@ A 2.2.1-32-367

MINISTRY OF HEALTH OF UKRAINE
NATIONAL UNIVERSITY OF PHARMACY
pharmaceutical faculty

department of management, marketing and quality assurance in pharmacy

QUALIFICATION WORK
on the topic: «<ASSESSMENT OF THE CURRENT LEVEL OF QUALITY
MANAGEMENT IN A PHARMACEUTICAL DISTRIBUTION
COMPANY»

Prepared by: higher education graduate of group
Phm20(4,10) eng-05

specialty 226 Pharmacy, industrial pharmacy

educational and professional program Pharmacy

Anass CHIBANI

Supervisor: head of the department of management,
marketing and quality assurance in pharmacy, doctor of
pharmaceutical sciences, professor Volodymyr MALYI
Reviewer: head of the department of social pharmacy,
candidate of pharmaceutical sciences, associate professor
Alina VOLKOVA

Kharkiv - 2025



AHOTANIA
JlocnmikeHHsT TIPUCBSYEHE OIHII CYYacHOTO PIBHS YMPABIIHHS SIKICTIO
dapmaneBTryHOi AUCTpUOyLIHOT KoMmnanii. KBamigikaiiiina podota oxoritoe 40
CTOpPIHOK, MICTUTh 14 puUCYHKIB Ta 3 Tabmuui. ¥ poOOTI MPEACTaBIEHO CIIHCOK
BUKOPUCTAHUX JKEpell, 0 Haliuye 32 HallMeHyBaHHS.
Kniouosi cnosa: ouiHKa, piBEHb YNPABIIHHS, SKICTh, (apMaleBTUYHA

JTUCTPUOYITiiHA KOMIIAHIs, CTaH apTH3AITis.

ANNOTATION
The study is devoted to the assessment of the current level of quality
management of a pharmaceutical distribution company. The qualification work
covers 40 pages, contains 14 figures and 3 tables. The work presents a list of sources
used, which includes 32 names.
Keywords: assessment, level of management, quality, pharmaceutical

distribution company, standardization.
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INTRODUCTION

Relevance of the research topic. Pharmaceutical distributors are an
important component of the pharmaceutical market. In modern conditions, there are
increasing requirements for improving the quality of products and services in various
areas of business, and the distribution of medicines is no exception. The introduction
of a management system at such enterprises contributes to their competitiveness,
improves the quality of services and has a positive effect on the dynamics of
company development. The use of international standards allows you to optimize
business processes, ensure their compliance with international requirements,
increase customer satisfaction, improve efficiency and gain additional competitive
advantages [11].

The assessment of quality management in a pharmaceutical distribution
company is a highly relevant and critical research topic due to its implications for
public health, regulatory compliance, and operational efficiency. Below are the key
points highlighting its significance [7]. Pharmaceutical distribution companies play
a pivotal role in the supply chain, ensuring that medicines and healthcare products
reach patients in safe and effective conditions. Poor quality management can lead to
issues such as compromised drug efficacy, contamination, or counterfeit products,
posing significant risks to patient safety. Assessing the current level of quality
management helps identify gaps and implement measures to safeguard public health
[18].

The pharmaceutical industry is subject to stringent regulations, such as Good
Distribution Practices (GDP) and guidelines from bodies like the World Health
Organization (WHO), U.S. Food and Drug Administration (FDA), and European
Medicines Agency (EMA). Research into quality management ensures that
distribution companies adhere to these standards, reducing the risk of non-
compliance, legal penalties, and loss of licensure [5].

Effective quality management systems (QMS) streamline operations, reduce

waste, and minimize errors in the distribution process. By assessing the current
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QMS, companies can identify inefficiencies, such as improper inventory
management or inadequate storage conditions, leading to cost savings and improved
service delivery [12].

A robust quality management system enhances a company’s reputation among
stakeholders, including manufacturers, healthcare providers, and regulatory
authorities. Research in this area can highlight best practices and areas for
improvement, fostering trust and ensuring the company remains competitive in the
market [12].

The pharmaceutical distribution sector is increasingly adopting technologies
like blockchain, 10T for temperature monitoring, and automated inventory systems.
Assessing quality management practices helps evaluate the integration of these
technologies, ensuring they align with quality standards and enhance traceability and
transparency in the supply chain [8].

Globalization has introduced complexities in pharmaceutical distribution,
including cross-border logistics and varying regulatory requirements. Research on
quality management can address challenges such as maintaining product integrity
during long-distance transportation and ensuring compliance across different
jurisdictions [21].

Quality management research can also explore the adoption of
environmentally sustainable practices, such as optimizing transportation routes or
reducing packaging waste, aligning with global sustainability goals while
maintaining product quality [7].

The research topic is highly relevant as it addresses critical aspects of
pharmaceutical distribution, including patient safety, regulatory compliance,
operational efficiency, and technological adaptation. By assessing the current level
of quality management, the study can provide actionable insights to improve
practices, mitigate risks, and enhance the overall reliability of the pharmaceutical
supply chain [17].

The purpose of the qualification work is to assess of the current level of

quality management in a pharmaceutical distribution company.
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To achieve the goal of the qualification work, it is necessary to solve the
following tasks:

o to consider the features of the activities of pharmaceutical distributors
in the medical products market and to analyze the basics of standardization and
certification in the pharmaceutical industry;

o to analyze the current state of quality management in a pharmaceutical
distribution company;

o to assess the existing quality management system in the company;

o to identify the main shortcomings and problems in the quality
management system and to develop proposals for implementing the provisions of
the 1SO 9001 standard to optimize the activities of the distribution company;

o to assess the effectiveness of implementing measures and predicting
results to optimize activities;

o to develop recommendations for monitoring and analyzing the
effectiveness of the quality management system;

o to develop practical advice on improving processes in pharmaceutical
distribution companies.

The object of the study is the quality management system in a distribution
company.

The subject of the study is assessment of the current level of quality
management in a pharmaceutical distribution company.

Research methods: questionnaire, graphic, system, content analysis.

Practical significance of the obtained results. The results of the work can
be used by pharmaceutical companies to improve the quality management system,
increase business efficiency and customer satisfaction, and can also serve as the
basis for further research in this area.

Approbation of research results and publication. Qualification work was
approved on XXXI International Scientifical and Practical Conference of Young

Scientists and Students «Topical issues of new medicines developmenty. Abstracts
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of the reports have been published: Chibani A., Bondarieva I. V., Malyi V.V.
Assessment of the current level of quality management in a pharmaceutical
distribution company. Topical issues of new medicines development : materials
XXXI International Scientifical and Practical Conference of Young Scientists and
Students (23-25 April 2025, Kharkiv). — Kharkiv: NUPh, 2025. — P. 415-416.
Structure and scope of the qualification work. The qualification work
includes an introduction, a literature review, an experimental part, generalized
conclusions, a list of sources used, and appendices. The total volume of the
qualification work is 40 pages and includes 14 figures, 3 tables. The work also

includes a list of references, which includes 32 titles.



PART I
THEORETICAL BASIS OF STANDARDIZATION AND CERTIFICATION
IN THE DISTRIBUTION OF PHARMACEUTICAL PRODUCTS

1.1. Features of the activities of pharmaceutical distributors in the
medical products market

The modern market requires enterprises to adapt to new conditions to ensure
competitiveness. In particular, it is important to implement international standards
that contribute to the optimization of business processes, increasing efficiency and
meeting consumer needs [11].

Process automation is becoming a key element of business organization, and
the introduction of information technologies creates new competitive advantages.
They allow you to reduce costs, increase the speed of order processing, and ensure
high data accuracy [8].

Full-service healthcare distributors is presented on fig. 1.1.

Secure
the cash
flow of
the social
insurers

FULL-SERVICE
HEALTHCARE Finance the

Guarantee
the DISTRIBUTORS quasi-entire
continuous medicinal
supply of product
all medicinal market
products

Offer unique
pre-financing function
(expressed in terms of

working capital)

Fig. 1.1. Full-service healthcare distributors
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Supply chain integration plays an important role in ensuring better quality
control, reducing costs, and improving customer service. Modern pharmaceutical
distribution companies focus on coordinating the actions of all participants in the
supply chain, including suppliers, distributors, and end users [3].

Adapting a business to the conditions of rapid market changes involves
constant monitoring of trends, analysis of consumer behavior and flexibility in the
introduction of new products and services. The use of modern analytical tools allows
you to quickly identify customer needs and adjust the assortment accordingly [4].

