes in the ICD-11. Preprint. Version 1. 2024. DOI:
https://doi.org/10.61829/7fvvxaS7.

13. WHO launches Pharmaceutical Quality Assurance guidelines, 10th edition. WHO.
10.02.2024. URL:  https://www.who.int/news/item/29-02-2024-who-launches-pharmaceutical-
quality-assurance-guidelines--10th-edition

14, Shapovalov V.V., Gudzenko A.O., Shapovalova V.O. et al. Clinical and pharmacological,
classification and legal, nomenclature and legal distribution of medicines for pharmacotherapy of
depression among combatants (F32-33). Health of Society. 2021. Vol. 7 No. 4. P. 181-186. DOI:
https://doi.org/10.22141/2306-2436.7.4.2018.148361

15.  TAIEX Seminar. Day Two. Exchange of Experience for the Implementation of European
Standards. State Service of Ukraine for Medicines and Drug Control. 28.11.2024. URL:
https://www.dls.gov.ua/ua_regions/ua-main/page/2/?post_type=news

16.  The State Service of Ukraine for Medicines and Drug Control participated in the 14th Annual
Pharmacy Summit of Ukraine. State Service of Ukraine for Medicines and Drug Control. 03.12.2024.
URL: https://www.dls.gov.ua/ua_regions/ua-main/page/2/?post_type=news

17.  Resolution of the Cabinet of Ministers of Ukraine dated August 17, 1998 No. 1303 “On
Regulating the Free and Preferential Dispensing of Medicines According to Doctors’ Prescriptions in
the Case of Outpatient Treatment of Certain Population Groups and Certain Categories of Diseases”.
Verkhovna Rada of Ukraine. Revision dated 04.05.2023. URL:
https://zakon.rada.gov.ua/laws/show/1303-98-%D0%BF#Text

18.  TAIEX. Official web portal of the Regulator — National Commission for State Regulation in
the Spheres of Energy and Utilities. 24.03.2021. URL: https://www.nerc.gov.ua/pro-
nkrekp/mizhnarodne-spivrobitnictvo/mizhnarodni-
proekti/taiex#:~:text=TAIEX%?20(Technical%20Assistance%20Information%20Exchange.%D0%B
19.  XXI International Multidisciplinary Scientific and Practical Conference ‘“Medical and
Pharmaceutical Law of Ukraine: Organization and Economics of Pharmaceutical and Medical
Affairs, Drug Circulation, Technology, Safety, Efficiency, Quality Control, General, Forensic,
Evidence-Based and Clinical Pharmacy and Medicine, Pharmacotherapy of Health Disorders”.
Private Scientific Institution “Research University of Medical and Pharmaceutical Law”. 2024.
https://srumpl.org/Conference2024.html

20. Shapovalov V., Veits O. Medical and Pharmaceutical Law in Erasmus+: Study of the
Disciplines by Medical Students as a Basis for Training of Healthcare Professionals in Prevention of
Medical Errors and Crimes. SSP Modern Law and Practice. 2024. Vol. 4. No. 4. 1-17. DOLI:
https://doi.org/10.53933/sspmlp.v4i4.169



https://doi.org/10.53933/sspmlp.v4i4.169
https://doi.org/10.52914/apmp.v5i2.66
https://doi.org/10.53933/sspmpm.v2i1.37
https://doi.org/10.53933/sspmpm.v2i2.53
https://doi.org/10.61829/7fvvxa57
https://www.who.int/news/item/29-02-2024-who-launches-pharmaceutical-quality-assurance-guidelines--10th-edition
https://www.who.int/news/item/29-02-2024-who-launches-pharmaceutical-quality-assurance-guidelines--10th-edition
https://doi.org/10.22141/2306-2436.7.4.2018.148361
https://www.dls.gov.ua/ua_regions/ua-main/page/2/?post_type=news
https://www.dls.gov.ua/ua_regions/ua-main/page/2/?post_type=news
https://zakon.rada.gov.ua/laws/show/1303-98-%D0%BF#Text
https://www.nerc.gov.ua/pro-nkrekp/mizhnarodne-spivrobitnictvo/mizhnarodni-proekti/taiex#:~:text=TAIEX%20(Technical%20Assistance%20Information%20Exchange,%D0%B
https://www.nerc.gov.ua/pro-nkrekp/mizhnarodne-spivrobitnictvo/mizhnarodni-proekti/taiex#:~:text=TAIEX%20(Technical%20Assistance%20Information%20Exchange,%D0%B
https://www.nerc.gov.ua/pro-nkrekp/mizhnarodne-spivrobitnictvo/mizhnarodni-proekti/taiex#:~:text=TAIEX%20(Technical%20Assistance%20Information%20Exchange,%D0%B
https://srumpl.org/Conference2024.html
https://doi.org/10.53933/sspmlp.v4i4.169

21. Haiduchok 1., Gumenyuk O., Malekh H. et al. Pharmaceutical and Medical law in the field of
health care: Ensuring the availability of the latest medical technologies and Circulation of Medicinal
products for Patients. Actual Problems of Medicine and Pharmacy. 2024. Vol. 5. No. 1. P. 1-17. DOI:
https://doi.org/10.52914/apmp.v5il.65

22.  Shapovalov V. Multidisciplinary study of medical errors in the system of legal relations
between "Doctor-Patient-Pharmacist-Advocate" during the circulation of drugs. SSP Modern
Pharmacy and Medicine. 2023. Vol. 3. No. 2. P. 1-11. DOI: https://doi.org/10.53933/sspmpm.v3i2.88
23. Shapovalova V., Shapovalov V., Hmelevskoy N. et al. Forensic and pharmaceutical aspects of
counteracting the circulation of substandard and counterfeit medicines. Health of Society. 2017. Vol.
6. No. 1-2. P. 98-102. DOI: https://doi.org/10.22141/2306-2436.6.1-2.2017.122109

24. Shapovalov V.V., Shapovalov V.V., Shapovalova V.O. et al. Forensic and Pharmaceutical
Risks: Inadequate Performance of Professional Duties by the Medical or Pharmaceutical Officer, That
Hindering Medical Supply of the Preferential Contingent Based on the Pharmaceut ical Law. Theory
& Prac. Juris. 2014. Vol. 6(2) P. 1-10. URL:
https://heinonline.org/HOL/LandingPage?handle=hein.journals/theopju6&div=42&id=&page=

25.  Haduchok I., Shapovalov V., Shapovalov V. Organizational and Legal Study and
Implementation by Administrative Staff of Higher Education of Licensing Conditions for Educational
Activities in Ukraine During COVID-19 Pandemic. Actual Problems of Medicine and Pharmacy.
2022. Vol. 3. No. 1. P. 1-30. DOI: https://doi.org/10.52914/apmp.v3il.38

26. Shapovalova V., Shapovalov V., Shapovalov V. et al. The COVID-19 Pandemic (Strains
"Delta", "Omicron"): Particularities of Study on the Thematic Cycle "General Pharmacy Based on
Pharmaceutical Law". Actual Problems of Medicine and Pharmacy. 2022. Vol. 3. 1. No 1-18. DOI:
https://doi.org/10.52914/apmp.v3il.36

27. Shapovalov V.V., Shapovalov V.V., Gudzenko A.A. et al. Interdisciplinary Connection
between Criminal Law and Pharmaceutical Law in the Course of Circulation of Narcotic Substances
for Pharmaceutical Provision of Privileged Categories of Affected Oncological Patients. Theory &
Prac. Juris. 2018. Vol. 13. P. 1-12. DOI: https://doi.org/10.21564/2225-6555.2018.13.140951