Pharmaceutical distributors pay significant attention to customer needs,
implementing feedback mechanisms to collect and analyze data. This allows for
personalized offerings, which increases consumer satisfaction [4].

There are always risks in the activities of companies, including changes in
legislation, fluctuations in demand, instability of supply and logistical problems, in
particular in war conditions. Modern approaches involve the implementation of risk
management systems that allow assessing, controlling and minimizing the negative
impact of these factors [9]. Traceability across the pharmaceutical industry value

chain is presented on fig. 1.1.
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Today, special attention is paid to the consideration of environmental
standards in the activities of enterprises, which contributes to increasing the level of
their social responsibility. For this purpose, modern logistics centers are created and
regular updating of vehicles used for the delivery of pharmaceutical products is
carried out. This approach allows to reduce the negative impact on the environment
and integrate ethical principles into business processes [11].

Pharmaceutical distributors actively establish partnerships, as the sharing of
resources, information exchange and joint development of innovative solutions
contribute to the development of enterprises. This allows optimizing costs,

increasing efficiency and strengthening competitive positions in the market [10].

1.2. Basics of standardization and certification in the pharmaceutical
industry

Standardization is an activity aimed at establishing unified provisions for
multiple use in order to achieve an optimal level of regulation in a given area. Its
results are to increase the conformity of products, processes and services to their
functional purpose, eliminate barriers to trade and promote scientific and technical
cooperation. In the context of the pharmaceutical industry, the objects of
standardization are processes and services [13].

Standardization and certification in the pharmaceutical sector are key
elements that ensure compliance of products and services with regulatory
requirements, proper quality, and competitiveness in the market. The main
international standard widely used in the field of quality management of
pharmaceutical products is ISO 9001. Its provisions are aimed at creating a quality
management system focused on meeting consumer needs, optimizing processes and
minimizing risks [30].

The implementation of international standards is the basis for standardizing
business processes in the pharmaceutical industry. This contributes to improving the
quality and safety of products, optimizing logistics processes through the use of

unified approaches to the transportation and storage of medicines, and also facilitates
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the procedure for mutual recognition of quality certificates between countries and
organizations [15].

Certification is an official confirmation that products, services or management
systems comply with established standards. It is crucial for a company to enter the
international market, confirm compliance with standards in the delivery and storage
of medicines, and build trust among consumers and partners [3].

ISO 9001 is an international standard that sets requirements for a quality
management system. Its main goal is to help businesses provide high-quality
products and services that meet customer requirements and applicable legislation,
and to contribute to increasing customer satisfaction [25].

Model of the product life cycle of pharmaceutical products is presented on fig.
1.1
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Fig. 1.3. Model of the product life cycle of pharmaceutical products
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The main provisions of the ISO 9001 standard are aimed at identifying key
external and internal factors that affect the achievement of planned results. This
allows enterprises to analyze the market, competitive environment, as well as social
and economic conditions of operation. One of the central aspects of the standard is
leadership, which involves the active participation of management in the
development and implementation of the quality management system for its
improvement. The quality management system requires careful planning, which
includes risk management, identification of opportunities, as well as the
development of corrective and preventive actions. Enterprises must identify risks
that affect the functioning of processes and develop appropriate strategies to
overcome them. Resource planning covers human, material, infrastructure and
information resources. Special attention is paid to training and improving the skills
of personnel. This contributes to the successful implementation of the quality
management system and reduces the risk of non-acceptance of changes. Operational
efficiency is achieved through planning, control of all processes and ensuring that
products and services comply with the requirements of the standard. Continuous
improvement of services is based on providing feedback from customers, regular
analysis and control of implemented changes. Internal audits are an important tool
for assessing the compliance of the quality management system, identifying
deficiencies and identifying opportunities for improvement. Regular analysis of data
on products and services allows for a quick response to identified problems, which
IS the basis for continuous improvement in accordance with the requirements of the
standard [14, 28].

Fig. 1.4 shows a diagram of a quality management system that illustrates a
step-by-step action plan to ensure continuous improvement and achieve maximum
results from the implementation of the I1SO 9001 standard. This scheme
demonstrates the optimal approach to organizing a quality management system at
pharmaceutical enterprises engaged in the distribution of medicines. Documenting
all processes and results of internal audits is mandatory, as it helps to identify

deficiencies, quickly eliminate them, and implement measures to improve
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operational efficiency. ISO 9001 provides tools for creating an effective quality
management system that can meet international requirements, ensuring stability and
high quality of business processes in distribution companies. Transparency and
controllability of processes are key factors for successful implementation of the
standard [25].

Employee Awareness

Regulatory Knowledge

Compliance Training

ISO Certification
Requirements Quality Standards

Risk Management

Product Quality

Process Consistency

Preventive Actions ~
Hazard Identification

Fig. 1.4. Quality management system

This standard regulates the main elements for building an effective quality
management system, which allows enterprises to standardize activities and improve
business processes at all stages — from the procurement of products to their delivery
to customers. The main goal of the standard is to implement processes that minimize
risks and ensure that products and services meet the requirements of consumers and
regulatory authorities [12].

In pharmaceutical distribution, the key aspects are defining and documenting
processes, managing risks, planning corrective and preventive actions, monitoring
and measuring results, quality control and interacting with customers. In such
companies, implementing a quality management system involves creating a clear
organizational structure where each employee has clearly defined responsibilities
and understands their role in ensuring high quality products and services.
Implementing 1SO 9001 allows you to obtain significant benefits, including:

reducing the risks of poor customer service; increasing the efficiency of resource
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management through standardization of processes and distribution of roles;
strengthening trust among partners by ensuring consistently high-quality products
and services based on reliable processes [20].

In addition, the implementation of the standard requires constant monitoring
of the functioning of the quality management system. It is recommended to conduct
regular internal audits and assess the state of the processes operating at the enterprise
in order to timely identify and eliminate shortcomings, which will ensure continuous

improvement of activities.

Conclusions to part |
1. The features of the activities of pharmaceutical distributors in the
medical products market are considered.
2. The basics of standardization and certification in the pharmaceutical

industry are analyzed.
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PART II
ANALYSIS OF THE CURRENT STATUS OF QUALITY MANAGEMENT
IN APHARMACEUTICAL DISTRIBUTION COMPANY

2.1. Assessment of the existing quality management system in a
pharmaceutical distribution company

Pharmaceutical distribution company "BaDM", which is one of the leading
distributors of pharmaceuticals in Ukraine, has been operating on the market since
1994. The company has a license for wholesale and retail trade in medicines. It
actively cooperates with manufacturers of medicines and medical devices, which
allows it to provide a wide range of products. The company has undergone
significant changes in its distribution activities. Given this, it is necessary to conduct
a detailed analysis of the current state of the company and assess the existing quality
management system.

To assess the state of the management system at BaDM company, a survey of
36 employees was conducted (Appendix A).

Respondents were asked what position they held in the company. It was
determined that the largest share is occupied by sales managers (45%) and logistics
managers (15%), managers, regional managers and technical managers together
occupy a share of 30%, quality specialists — 5%, IT specialists — 5% (Fig. 2.1).

Technical manager
Logistics manager

IT specialist

Quality specialist

Regional manager

Head of the sales department

Sales manager

0% 10% 20% 30% 40% 50%

Fig. 2.1. Distribution of respondents by positions in the pharmaceutical

distribution company
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On next step of our research we analyzed the level of education of respondents
of pharmaceutical distribution company. It was found that 55% of respondents have
higher education and 45% of respondents have incomplete higher education (Fig.
2.2).

55%

= incomplete higher education (bachelor's degree)
higher education (master's degree)

Fig. 2.2. Analysis of the level of education of respondents of pharmaceutical

distribution company

According to the analysis, the majority of respondents (50%) have over 10
years of experience working in the company (fig. 2.3).

A significant number of respondents (25%) have been working for the
company from 1 till 5 years. The share of respondents who have been working for
less than 1 year is 15%.

The smallest share is occupied by respondents who have been working in the
company from 5 till 10 years, which is 10%. These data indicate that pharmaceutical
distribution company employs a significant number of experienced employees who
prefer long-term cooperation.

Also, the largest share was occupied by respondents with over 10 years of
work experience, which indicates high interest and the opportunity for personal

growth within the company.
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m |ess than 1 year u from 1 to 5 years
= from 5 to 10 years = over 10 years

Fig. 2.3. Analysis of respondents' work experience at the of pharmaceutical
distribution company

Activities as a leading pharmaceutical distributor in Ukraine meet many key
requirements of the ISO 9001 standard, which ensures the stability and quality of its
services.