28. Shapovalova V.A., Shapovalov V.V., Hmelevskiy N.A. Forensic and pharmaceutical study of
factors termination of the license of the turnover of drugs in rural areas. Farmatsevtychnyi Zhurnal.
2013. No.5. P.35-42. URL: https://pharmj.org.ua/index.php/journal/article/view/373

29. Shapovalova V. Innovative approaches to medical and pharmaceutical care, pharmacotherapy,
and availability of pharmaceutical supplies for Tuberculosis patients in wartime. SSP Modern
Pharmacy and Medicine. 2025. Vol. 5. No. 1. P. 1-17. URL:
https://doi.org/10.53933/sspmpm.v5il.170

30. Shapovalov V., Zakalyk H., Gubaryeva O. Interdisciplinary study on the peculiarities of
preservig the mental health of minors and youth in conditions of martial law. SSP Modern Law and
Practice. 2025. Vol.5. No.1. P.1-24. URL: https://doi.org/10.53933/sspmlp.v5il.171

31. Osyntseva A. The Potential of Vitamin D in Tuberculosis Pharmacotherapy: Retrospective,
Marketing Review, and Application Prospects. SSP Modern Pharmacy and Medicine. 2025. Vol.5.
No.1. P.1-15. URL: https://doi.org/10.53933/sspmpm.v5il.172

32.  Osyntseva A. Use of Vitamins in Pharmacotherapy of Tuberculosis: retrospective and
marketing analysis. SSP Modern Pharmacy and Medicine. Vol.4. No.4. P.1-15. URL:
https://doi.org/10.53933/sspmpm.v4i4.164

33.  Nevzghoda O., Shapovalov V., Osyntseva A., Shapovalova V. Codeines medicine: ABC/VED
analysis, effectiveness and rationality of application. Annals of Mechnikov Institute. 2024. No.4.
P.29-34. URL: https://doi.org/10.5281/zenodo.14275098



https://doi.org/10.52914/apmp.v5i1.65
https://doi.org/10.53933/sspmpm.v3i2.88
https://doi.org/10.22141/2306-2436.6.1-2.2017.122109
https://heinonline.org/HOL/LandingPage?handle=hein.journals/theopju6&div=42&id=&page=
https://doi.org/10.52914/apmp.v3i1.38
https://doi.org/10.52914/apmp.v3i1.36
https://doi.org/10.21564/2225-6555.2018.13.140951
https://pharmj.org.ua/index.php/journal/article/view/373
https://doi.org/10.53933/sspmpm.v5i1.170
https://doi.org/10.53933/sspmlp.v5i1.171
https://doi.org/10.53933/sspmpm.v5i1.172
https://doi.org/10.53933/sspmpm.v4i4.164
https://doi.org/10.5281/zenodo.14275098

34. Shapovalova V. Administration, marketing, pharmacotherapy of medicines in Neuro-
Oncology. SSP Modern Pharmacy and Medicine. 2024. Vol4. No.4. P.1-12. URL:
https://doi.org/10.53933/sspmpm.v4i4.161

35. Shapovalov V., Derkach A. Marketing analysis and availability of drugs with ATC Code
NO7BB: current trends. SSP Modern Pharmacy and Medicine. 2024. Vol.4. No.4. P.1-10. URL:
https://doi.org/10.53933/sspmpm.v4i4.167

36.  Osyntseva A. Administration of drugs for pharmacotherapy of Tuberculosis according to GSP
requirements. SSP Modern Pharmacy and Medicine. 2024. Vol.4. No.2. P.1-17. URL:
https://doi.org/10.53933/sspmpm.v4i2.140

37.  Shapovalova V. Musculoskeletal health systematic review: clinical and pharmacological,
organizational and legal, administration and pharmaceutical management aspects. SSP Modern
Pharmacy and Medicine. 2024. Vol.4. No.2. P.1-12. URL: https://doi.org/10.53933/sspmpm.v4i2.134
38. Shapovalova V. Post-Traumatic Stress Disorder: administration, clinical and pharmacological,
organizational and legal, pharmaceutical management, recent case studies. SSP Modern Pharmacy
and Medicine. 2024. Vol.4. No.1. P.1-8. URL: https://doi.org/10.53933/sspmpm.v4il.123

39. Shapovalova V. Monkeypox virus — new challenges of modernity: experimental
organizational and legal, clinical and pharmacological studies. SSP Modern Pharmacy and Medicine.
2022. Vol.2. N.3. P.1-15. URL: https://doi.org/10.53933/sspmpm.v2i3.54

40. Shapovalov V., Osyntseva A., Shapovalov V. Organization of pharmaceutical business, drug
technology, forensic and clinical pharmacy: multidisciplinary innovative nanotechnologies in the
development and implementation of new medical products to medical and pharmaceutical practice.
SSP  Modern  Pharmacy and  Medicine. 2022.  Vol.2. No.3. P.1-18. URL:
https://doi.org/10.53933/sspmpm.v2i3.61

41. Shapovalova V. Forensic and pharmaceutical risks in the organization of pharmacotherapy of
covid, post-covid and long-covid disorders. COVID-19 and vaccination practice standards. SSP
Modern  Pharmacy and Medicine. 2022. Vol. 2. No. 4. P. 124, URL:
https://doi.org/10.53933/sspmpm.v2i4.69

42.  Nehretskii S. Forensic and pharmaceutical, organizational and legal studies of illegal
circulation, danger and drug addiction from cannabinoids. SSP Modern Pharmacy and Medicine.
2022. Vol.2. No.4. P.1-15. URL: https://doi.org/10.53933/sspmpm.v2i4.71

43. Osyntseva A. Polydrug addiction: multidisciplinary forensic and pharmaceutical,
organizational and legal, and technological study of factors of formation and development. SSP
Modern Pharmacy and Medicine. 2022. Vol.2. No.4. P.1-14. URL:
https://doi.org/10.53933/sspmpm.v2i4.72

44, Shapovalova V. An Innovative multidisciplinary study of the availability of coronavirus
vaccines in the world. SSP Modern Pharmacy and Medicine. 2022. Vol.2. No.2. P.1-17 URL:
https://doi.org/10.53933/sspmpm.v2i2.45.

45.  Constitution of Ukraine. Bulletin of the Verkhovna Rada of Ukraine. 1996. No. 30, p. 141.
Edition dated 01.01.2020. URL:  https://zakon.rada.gov.ua/laws/show/254%D0%BA/96-
%D0%B2%D1%80#Text

46.  Requirements for the quality of medicines. State Service of Ukraine for Medicines and Drug
Control. 28.08.2020. URL: https://www.dls.gov.ua/for_subject/

47. Structural units subject to the requirements of the quality management system of the State
Service of Ukraine for Medicines and Drug Control. 30.10.2024.URL: https://www.dls.gov.ua

48. Gryzodoub O. 30 Years of The National System of Standardization, Metrology and Quality
Control of Medicinal Products in Ukraine: Main Achievements, Problems and Development
Prospects. SSP Modern Law and Practice. 2022. Vol. 2. No. 3. P. 1-21. DOL
https://doi.org/10.53933/sspmlp.v2i3.67



https://doi.org/10.53933/sspmpm.v4i4.161
https://doi.org/10.53933/sspmpm.v4i4.167
https://doi.org/10.53933/sspmpm.v4i2.140
https://doi.org/10.53933/sspmpm.v4i2.134
https://doi.org/10.53933/sspmpm.v4i1.123
https://doi.org/10.53933/sspmpm.v2i3.54
https://doi.org/10.53933/sspmpm.v2i3.61
https://doi.org/10.53933/sspmpm.v2i4.69
https://doi.org/10.53933/sspmpm.v2i4.71
https://doi.org/10.53933/sspmpm.v2i4.72
https://doi.org/10.53933/sspmpm.v2i2.45
https://zakon.rada.gov.ua/laws/show/254%D0%BA/96-%D0%B2%D1%80#Text
https://zakon.rada.gov.ua/laws/show/254%D0%BA/96-%D0%B2%D1%80#Text
https://www.dls.gov.ua/for_subject/
https://www.dls.gov.ua/
https://doi.org/10.53933/sspmlp.v2i3.67