It was determined that 25% of respondents were involved in the

implementation of a QMS at the pharmaceutical distribution company (fig. 2.4).

myes = no

Fig. 2.4. Analysis of respondents' participation in the implementation of QMS

at the pharmaceutical distribution company
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The assessment of the implementation of a quality management system
(QMS) at an enterprise engaged in distribution activities in the field of wholesale

trade in medicines shows certain strengths and weaknesses of this process (fig. 2.5).

analysis of management support for
initiatives related to the implementation and 9
maintenance of QMS

analysis of the effectiveness of the quality

monitoring and control system 10

analysis of the effectiveness of employee
training on QMS requirements

analysis of QMS implementation on
reducing the number of errors in the process 10
of storing and transporting medicines

analysis of the organization of the feedback
system for resolving quality issues

impact of QMS implementation on work
efficiency

analysis of the sufficiency of resources
(material, technical, information) for 7
compliance with QMS requirements

satisfaction with the availability of
instructions and procedures for working 5
with medicines

providing the company with appropriate
conditions for compliance with QMS 5
requirements

QMS implementation contributes to
improving the quality of customer service
0 2 4 6 8 10 12
Fig. 2.5. Assessment of the implementation of the QMS at the pharmaceutical

distribution company
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According to the assessment results, the implementation of a QMS
significantly contributes to improving the quality of customer service, receiving a
high score of 9, which indicates the effectiveness of this aspect. However, there are
certain shortcomings in ensuring proper conditions for compliance with the
requirements of the QMS (5 points), which indicates the need to improve the
infrastructure and resource base to support quality standards.

The availability of instructions and procedures for working with medicines
also received an average score of 5, which indicates the need to improve the
organization of internal documentation. The analysis of the adequacy of resources
to meet the requirements of the QMS received a score of 7, which is good, but shows
that to achieve the highest standards it is necessary to invest in technical, material
and information resources.

The impact of implementing a QMS on the efficiency of the enterprise is rated
at 8, which indicates noticeable improvements in performance, but there is niche for
further improvement.

The analysis of the organization of the feedback system for resolving quality
issues received a score of 8, which indicates the presence of effective
communication between the company and customers, however, there is niche for
improvement in this process.

The implementation of a QMS significantly reduces the number of errors in
the process of storing and transporting medicines, receiving a maximum score of 10,
which indicates a high level of control and safety in these processes.

The assessment of the effectiveness of employee training regarding the
requirements of the QMS is marked by 5, which indicates the need to improve
training programs and improve the skills of personnel.

The analysis of the effectiveness of the quality monitoring and control system
also received the maximum score of 10, which indicates a high level of process
control and readiness to prevent defects.

Finally, management support for initiatives related to the implementation and

maintenance of the QMS was rated at 9, which confirms the active involvement of
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management in supporting the process of implementing the quality management
system and its further improvement.

We determined the average score for the implementation of the QMS at the
enterprise to be 7.6 (Fig. 2.5). This indicates a satisfactory level, but a detailed
analysis is required to identify weaknesses.

The next step was to determine the importance of factors that determine the
efficiency of the enterprise (Fig. 2.6). An indicator such as compliance with
legislative requirements was highlighted, which respondents identified as the most
critically important factor.

Reliability of logistics processes is considered critically important by 80% of
respondents, the remaining 20% identified it as moderately important.

Also, half (50%) of respondents consider QMS, ensuring compliance with
GPD standards, GMP and personnel qualifications to be critically important.

It was found that the management information system was an underestimated
factor, 5% of respondents considered it unimportant, 5% considered it of little
importance, but 60% considered it moderately important, and only 30% considered
it critically important.

90% of respondents considered inventory management an important factor for
the effective operation of the enterprise.

75% of respondents voted for the importance of reputation and trust among
customers and partners, and 25% considered this factor critically important.

This figure illustrates the importance of identifying key factors for assessing
the effectiveness of the enterprise.

By analyzing these indicators, management will be able to clearly plan
resources for improving certain indicators and, during a repeated internal audit, will
be able to compare the results.

It will also help to identify weaknesses and possible problems that the

enterprise can prevent in the future (Fig. 2.6).
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75%

Reputation and customer trust
5%

5%
60%

Management information system

+15%
35%

Personnel qualification

+10%

45%
- 45%
- 20%

40%
- 40%

Inventory management
do not important

Financial stability = slightly important

Supply stability moderately

Important

Ensuring compliance with GMP
and GDP standards

m critically important

Quality management system (QMS)

Reliability of logistics processes

Compliance with legal requirements
0% 50% 100% 150%

Fig. 2.6. Assessment of the importance of factors that determine the efficiency

of the pharmaceutical distribution company
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2.2. ldentification of major shortcomings and problems in the quality
management system

Respondents were surveyed regarding the importance of factors and their
impact on the company's operations. For LLC "BaDM", the factors were divided into
5 blocks. First, were studied the importance of implementing innovative

technologies for process optimization (fig. 2.7).

® important
= unimportant

Fig. 2.7. Analysis of the implementation of innovative technologies for

process optimization in pharmaceutical distribution company

The importance of implementing digital tools for quality and process
monitoring was analyzed, with 60% of respondents considering this factor important
(Fig. 2.8).

“ important

® unimportant

u difficult to answer

Fig. 2.8. Analysis of the importance of implementing digital tools in

pharmaceutical distribution company
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The next block analyzed the importance of organizational culture on the
quality and productivity of work; 40% of respondents considered this factor
unimportant, 35% considered it important, and 25% found it difficult to answer (fig.

2.9).

“important ®munimportant = difficult to answer

Fig. 2.9. Analysis of the importance of corporate culture on the quality and

productivity of work

The next question determined that 50% of respondents consider process
flexibility important for the ability to adapt to market changes and external factors.
30% of respondents believe otherwise, that this factor is not important, and 20%

hesitated to answer (fig. 2.10).

= important
® unimportant

u difficult to
answer

Fig. 2.10. Analysis of the importance of process flexibility in pharmaceutical

distribution company
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Next, employees were asked whether transparency of business processes is
important for increasing the trust of customers and partners. 40% of respondents
consider it important, 20% — unimportant, and the rest hesitated in their answer

(fig. 2.11).

® important
= unimportant

m difficult to answer

Fig. 2.11. Analysis of the importance of transparency of business processes in

pharmaceutical distribution company

The survey determined that the majority of respondents (60%) consider
process automation to be an important factor in reducing human errors, 5% do not

consider this factor important, and the rest (35%) hesitated to answer (fig. 2.12).

= important
= unimportant

m difficult to
answer

Fig. 2.12. Analysis of the importance of process automation in pharmaceutical

distribution company
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Next, the issue of adaptation to international standards was analyzed. Only
30% of respondents consider it important to adapt the enterprise to the requirements
of international standards and their implementation will create additional
competitive advantages.

Instead, 70% of respondents hesitated to answer, which suggests that the
company's management does not provide sufficient information about the
importance of implementing such standards at the enterprise (fig. 2.13).

It was found the importance of regular training and advanced training, to
which the respondents answered unanimously (100%) - it is important.

The importance of regular training is also evidenced by the previous answers
of the respondents. After all, the majority hesitates to answer the question, so it is
very good to recognize that all the surveyed employees of the enterprise are ready to
learn and understand the importance of improving their qualifications for their own

career growth.

- 70%

L

® important = not important = difficult to answer

Fig. 2.13. Analysis of the importance of adaptation to international standards

in pharmaceutical distribution company

The disadvantages of implementing a QMS are insufficient awareness among
the company's employees, lack of automation of certain processes, and insufficient

emphasis on staff training, which may lead to resistance to the implementation of
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new changes, as 70% of the surveyed respondents do not understand the importance
of implementing an international standard at the company and what advantage the

company will have after receiving this certificate.

Conclusion to chapter Il

1. To assess the state of the management system at pharmaceutical
distribution company «BaDMy, a survey of 36 employees was conducted. It was
determined that largest share are sales managers (45%) and logistics managers
(15%), managers, regional managers and technical managers together occupy a
share of 30%. It was found that 55% of respondents have higher education and 45%
of respondents have incomplete higher education. The majority of respondents
(50%) have over 10 years of experience working in the company. A significant
number of respondents (25%) have been working for the company from 1 till 5 years.