49, Gryzodoub O., Shapovalov V. Quality Systems in Pharmacy: Multidisciplinary Context of the
State Pharmacopoeia of Ukraine. SSP Modern Law and Practice. 2023. Vol. 3. No. 1, P. 1-23. DOI:
https://doi.org/10.53933/sspmlp.v3il.81

50.  Order of the Ministry of Health of Ukraine dated 02.05.2024 No. 754 "On approval and
introduction into force of Supplement No. 7 to the 2nd volume of the State Pharmacopoeia of Ukraine
(IT edition)". Ministry of Health of Ukraine. 2024. URL: https://moz.gov.ua/uk/decrees/nakaz-moz-
ukraini-vid-02052024--754-pro-zatverdzhennja-i-vvedennja-v-diju-dopovnennja--7-u-2-h-tomah-
derzhavnoi-farmakopei-ukraini-ii-vidannja

51.  Standardization, metrology and statistics in chemical analysis. The concept of uncertainty —
the approach of the State Pharmacopoeia of Ukraine. 16.09.2024. 25 p.

52.  The deadline for submitting the results of the participants of the 19th round of the Professional
Testing Program has been extended to July 12, 2024, 2024. URL: https://sphu.org/programa-
profesijnogo-testuvannya/19-j-raund-programy-profesijnogo-testuvannya-laboratorij-z-kontrolyu-
yakosti-likarskyh-zasobiv

53. Decree of the President of Ukraine No. 155/2024 “On the Delegation of Ukraine to Participate
in the Meetings of the European Pharmacopoeia Commission”. Official Internet Representation.
2024. URL: https://www.president.gov.ua/documents/1552024-50081

54. A meeting of the working group on the development of regulatory legal acts for the
implementation of the Law of Ukraine “On Medicinal Products” was held. State Enterprise
“Ukrainian Scientific Pharmacopoeial Center for the Quality of Medicinal Products”. 02.09.2024.
URL: https://sphu.org/vidbulos-zasidannya-robochoyi-grupi-z-pitan-rozrobki-normativno-pravovix-
aktiv-dlya-realizaciyi-zakonu-ukrayini-pro-likarski-zasobi-news.html

55.  Law of Ukraine “On Medicinal Products”. Verkhovna Rada of Ukraine (VVR). 2023. No. 20-
21, Art. 84. Edition dated 01.01.2025. URL: https://zakon.rada.gov.ua/laws/show/2469-20#Text

56.  Order of the Ministry of Health dated 24.09.2010 N 809 “On Amendments to the Order of the
Ministry of Health dated 16.02.2009 N 95”. Verkhovna Rada of Ukraine. Adopted on 24.09.2010.
URL: https://zakon.rada.gov.ua/rada/show/v0809282-10

S7. Order of the Ministry of Health of Ukraine dated February 16, 2009 No. 95 (as amended by
the Order of the Ministry of Health of Ukraine dated May 04, 2020 No. 1023) ST-N MOZU 42-
4.0:2020 (The Rules Governing Medicinal Products in the European Union. Volume 4. EU Guidelines
to Good Manufacturing Practice Medicinal Products for Human and Veterinary Use, MOD).
Standardization of the Ministry of Health of Ukraine MEDICINAL PRODUCTS Good
Manufacturing Practice. Official edition. Kyiv: Ministry of Health of Ukraine. 2020. URL:
https://www.dls.gov.ua/wp-
content/uploads/2020/05/%D0%9D%D0%B0%D1%81%D1%82%D0%B0%D0%BD%D0%BE%
D0%B2%D0%B0-%D0%A1%D0%A2-%D0%9D-%D0%9C%D0%9E%D0%97%D0%A3-42-