2. It was determined that 25% of respondents were involved in the
implementation of a QMS at the pharmaceutical distribution company. According
to the assessment results, the implementation of a QMS significantly contributes to
improving the quality of customer service, receiving a high score of 9, which
indicates the effectiveness of this aspect. However, there are certain shortcomings
in ensuring proper conditions for compliance with the requirements of the QMS (5
points), which indicates the need to improve the infrastructure and resource base to
support quality standards. The availability of instructions and procedures for
working with medicines also received an average score of 5, which indicates the
need to improve the organization of internal documentation. The analysis of the
adequacy of resources to meet the requirements of the QMS received a score of 7,
which is good, but shows that to achieve the highest standards it is necessary to
invest in technical, material and information resources. The impact of implementing
a QMS on the efficiency of the enterprise is rated at 8, which indicates noticeable
improvements in performance, but there is niche for further improvement. The
analysis of the organization of the feedback system for resolving quality issues

received a score of 8, which indicates the presence of effective communication
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between the company and customers, however, there is niche for improvement in
this process. The implementation of a QMS significantly reduces the number of
errors in the process of storing and transporting medicines, receiving a maximum
score of 10, which indicates a high level of control and safety in these processes.
The assessment of the effectiveness of employee training regarding the requirements
of the QMS is marked by 5, which indicates the need to improve training programs
and improve the skills of personnel. The analysis of the effectiveness of the quality
monitoring and control system also received the maximum score of 10, which
indicates a high level of process control and readiness to prevent defects. Finally,
management support for initiatives related to the implementation and maintenance
of the QMS was rated at 9, which confirms the active involvement of management
in supporting the process of implementing the quality management system and its
further improvement.

3. We determined the average score for the implementation of the QMS
at the enterprise to be 7.6. This indicates a satisfactory level, but a detailed analysis
IS required to identify weaknesses.

4. Compliance with legislative requirements was highlighted, which
respondents identified as the most critically important factor. Reliability of logistics
processes is considered critically important by 80% of respondents, the remaining
20% identified it as moderately important. Also, half (50%) of respondents consider
QMS, ensuring compliance with GPD standards, GMP and personnel qualifications
to be critically important. It was found that the management information system was
an underestimated factor, 5% of respondents considered it unimportant, 5%
considered it of little importance, but 60% considered it moderately important, and
only 30% considered it critically important. 90% of respondents considered
inventory management an important factor for the effective operation of the
enterprise. 75% of respondents voted for the importance of reputation and trust
among customers and partners, and 25% considered this factor critically important.

5. Respondents were surveyed regarding the importance of factors and

their impact on the company's operations. For LLC "BaDM", the factors were
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divided into 5 blocks. First, were studied the importance of implementing innovative
technologies for process optimization. The importance of implementing digital tools
for quality and process monitoring was analyzed, with 60% of respondents
considering this factor important. The next block analyzed the importance of
organizational culture on the quality and productivity of work; 40% of respondents
considered this factor unimportant, 35% considered it important, and 25% found it
difficult to answer.

6. It was determined that 50% of respondents consider process flexibility
important for the ability to adapt to market changes and external factors. 30% of
respondents believe otherwise, that this factor is not important, and 20% hesitated to
answer.

7. It was found that 40% of respondents consider transparency of business
processes important, 20% — unimportant, and the rest hesitated in their answer.

8. The survey determined that the majority of respondents (60%) consider
process automation to be an important factor in reducing human errors, 5% do not
consider this factor important, and the rest (35%) hesitated to answer,

9. Only 30% of respondents consider adaptation to international standards
important and their implementation will create additional competitive advantages.
Instead, 70% of respondents hesitated to answer, which suggests that the company's
management does not provide sufficient information about the importance of
implementing such standards at the enterprise.

10. It was found the importance of regular training and advanced training,
to which the respondents answered unanimously (100%) - it is important.

11.  The disadvantages of implementing a QMS are insufficient awareness
among the company's employees, lack of automation of certain processes, and
insufficient emphasis on staff training, which may lead to resistance to the
implementation of new changes, as 70% of the surveyed respondents do not
understand the importance of implementing an international standard at the company

and what advantage the company will have after receiving this certificate.
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PART Il
DEVELOPMENT OF PROPOSALS FOR THE IMPLEMENTATION OF
THE PROVISIONS OF THE I1SO 9001 STANDARD FOR OPTIMIZATION
OF THE ACTIVITIES OF ADISTRIBUTION COMPANY

3.1 Suggestions for improving internal processes and procedures based
on 1SO 9001

The implementation of ISO 9001 in distribution activities requires a
comprehensive analysis of internal processes with the aim of improving them, as
well as the development of clear procedures that meet the requirements of this
standard. The main goal is to create a quality management system that will ensure
the stability of processes, their transparency and efficiency, and will also provide an
opportunity for further monitoring [1].

The results of the analysis indicate significant problems, in particular,
instability of supplies and rising prices for raw materials. To improve this process,
it is necessary to implement clear criteria for evaluating suppliers in accordance with
the requirements of ISO 9001, which will include constant monitoring of supplier
activities, checking product quality and timeliness of deliveries [8].

An important stage is the conclusion of service level agreements with
suppliers, which will determine delivery times, product quality and responsibility of
the parties. To automate the procurement process, it is proposed to implement a
management system that will ensure effective analysis of supplier data [3].

The analysis also showed that warehouses do not always meet modern
requirements, and limited access to resources can affect the efficiency of their use.
The solution to this problem is the implementation of an automated warehouse
management system, which will optimize inventory management, control storage
conditions and ensure accurate accounting [11].

It is also necessary to conduct an internal audit of warehouses to ensure

compliance with sanitary requirements and standards for storing medicines and
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medical devices. It is important to organize training for warehouse personnel,
focusing them on improving the efficiency of work with automated systems [4].

This will optimize delivery routes, reduce transportation time and costs, and
provide backup logistics routes in case of emergencies. An important element is the
creation of a real-time transportation monitoring system that will ensure
transparency of logistics operations [5].

To assess the effectiveness of existing processes, it is necessary to implement
a system of key performance indicators, such as order processing accuracy,
complaint rate, and delivery time. The results of monitoring indicators should be
included in monthly reports, which will be analyzed in meetings and discussed by
management [6].

One of the problems is the insufficient level of communication between
employees and their awareness of the issues of implementing a quality management
system. To solve this problem, it is necessary to develop a training program that will
cover the basics of ISO 9001, quality principles, risk management and a process
approach.

An important step is the introduction of regular training for employees using
modern training methods, in particular through simulations of business situations. It
is also proposed to create an additional motivational system for employees aimed at
supporting the company's corporate culture [8].

To ensure transparency and management efficiency, it is necessary to organize
regular internal audits that will cover all key processes of the company, which will
allow identifying opportunities for improvement and further development of the
quality management system [5].

For effective implementation and maintenance of the quality management
system, the standard requires clear planning of resources: financial, human, material
and information. They are discussed in more detail in table 3.1.

The effectiveness of implementing a quality management system (QMS)
according to 1SO 9001 is assessed through the achievement of goals aimed at

improving internal processes, increasing customer satisfaction and optimizing the
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company's activities. To determine effectiveness, it is necessary to apply a
comprehensive approach that includes monitoring key performance indicators

(KPls), conducting regular audits and detailed analysis of the results obtained [7].

Table 3.1
Resource planning
Resource Description Implementation measures
category
Human Personnel responsible for e conducting trainings
implementing,  monitoring, e development of training
and improving the quality programs
management system e involvement of experts
Material Equipment, tools, storage e equipment updates
facilities, vehicles e implementation of modern
systems for warehouse
automation
e ensuring compliance with
storage conditions
Informational | Databases are necessary for e implementation of
analysis and control innovative monitoring systems
e ensuring data security and
access to information
¢ automation of data
collection and analysis
Financial Budget required for quality e budgeting for the
management system | implementation of the standard
implementation, training, e costs of external and
equipment procurement and| internal audits
certification e investments in long-term
personnel development programs
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We propose to evaluate the effectiveness of the implemented measures

according to the following criteria, which are given in table 3.2.

Table 3.2.

The effectiveness of implemented process improvement measures according to

defined criteria

Performance ]
I . Measurement (Expected |Responsible ]
Criterion |Indicator method results persons Deadline
(KPI)
Monitorin ..
) . & Reduction in
Order using )
delivery lead|automated average
X . : delivery -
Improving | time analysis . Logistics
. time by 15% 6 months
logistics systems Department
) Reporting  in|Reducing
Delivery ' : '
1 the CRM | delivery
error rate
system errors to 1%
Analysis of the .
im lgluentaticm Automation
piene of 80% of
Level oflof warehouse
: warehouse
process accounting and and
automation |inventory :
Process accounting |IT
: management _ 6 months
automation processes  |department
systems
30%
Number of|, - .
Process reduction in
manual .
: monitoring manual
operations .
operations
. . |Increase in
Level of Questionnaire average
competence before and after competenc
Staff P training P Y lHR
rainin level by 20% department 3 months
& [Number of Maintaining  |Conducting p
trainings statistics oflat least 35
conducted training events |trainings
Trackin :
i & Reduction of
Frequency of|through non
. roduct non-|invento P .
Quality P . vy conformities |Quality
control conformity |control system by 15% Department Constantly
and CRM v P
Number  of|Statistics of| Successful
successfully |internal and|completion
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Successful
Number  of|Statistics of| completion
successfully |internal  and|of 95% of
completed |external audits|internal and
audits conducted external
audits

Comparison of

Reduction of]
costs before

Operatin '
P g and after| °P erating
expenses . . costs by
implementing 10%
changes ' .
Cost — PV , Finance
. Saving time | Monitoring Reduction 12 months
efficiency ] _ Department
on work of average
operations | processes task
completio
n time by
20%

3.2. Development of recommendations for monitoring and analyzing the
effectiveness of the quality management system

After conducting an analysis of the enterprise, the need for an additional
internal audit was identified to assess and monitor the effectiveness of the quality
management system [2].

Defining key performance indicators (KPIs) is an important step, followed by
a detailed analysis of the company's activities in order to identify the most important
aspects that require immediate improvement. Given this, it is recommended to use a
risk-based approach, focusing on processes that have a significant impact on the
quality of products or services [19].

It is also advisable to involve independent auditors or conduct cross-functional
audits, which allows you to evaluate processes that are not related to daily activities,
thereby ensuring objectivity of the assessment [11].

In addition, it is important not only to evaluate current indicators, but also to
identify trends, causes of deviations and opportunities for improvement. As part of
monitoring, it is necessary to assess the effectiveness of the implemented measures,
comparing data before and after changes, as well as compare costs and benefits,

considering the level of risks [4].
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It is recommended to use statistical analysis tools, such as control charts and
trend analysis, to ensure objective assessment of results [8].

To effectively collect and analyze data, it is necessary to attract qualified
personnel, as well as regularly conduct quality management training for employees,
which will contribute to a better understanding of the requirements of the ISO 9001
standard and its application in practice [4].

At the same time, to achieve stable results and increase the efficiency of the
enterprise, it is necessary to implement a systematic approach to monitoring and
analyzing the effectiveness of the QMS, which will not only ensure compliance with
the standard, but also significantly increase operational efficiency, customer
satisfaction and business sustainability in the long term [7].

To ensure compliance with the ISO 9001 standard, a pharmaceutical
distributor must implement a clearly defined system of corrective and preventive
actions that allow for timely response to identified nonconformities and prevent their
recurrence [11].

The development of such procedures is an important element of continuous
improvement and ensuring high quality of the company's products and services. We
propose the following algorithm for implementing corrective and preventive actions
[20]:

1. The first stage is to identify non-conformities through an audit of the
quality management system, followed by documenting details such as time, place,
circumstances and responsible persons.

2. We use SWOT analysis to identify the root causes of the problem and
analyze the main factors that led to the non-compliance (table 3.3).

3. We plan measures to eliminate the identified non-conformity, focusing
on solving the root causes of the problem. We draw up an action plan with the
identification of responsible persons and deadlines.

4, We implement planned activities, including updating procedures,
training staff, and implementing new tools to improve processes, and if necessary,

we change documentation.
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5. We evaluate the results of implemented corrective actions through re-
audits and process testing to confirm the effectiveness of the measures.

6. We analyze potential situations that could lead to a recurrence of the
problem using risk management tools. We create a list of potential risks and develop
strategies to eliminate them.

7. We plan measures to prevent the recurrence of similar problems,
identifying the necessary resources and responsible persons.

8. We are implementing measures to reduce risks, including through
process automation, employee training, and standards review, which will help avoid
potential problems in the future.

9. All stages of corrective and preventive actions are recorded in the
company's internal documentation, which ensures readiness for internal and external
audits.

10.  We regularly review corrective and preventive actions to assess their
effectiveness and relevance, which ensures continuous improvement of the quality
management system.

A SWOT analysis of the internal audit of the quality management system at
an enterprise engaged in distribution activities was conducted (table 3.3) [20].

Therefore, to increase the effectiveness of the internal audit, it is important to
focus on improving the training process for employees, automating processes,
improving planning and reducing resistance on their part [30].

Algorithms should be carefully described in the company's documentation,
considering all possible risks and problems that may arise at different stages of
activity [2].

Continuous improvement of these algorithms and their adaptation to changes
in the external environment allow the enterprise to maintain high quality of its
products and services [8].

Documentation of each stage is critically important when implementing a
quality management system at a pharmaceutical enterprise engaged in the

distribution of medicines, as it helps to minimize losses and prevent risks [14].
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Table 3.3
SWOT analysis of internal audit of QMS at a distribution company

Strengths Weaknesses
e personnel qualifications e insufficient  documentation  of
e consistently high company | Iinternal processes

reputation and trust among|e low level of automation of individual
customers processes

e availability of modern logistics|e limited feedback mechanism

facilities e insufficient investment in training
e previous experience in new staff
implementing quality standards e low frequency of internal audits
Opportunities Threats

e increasing competitiveness through | ® increasing competition
ISO 9001 certification e personnel resistance to change
e expanding partnerships through the | @ financial risks

implementation of international | ¢ disruptions in the supply of

standards pharmaceutical goods and instability
e integration of the latest technologies of logistics in wartime
into logistics processes e changes in legislation

¢ increasing customer satisfaction

Continuous process improvement is a key element for ensuring the efficiency
and competitiveness of pharmaceutical distribution companies [20].

According to the requirements of 1SO 9001:2015, every organization must
develop strategies for continuous improvement of its quality management system
(QMS) [11].

The improvement process not only improves the efficiency of internal
operations, but also contributes to maintaining high product quality, which is a

critical aspect in the pharmaceutical industry, where consumer safety is paramount

8]
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Risk management is also an important aspect, especially in the pharmaceutical
sector, where the presence of risks that can affect product quality is a significant
factor. To reduce risks, methods of predicting risks, assessing their probability and
impact, and developing measures aimed at preventing them or minimizing their
consequences should be applied [16].

Equally important is the involvement of employees at all stages of the
improvement process. Only with the active participation of staff can sustainable
improvement be achieved. This requires training, feedback, and encouragement of
ideas for a quality management system. A culture of continuous improvement within
a company helps to increase its performance [9].

Changes in processes should also consider the constant monitoring of
regulatory and legislative requirements in the pharmaceutical sector. Given that not
only the internal environment but also the external environment of the
pharmaceutical company is changing, it is important to regularly update procedures
in accordance with new requirements, especially regarding the storage and
transportation of medicines. To do this, the company should develop a system for
monitoring legislative changes and automatically adapt processes to new standards
[15].

For the purpose of improvement, it is also necessary to regularly conduct
internal audits, which allow assessing the compliance of processes with the
requirements of 1ISO 9001 and other regulatory acts. Audits ensure timely detection
of shortcomings and assessment of the effectiveness of the implemented changes
[21].

The implementation of the 1SO 9001 standard offers a robust framework for
optimizing the operations of a distribution company, enhancing both efficiency and
customer satisfaction. The proposals developed in part 111 focus on aligning internal
processes with 1SO 9001 requirements and establishing effective mechanisms for
continuous improvement. By standardizing critical processes such as inventory
management, order processing, and delivery scheduling, the company can achieve

consistency, reduce errors, and streamline employee training. Integrating customer
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feedback into decision-making processes ensures that service delivery and product
quality remain responsive to market needs. Regular employee training fosters a
culture of quality, while lean principles and risk-based thinking optimize resource
use and proactively address potential disruptions. To sustain the effectiveness of the
quality management system, the company should define measurable performance
indicators, conduct periodic internal audits, and hold management reviews to
evaluate progress and set objectives. Leveraging data analytics and the Plan-Do-
Check-Act cycle supports evidence-based decisions and ongoing optimization.
Collectively, these measures enable the distribution company to achieve 1SO 9001
certification, enhance operational resilience, and position itself for long-term success

in a competitive market [2].