4.0 _2020.pdf

58.  Meeting of the working group on the development of regulatory legal acts for the
implementation of the Law of Ukraine "On Medicinal Products" No. 2469-IX. State Enterprise
"Ukrainian Scientific Pharmacopoeial Center for the Quality of Medicinal Products". 07.10.2024.
URL:  https://sphu.org/zasidannya-robochoyi-grupi-shhodo-rozrobki-normativno-pravovix-aktiv-
dlya-realizaciyi-zakonu-ukrayini-pro-likarski-zasobi-2469-ix-news.html

59.  The delegation of the Ministry of Health of Ukraine took part in the explanatory session of
the European Commission on consumer protection and health care. Ministry of Health of Ukraine.
18.04.2024.  URL:  https://moz.gov.ua/uk/delegacija-moz-vzjala-uchast-u-pojasnjuvalnij-sesii-
evrokomisii-z-pitan-zahistu-prav-spozhivachiv-ta-ohoroni-zdorov%E2%80%99;ja

60. Agreement on cooperation between the State Enterprise ‘“Ukrainian Scientific
Pharmacopoeial Center for the Quality of Medicines” and the Private Scientific Institution “Research



https://doi.org/10.53933/sspmlp.v3i1.81
https://moz.gov.ua/uk/decrees/nakaz-moz-ukraini-vid-02052024--754-pro-zatverdzhennja-i-vvedennja-v-diju-dopovnennja--7-u-2-h-tomah-derzhavnoi-farmakopei-ukraini-ii-vidannja
https://moz.gov.ua/uk/decrees/nakaz-moz-ukraini-vid-02052024--754-pro-zatverdzhennja-i-vvedennja-v-diju-dopovnennja--7-u-2-h-tomah-derzhavnoi-farmakopei-ukraini-ii-vidannja
https://moz.gov.ua/uk/decrees/nakaz-moz-ukraini-vid-02052024--754-pro-zatverdzhennja-i-vvedennja-v-diju-dopovnennja--7-u-2-h-tomah-derzhavnoi-farmakopei-ukraini-ii-vidannja
https://sphu.org/programa-profesijnogo-testuvannya/19-j-raund-programy-profesijnogo-testuvannya-laboratorij-z-kontrolyu-yakosti-likarskyh-zasobiv
https://sphu.org/programa-profesijnogo-testuvannya/19-j-raund-programy-profesijnogo-testuvannya-laboratorij-z-kontrolyu-yakosti-likarskyh-zasobiv
https://sphu.org/programa-profesijnogo-testuvannya/19-j-raund-programy-profesijnogo-testuvannya-laboratorij-z-kontrolyu-yakosti-likarskyh-zasobiv
https://www.president.gov.ua/documents/1552024-50081
https://sphu.org/vidbulos-zasidannya-robochoyi-grupi-z-pitan-rozrobki-normativno-pravovix-aktiv-dlya-realizaciyi-zakonu-ukrayini-pro-likarski-zasobi-news.html
https://sphu.org/vidbulos-zasidannya-robochoyi-grupi-z-pitan-rozrobki-normativno-pravovix-aktiv-dlya-realizaciyi-zakonu-ukrayini-pro-likarski-zasobi-news.html
https://zakon.rada.gov.ua/laws/show/2469-20#Text
https://zakon.rada.gov.ua/rada/show/v0809282-10
https://www.dls.gov.ua/wp-content/uploads/2020/05/%D0%9D%D0%B0%D1%81%D1%82%D0%B0%D0%BD%D0%BE%D0%B2%D0%B0-%D0%A1%D0%A2-%D0%9D-%D0%9C%D0%9E%D0%97%D0%A3-42-4.0_2020.pdf
https://www.dls.gov.ua/wp-content/uploads/2020/05/%D0%9D%D0%B0%D1%81%D1%82%D0%B0%D0%BD%D0%BE%D0%B2%D0%B0-%D0%A1%D0%A2-%D0%9D-%D0%9C%D0%9E%D0%97%D0%A3-42-4.0_2020.pdf
https://www.dls.gov.ua/wp-content/uploads/2020/05/%D0%9D%D0%B0%D1%81%D1%82%D0%B0%D0%BD%D0%BE%D0%B2%D0%B0-%D0%A1%D0%A2-%D0%9D-%D0%9C%D0%9E%D0%97%D0%A3-42-4.0_2020.pdf
https://www.dls.gov.ua/wp-content/uploads/2020/05/%D0%9D%D0%B0%D1%81%D1%82%D0%B0%D0%BD%D0%BE%D0%B2%D0%B0-%D0%A1%D0%A2-%D0%9D-%D0%9C%D0%9E%D0%97%D0%A3-42-4.0_2020.pdf
https://sphu.org/zasidannya-robochoyi-grupi-shhodo-rozrobki-normativno-pravovix-aktiv-dlya-realizaciyi-zakonu-ukrayini-pro-likarski-zasobi-2469-ix-news.html
https://sphu.org/zasidannya-robochoyi-grupi-shhodo-rozrobki-normativno-pravovix-aktiv-dlya-realizaciyi-zakonu-ukrayini-pro-likarski-zasobi-2469-ix-news.html
https://moz.gov.ua/uk/delegacija-moz-vzjala-uchast-u-pojasnjuvalnij-sesii-evrokomisii-z-pitan-zahistu-prav-spozhivachiv-ta-ohoroni-zdorov%E2%80%99ja
https://moz.gov.ua/uk/delegacija-moz-vzjala-uchast-u-pojasnjuvalnij-sesii-evrokomisii-z-pitan-zahistu-prav-spozhivachiv-ta-ohoroni-zdorov%E2%80%99ja