Conclusions to part 111
1. Suggestions for improving internal processes and procedures based on
ISO 9001 were studied.
2. Recommendations for monitoring and analyzing the effectiveness of

the quality management system were developed.
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GENERAL CONCLUSIONS

1. The features of the activities of pharmaceutical distributors in the
medical products market are considered. The basics of standardization and
certification in the pharmaceutical industry are analyzed.

2. To assess the state of the management system at pharmaceutical
distribution company «BaDMy, a survey of 36 employees was conducted. It was
determined that largest share are sales managers (45%) and logistics managers
(15%), managers, regional managers and technical managers together occupy a
share of 30%. It was found that 55% of respondents have higher education and 45%
of respondents have incomplete higher education. The majority of respondents
(50%) have over 10 years of experience working in the company.

3. We determined the average score for the implementation of the QMS
at the enterprise to be 7.6. This indicates a satisfactory level, but a detailed analysis
IS required to identify weaknesses.

4, Compliance with legislative requirements was highlighted, which
respondents identified as the most critically important factor. Reliability of logistics
processes is considered critically important by 80% of respondents, the remaining
20% identified it as moderately important. Also, half (50%) of respondents consider
QMS, ensuring compliance with GPD standards, GMP and personnel qualifications
to be critically important. It was found that the management information system was
an underestimated factor, 5% of respondents considered it unimportant, 5%
considered it of little importance, but 60% considered it moderately important, and
only 30% considered it critically important. 90% of respondents considered
inventory management an important factor for the effective operation of the
enterprise. 75% of respondents voted for the importance of reputation and trust
among customers and partners, and 25% considered this factor critically important.

5. Respondents were surveyed regarding the importance of factors and
their impact on the company's operations. For LLC "BaDM", the factors were

divided into 5 blocks. First, were studied the importance of implementing innovative
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technologies for process optimization. The importance of implementing digital tools
for quality and process monitoring was analyzed, with 60% of respondents
considering this factor important. The next block analyzed the importance of
organizational culture on the quality and productivity of work; 40% of respondents
considered this factor unimportant, 35% considered it important, and 25% found it
difficult to answer. 6. It was determined that 50% of respondents consider process
flexibility important for the ability to adapt to market changes and external factors.
30% of respondents believe otherwise, that this factor is not important, and 20%
hesitated to answer.

6. It was found that 40% of respondents consider transparency of business
processes important, 20% — unimportant, and the rest hesitated in their answer. The
survey determined that the majority of respondents (60%) consider process
automation to be an important factor in reducing human errors, 5% do not consider
this factor important, and the rest (35%) hesitated to answer. Only 30% of
respondents consider adaptation to international standards important and their
implementation will create additional competitive advantages. Instead, 70% of
respondents hesitated to answer, which suggests that the company's management
does not provide sufficient information about the importance of implementing such
standards at the enterprise.

7. It was found the importance of regular training and advanced training,
to which the respondents answered unanimously (100%) - it is important. The
disadvantages of implementing a QMS are insufficient awareness among the
company's employees, lack of automation of certain processes, and insufficient
emphasis on staff training, which may lead to resistance to the implementation of
new changes, as 70% of the surveyed respondents do not understand the importance
of implementing an international standard at the company and what advantage the
company will have after receiving this certificate.

8. Suggestions for improving internal processes and procedures based on
ISO 9001 were studied. Recommendations for monitoring and analyzing the

effectiveness of the quality management system were developed.
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Questionnaire
to assess the state of the management system at a pharmaceutical company

1. Gender

0 Male

] Female

2. Age

[J Under 25 years old
[0 25-35 years old

[1 36-45 years old

[0 46-55 years old

1 Over 55 years old
3. Education level

[J Secondary education
[1 Secondary specialized education
1 Higher education (bachelor's degree)

[0 Higher education (Master's degree)
4, Length of service in the company

1 less than 1 year
1 from 1 to 5 years
(1 from 5 to 10 years

L] over 10 years
5. Position (specify):
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6. Have you participated in the implementation of quality management systems

at the enterprise?
L] Yes
0 No

7. Evaluate the implementation of quality management systems at a distribution

company (wholesale of pharmaceuticals).

The table contains a rating scale from 1 to 10, where:

1 means "strongly disagree/not satisfied",

10 — "completely agree/very satisfied."

No.[Question

Rating (1-10)

1|2

3

4

5

6

10

Do you think that implementing a QMS helps
improve the quality of customer service?

Does the company provide

of the QMS in your work?

appropriate

2 |conditions for compliance with the requirements
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How satisfied are you with the availability of
3 linstructions and procedures for working with
medicines?

Are there sufficient resources (material,
4 |technical, information) to comply with the
requirements of the QMS?

Do you believe that implementing a QMS has a
positive impact on the efficiency of your work?

How well organized is the feedback system for
resolving quality issues?

Does implementing a QMS help reduce the
7 [number of errors in the storage and transportation
of medicines?

How effectively is employee training conducted
regarding QMS requirements?

Do you consider the monitoring and quality
control system to be sufficiently effective?

How well does management support initiatives
10 |related to the implementation and maintenance of
the QMS?

8.Assessment of the importance of factors that determine the efficiency of the
enterprise

Please put a "+" in one of the cells in each question.

Answer options
It

N Factor Critically |Moderately|doesn't |It doesn't
important important |matter |matter
much
1 Compliance with legal

requirements
2 [Reliability of logistics processes

Quality  Management  System
(QMS)

Ensuring compliance with GMP
and GDP standards

5 |Supply stability
6 [Financial stability
7 |Inventory management
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8

Personnel qualifications

9

Management information system

10

Reputation and customer trust

9.

Assess the importance of factors and their impact on the operation of the
enterprise. Choose only one answer for each question.

N Question Answer options
Innovation and ecology
1 How important is the implementation of innovative g Il\lrggci)rr;%rgrtant 0
: e
technologies for process optimization” Difficult to answer
9 Is it important for a company to implement an g II\IH(])Ft)?rrwg%r(])trtant O
' 2
environmental management system? Difficult to answer
How important is the implementation of digital tools L) Important
3 for quality and process monitoring? L Not important LJ
' Difficult to answer
Organizational culture and flexibility
4 Does corporate culture affect the quality and 1 Yes I No
productivity of work? 1 Difficult to answer
Is process flexibility important for adapting to market O Yes O No
5 S\?aa:r)]ges or external circumstances (in particular, O Difficult to answer
Transparency and automation
6 Is transparency of business processes important for | Yes [ No
increasing the trust of customers and partners? O Difficult to answer
: L1 Yes LI No
7
7|Does process automation reduce human errors? O Difficult to answer
Adaptation to international standards
Should we pay more attention to adapting the 0 Yes O No
8|enterprise to international standards (e.g., 1ISO 9001, O Difficult to answer
GDP)?
9 Will the implementation of international standards |1 Yes [J No
create additional competitive advantages? [ Difficult to answer
Training and development
: . . |[] Important
10 How do you assess the importance of regular training O] Not important O

and advanced training for staff?

Difficult to answer

Thank you for your answers!
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MIHICTEPCTBO OXOPOHH 3/10POB’ 51 YKPATHH
HALTOHAJIBHHH ®APMALEBTHYHHH YHIBEPCHTET

AKTYAJIBHI IMTAHHA CTBOPEHHA
HOBHUX JIIKAPCbKHX 3ACOLIB

MATEPIAJIH
XXX MIKHAPO/IHOT HAYKOBO-TIPAKTHYHO|
KOH®EPEHLIIT MOJIO/IMX BYEHUX TA CTYJIEHTIB

23-25 weitha 2025 poky
M. Xapkis

Xapris
Hpay
2025
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YK 615.1

Penasuiiing woueris: npod. Korsineka A. AL, npod. Baagumuposa 1 M.
Ymagayi: Cypikosa [, O., boanap J1 A, Kosmicapenko M. A, Kosiccaposa €. €,

AKTYaILHI MHTAHHA CTBOPCHHS HOBHX JIKApCLHX sacoDis: Matepianm
XXX smignapoanol HayKOBO-NPAKTHUHOT KOH(pCPEHIIT MOTOANY BUCHHX Ta
cryaenTis (23-25 keiras 2025 p., M. Xaprie). — Xapkis: HDa¥, 2024. - 515 ¢,