University of Medical and Pharmaceutical Law”. State Enterprise Ukrainian Scientific
Pharmacopoeial Center for the Quality of Medicines. 19.12.2024. https://sphu.org/ugoda-pro-
spivpracyu-mizh-derzhavnim-pidpriyemstvom-ukrayinskij-naukovij-farmakopejnij-centr-yakosti-
likarskix-zasobiv-ta-privatnoyu-naukovoyu-ustanovoyu-naukovo-doslidnij-universitet-medich-
news.html

61. Agreement on cooperation between the State Enterprise ‘“Ukrainian Scientific
Pharmacopoeial Center for the Quality of Medicines” and the State Service for Medicines and Drug
Control in Kharkiv Region. State Enterprise “Ukrainian Scientific Pharmacopoeial Center for the
Quality of Medicines”. 12/23/2024 https://sphu.org/ugoda-pro-spivpracyu-mizh-derzhavnim-
pidpriyemstvom-ukrayinskij-naukovij-farmakopejnij-centr-yakosti-likarskix-zasobiv-ta-
derzhavnoyi-sluzhbi-z-likarskix-zasobiv-ta-kontrolyu-za-narkotikam-news.html

62. On January 20, 2025, at the joint initiative of the State Enterprise "Ukrainian Scientific
Pharmacopoeial Center for the Quality of Medicines" and the Kharkiv Regional State Laboratory of
the State Service of Ukraine for Food Safety and Consumer Protection, a Memorandum of
Cooperation was concluded. 20.01.2025. https://sphu.org/20-sichnya-2025-roku-za-spilnoyu-
inicziatyvoyu-derzhavnogo-pidpryyemstva-ukrayinskyj-naukovyj-farmakopejnyj-czentr-yakosti-
likarskyh-zasobiv-ta-harkivskoyi-regionalnoyi-derzhavnoyi-laborat.html