I0ipEa  MICTHTR  MaTEpIanK  MTKHAPOAHOT HAYEORG-TIPAKTHYHOL  KoHQCPeHIT
MOOHY RYEHHX TA CTYIEHTIR @ AKTYATRHI THTAHHA CTROPEHHE HORUX TIKAPCRENY 3ac00iR,
AKl TpCOCTABMCHL 33 OpIOPHTCTHHMH — HANpAMAMH — OaVEOBO-TOCTINNOT  poGOTH
Hamonanksoro qapuanestudHore yHigeponTery. PosrnsHyTo TeopeTHYH] T2 NPAKTHYHI
BCOCKTH CHOTE3Y GIIorivine aKTHBIHX COMIYE 1 CTBOPCHNS & [X OCHOBI MKAPCLKHX
cyDeTaHI; cTaHNapTHIIT JKIR, (apMalleRTHIHOTO TA XIMIKD-TEXHONONTYHOTD SHANIIY;
BHBYSIIA POCIHINOT CHPOBHIN T3 CTBOPCIIA (PITONPCIAPATIE; CYYacol TCXIOIOT JIKiB
T CHCTCMMNOPAILIOT  peUenTYpH; OioTexnononi v  QapMamii; DOCATcHh  cydgacnol
tapmanerTHEROT  Mikpofionoril - T8 IMyHONOTT,  IOKTIRIMHEY  0CHITRERR  HORHX
MEAPCEEAX 3ac00iy; dapMaleBTHIIO] OTHEN peOcITYPINX Ta GeipeleI TYpIIHE TKapeLERK
Npenaparie; AOKaIOR0] MEHIIHE; CyHacHo! fapMakoTepanii, coniankHO-ex0HOMIMHIX
JOCHiHEHE Y hapManii, MAPKETHHIOROND MEHETRMERTY TA (APMAKOSKOHOMIKN HA eTanax
CTBOPCINLE, PCANIZALIT Ta BHEOPHCTAINE MEAPCLEHY 3ac00iB; YOPaBIIm SKICTIO ¥ TAIyH
CTROPEHHA, BUPODHMITEA #  oliry  MEapcekdy  3acodip;  CVCHILIBCTROTHARC TRA;
PYILIAMCUTAILIHY T MOBILH 1aYK.

YK 615.1

© Haa, 2025
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XXX Muknapojna HaYKOBO-NPAKTHYHA KOHMEPEHIE MOIOIHY BYEHHN TA CTYIEHTIE
wAKTYAJBHI IMTAHHA CTBOPEHHA HOBHUX NKAPCEKHX 3ACOEIB:»

shifts in consumer behavior, and increasingly stringent regulatory requirements, communication
policy plays a crucial role in shaping a company's image, promoting products, and increasing
customer loyalty. Therefore, studying the impact of marketing communications on company
performance remains a highly relevant area of research.

Aim, The objective of this study was to analyze and evaluate marketing communication pohcy
as a factor in enhancing the competitiveness of pharmaceutical enterprises.

Materials and methods. The research was conducted using a combination of gualitative and
quantitative methods. The materials for the study included: scientific literature on pharmaceutical
marketing, advertising content from regional pharmacy chains, online platforms, and social media
channels. The following research methods was employved: content analysis, comparative analysis,

Results and discussion. At the initial stage, the research involved an in-depth review of literature
sources and a content analysis of advertising campaigns conducted by regional pharmacy chains. The
findings indicated that the most effective marketing communication tools in the pharmaceutical industry
include digital marketing, social media, direct interaction with consumers through advisory programs, and
educational imitiatives. Implementing communication strategies fosters consumer trust and facilitates
market expansion. The management of a pharmaceutical enterprise is inherently linked to a
commmunication system that aligns with the company's poals, finctions, organizational structure,
information flow directions, and communication technology, The development of communication
strategies within management forms an integrated marketing communication framework. Tt is evident that
a well-structured marketing communication strategy is fundamental to establishing a strong corporate
image and ensuring competitiveness, The rational use of marketing communications strengthens a
company’s market position, differentiates its products from competitors, enhances access to information
and financial resources, and ultimately increases its market influence.

An effective marketing commumcation policy serves as a cribical tool for ensuring the
competiiveness of a pharmaceutical enterprnise. A combimation of tradibonal and  digital
communication channels enhances consumer engagement, builds a positive brand image, and drives
sales growth, Aligning marketing communication strategies with current industry trends enables
enterprises 1o adapt to changing market conditions and improve overall operational efficiency.

Conclusions. Development of a well-planned communication policy is essential for
strengthening market positions. Marketing technologies play a pivotal role in the efTicient operation
of domestic enterpnises. The proper sclection and apphcation of modern marketing technigues
empower companies to optimize marketing management processes, expand their target audience,
boost sales volumes, gain competitive advanages, and achieve sustainable growth. Furthermore,
these strategies contrbute to elevating corporate image and increasing brand awareness both in
national and intemational markets.

ASSESSMENT OF THE CURRENT LEVEL OF QUALITY MANAGEMENT
IN A PHARMACEUTICAL DISTRIBUTION COMPANY
Chibani Anass. Bondarieva LV,
Scientific supervisor: Malyi V. V.
National University of Pharmacy, Kharkiv, Ukraine
fmmgaph@nuph.eduua

Intriduction. Cuality management in pharmaceutical distribution is critical to ensure the
safety, efficacy, and integrity of medicinal produets throughout the supply chain. Pharmaceutical

415
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distribution companies musi adhere to stringent regulatory standards, such as Good Distribution
Practices (GDP), to prevent contamination, mix-ups, or degradation of products, This article evaluates
the current level of quality management in a pharmaceutical distribution company, identifying
strengths, weaknesses, and opportunities for improvement. The assessment focuses on compliance
with regulatory standards, operational processes, and employee training.

Aim. The aim is to assess the current quality management system ((QMS) of a pharmaceutical
distribution company, evaluate its compliance with GDP guidelines, and propose recommendations
to enhance operational efficiency and regulatory adherence,

Materials and methods. The metheds of questionnaire, analysis, comparison, generalization
have been used in the study.

Resulis and discussion. The results ghlight that the company has a strong foundation for
quality management, particularly in storage and cold chain logistics. The high compliance score
reflects effective implementation of GDP standards in core operational areas. However, the lack of
updated SOPs and incomplete transport validation documentation indicate gaps in document
management that could lead to regulatory non-compliance, The absence of training for temporary
workers is a significant concern, as unirained personnel may inadvertently compromise product
quality. Delayed follow-up on audit findings further suggests inefficiencies in the corrective action
process. To address these ssues, the company should prionitize regular SOP updates, implement a
robust document control system, and extend GDP training to all staff, including temporary workers.
Additionally, adopting a digital audit management system could streamline follow-up actions and
improve accountabihity. These improvements would enhance the company's ability o maimntain
compliance and adapt to evolving regulatory requirements,

Conclusions. The pharmaceutical distribution company demonstrates a high level of quality
management.

ANALYSIS OF KEY PROBLEMS AND WAYS TO IMPROVE
THE QUALITY MANAGEMENT SYSTEM IN A PHARMACEUTICAL ORGANIZATION
Daocuia Essakhi
Scientific supervisor: Bondarieva LV,
Mational University of Pharmacy, Kharkiv, Ukraine
fmmgaphinuph.edu.ua

Introduction. The pharmaceutical industry 15 one of the most regulated, as 15 products
directly affect the safety and effectiveness of patient treatment. In the context of modern globalization
and constant updating of the regulatory framework, compames need to adapt ther qUu]il}'
management systems lo new challenges, such as digitalization, process automation, strengthening
internal contral and nsk management.

Aim. The aim is analysis of key problems and ways to improve the quality management
syatem in a pharmaceutical orgamzation.

Materials and methods. The methods of questionnaire, analysis, comparison, generalization
have been used in study.

Results and discussion. The concept of quality management and its eritical importance to the
pharmaceutical industry are explored, with an analysis of quality management approaches adopted
by leading pharmaceutical companies. A detailed examination of the integrated pharmaceutical
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Relevance of the topic. The requirements for improving the quality of products and
services in all areas of business are constantly growing, and the distribution of
medicines is no exception, because the implementation of a management system at
such an enterprise allows it to compete with other companies, and also improves the
quality of service provision, which cannot but be reflected in the positive dynamics
of the enterprise's development.

Practical value of conclusions, recommendations and their validity. The results
of the work can be used by pharmaceutical companies to improve the quality
management system, increase business efficiency and customer satisfaction, and can
also serve as the basis for further research in this area.

Assessment of work. Anass CHIBANI conducted a significant research work and
successfully coped with it, showed the ability to analyze and summarize data from
literary sources, to work independently. In the work, the research results are properly
interpreted and illustrated with figures. While completing the qualification work, the
higher education applicant showed creativity, purposefulness, independence, and
perseverance.