63. Shapovalov V., Shapovalova V., Osyntseva A. et al. Development of the educational program
of the second (master’s) level of higher education in the field of knowledge 22 Healthcare specialty
226 Pharmacy, industrial pharmacy specialization 226.01 Pharmacy based on the new standard of
higher education. Actual Problems of Medicine and Pharmacy. 2023.Vol. 4. No 1. P. 1-47. DOL:
https://doi.org/10.52914/apmp.v4il.54



https://sphu.org/ugoda-pro-spivpracyu-mizh-derzhavnim-pidpriyemstvom-ukrayinskij-naukovij-farmakopejnij-centr-yakosti-likarskix-zasobiv-ta-privatnoyu-naukovoyu-ustanovoyu-naukovo-doslidnij-universitet-medich-news.html
https://sphu.org/ugoda-pro-spivpracyu-mizh-derzhavnim-pidpriyemstvom-ukrayinskij-naukovij-farmakopejnij-centr-yakosti-likarskix-zasobiv-ta-privatnoyu-naukovoyu-ustanovoyu-naukovo-doslidnij-universitet-medich-news.html
https://sphu.org/ugoda-pro-spivpracyu-mizh-derzhavnim-pidpriyemstvom-ukrayinskij-naukovij-farmakopejnij-centr-yakosti-likarskix-zasobiv-ta-privatnoyu-naukovoyu-ustanovoyu-naukovo-doslidnij-universitet-medich-news.html
https://sphu.org/ugoda-pro-spivpracyu-mizh-derzhavnim-pidpriyemstvom-ukrayinskij-naukovij-farmakopejnij-centr-yakosti-likarskix-zasobiv-ta-privatnoyu-naukovoyu-ustanovoyu-naukovo-doslidnij-universitet-medich-news.html
https://sphu.org/ugoda-pro-spivpracyu-mizh-derzhavnim-pidpriyemstvom-ukrayinskij-naukovij-farmakopejnij-centr-yakosti-likarskix-zasobiv-ta-derzhavnoyi-sluzhbi-z-likarskix-zasobiv-ta-kontrolyu-za-narkotikam-news.html
https://sphu.org/ugoda-pro-spivpracyu-mizh-derzhavnim-pidpriyemstvom-ukrayinskij-naukovij-farmakopejnij-centr-yakosti-likarskix-zasobiv-ta-derzhavnoyi-sluzhbi-z-likarskix-zasobiv-ta-kontrolyu-za-narkotikam-news.html
https://sphu.org/ugoda-pro-spivpracyu-mizh-derzhavnim-pidpriyemstvom-ukrayinskij-naukovij-farmakopejnij-centr-yakosti-likarskix-zasobiv-ta-derzhavnoyi-sluzhbi-z-likarskix-zasobiv-ta-kontrolyu-za-narkotikam-news.html
https://sphu.org/20-sichnya-2025-roku-za-spilnoyu-inicziatyvoyu-derzhavnogo-pidpryyemstva-ukrayinskyj-naukovyj-farmakopejnyj-czentr-yakosti-likarskyh-zasobiv-ta-harkivskoyi-regionalnoyi-derzhavnoyi-laborat.html
https://sphu.org/20-sichnya-2025-roku-za-spilnoyu-inicziatyvoyu-derzhavnogo-pidpryyemstva-ukrayinskyj-naukovyj-farmakopejnyj-czentr-yakosti-likarskyh-zasobiv-ta-harkivskoyi-regionalnoyi-derzhavnoyi-laborat.html
https://sphu.org/20-sichnya-2025-roku-za-spilnoyu-inicziatyvoyu-derzhavnogo-pidpryyemstva-ukrayinskyj-naukovyj-farmakopejnyj-czentr-yakosti-likarskyh-zasobiv-ta-harkivskoyi-regionalnoyi-derzhavnoyi-laborat.html
https://doi.org/10.52914/apmp.v4i1.54