General conclusion and recommendations on admission to defend. The
qualification work of the 5th year applicant of higher education Phm20(4,10) eng-
05 group Anass CHIBANI on the topic: "Assessment of the current level of quality
management in a pharmaceutical distribution company" is a completed scientific
study, which in terms of relevance, scientific novelty, theoretical and practical
significance meets the requirements for qualification works, and can be presented to
the EC of the National University of Pharmacy.

Scientific supervisor Volodymyr MALYI

15 May 2025
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Theoretical level of work. The author has investigated the basics of standardization
and certification in the pharmaceutical industry, which provide the basis for quality
management of distribution companies. An analysis of an enterprise engaged in
distribution activities has been conducted.

Author’s suggestions on the research topic. The author has developed
recommendations for optimizing the activities of a pharmaceutical distribution
company.

Practical value of conclusions, recommendations and their validity. The results
of the study have practical significance and can be used to optimize production
processes.

Disadvantages of work. As a remark, it should be noted that some results of the
literature review, which are presented in the first chapter, need stylistic refinement.
In general, these remarks do not reduce the scientific and practical value of the
qualification work.

General conclusion and assessment of the work. Anass CHIBANI qualification
work "Assessment of the current level of quality management in a pharmaceutical
distribution company™ is a scientifically based analytical study that has theoretical
and practical significance. The qualification work meets the requirements for
qualification papers and can be submitted to the EC of the National University of
Pharmacy.

Reviewer assoc. prof. Alina VOLKOVA

15 May 2025
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BUTAI 3 ITIPOTOKOJY Ne 15

16 tpaBHs 2025 poky

M. XapkiB

3acizaHHsa kadeapu MeHeIKMEHTY, MAPKETUHTY

Ta 3a0e3MeYeHHs AKOCTI B (papmauii

IonoBa: 3aBimyBau kadeapu MM3AD, noktop dapm. Hayk, npodecop
Manwmii B. B.

Cexperap: nouent 3BO, kana. ¢apm. Hayk, goi. XKaasko C.B.

MNPUCYTHI: 3aB. xadenpu MM3AD, nokrop dapm. Hayk, npod.
Manuii B.B., mpodecop 3BO, nokt. dpapm. Hayk, npod. [lectyn [.B., npodecop 3BO,
TOKT. (hapM. Hayk, ipod. mpod. JliteinoBa O.B., npodecop 3BO, nokt. papm. Hayk,
npod. mpod. Kosanenko C.M., npodecop 3BO, nokt. dhapm. Hayk, mpod. KpyTcbkux
T.B., mpodecop 3BO, nokr. hapm. Hayk, npod. nmpod. [Tocunkina O.B., noneat 3BO,
kaHna. ¢dapm. Hayk, gor. babiueBa I'.C., mouent 3BO, kannm. dapm. Hayk, IOII.
bonpapesa [.B., xana. exoH. Hayk, gou. ['maakoBa O.B., kaHa. €KOH. Hayk, AOI.
I'neboBa H.B., kana. exoH. Hayk, nou. [epencbka .M., nouent 3BO, kauja. dapm.
Hayk, nou. XKaasko C.B., kaua. gpapm. Hayk, goil. 30opoBckka T.B., kana. 1opul. HayK,
no1. Konsima T.A., kana. ekoH. Hayk, goil. KoBanwoBa B.I., kaun. dapm. Hayk, aoi.
notr. Jlicaa A.T'., monient 3BO, kana. dbapm. Hayk, goi. Maninina H.I'., nonent 3BO,
kaH7. ¢apm. Hayk, nom. Poryns O.1O., acuctenr, kana. gapm. Hayk LllyBanosa O.B.,
31100yBayl BUILOI OCBITH (haKyJIbTETy (papMarieBTUYHOTO.

MOPAJIOK JEHHWM: TIpo nomyck 3100yBadiB BHINOi OCBITH BHITYCKHOTO
Kypcy ¢akyiabTeTy (apMaleBTUYHOTO CremialbHOCTI 226 Papmariisi, MPOMHUCIOBA
dapwmariisi, ocBITHBO-TIpodeciitHoi mporpamu Dapmairist 10 3aXUCTy KBali(ikamiiHX
po6iT B Ex3aMenartitiniit komicii HPaV.

CIHYXAJIU: TIIpo nmomyck 3mo0yBadya BHIIOI OCBITH  (aKyJIbTETY
dbapMareBTHYHOTO BHITYCKHOTO KypCy crerianbHocTi 226 Dapmariisi, TpOMHCIIOBA
dapmaris ocBiTHRO-TIpo(deciitnoi mporpamu Dapmartis rpynu dm20(4,101)anrn-05
Anacc YIBAHI no 3axucry kBamigikauniiiHoi poOotu B Ex3ameHnauiiiHiii komicii
H®aV. Kpamidikamiitna po6ora Ha Temy «OILIHKa Cy4acHOTO pIBHS YINpPaBIIHHA
AKICTIO ¥ (hapMaleBTUYHIN AUCTPUO'FOTOPCHKIN KOMMIaH11».

BUCTYIINJIN: B oOroBopenHi kBamiikaiidHoi poOOTH B3SUIM Yy4acThb
npo¢. 3BO Ilectyn 1.B., nou. 3BO ba6iuesa I'.C. KepiBauk kBasniikamiifHoi po6oTu:
npod., 1. papm. Hayk Manuii B.B.

YXBAJIMJIM: [onyctutu 3mo0yBaua Bumioi ocBitm Anacc UIBAHI no
3axucTy KBamidikaimiitHoi podotu Ha TeMy «OIliHKa Cy4acHOTO PIBHS YNpPaBIIHHS
AKICTIO ¥ (hapMalleBTHUHIN TUCTPUO'TOTOPCHKIN KoMIaHii» B Ex3amenartiiiniii komicii
Hday.

3aB. kap. MM3SD, nokrop dapm. HayK,

npodecop Bonoaumup MAJINN

Cexkperap, nouent 3BO,

KaH. (apM. HayK, TOLIEHT Caitiana XKAJIbKO



@D A2.2.1-32-042
HAIIOHAJIbHU ®APMAIIEBTUYHUN YHIBEPCUTET

TIMOJJAHHSA
I'0JIOBI EK3AMEHAIIHHOI KOMICII
IOJI0 3AXHUCTY KBAJI®IKAIIHHOI POBOTH

Hanpasnsierscst 3100yBay Buioi ocBith Anacce UIBAHI no 3axucery kBamidikamiiinoi
pobotu
3a rajy331o 3HaHb 22 OX0poHa 3/10pOB’s
cnenianbHicTio 226 ®apmartis, npomMuciioBa gapmaitis
OCBITHBO-TIpOdeciiiHOI0 nmporpamoro Papmartis
Ha Temy: «OIliHKa CyYacHOTO PiBHS YNPAaBIIHHS SKICTIO Y (papMarieBTUYHIN TUCTPUO FOTOPCHKIN
KOMIIaHIi».

Kpamigikariitna po6oTa 1 pereH3ist J0JarThCs.

Jlexan dakynbTery / Muxona I'OJIIK /

BucHoBOK KkepiBHMKa KBajdiikaniiHol podoTn

3n00yBay Buioi ocitu Anacc YIBAHI BukoHnaB Ha kadenpi MEHEKMEHTY, MApPKETUHTY
Ta 3abe3nedyeHHs skocTi y (apmauii HPaV kpamidikauiiiny poOoTy, ska MpUCBSYEHA OILHII
Cy4YacHOTO piBHS yHPaBJIIHHS SKICTIO y (papMalleBTUYHIN TUCTPUO'TOTOPCHKIi KOMITaHii.

[lepmmii po3aia NpUCBAYEHO TEOPETUYHMM 3acajaM CTaHJapTH3allii Ta cepTHdikalii y
chepi quctpulyIii GpapMarieBTUIHOT POAYKIIi. Y IpyromMy po3Aili MpoaHali30BaHO MOTOYHUN
CTaH CHUCTEMM YHIPABIIHHA SKICTIO Yy KOMMaHii, 1[0 3aiiMaeTbcs TUCTPUOYIIEIO JKAPCHKUX
3aco0iB. TpeTiil po3Ail MICTUTh peKOMEHJAIll] 1010 YJOCKOHAJEHHsS BHYTPIIIHIX MPOIECIB 1
IpPOIEyp, @ TAKOXK PO3POOJICHO IIJISIXM MOHITOPUHTY Ta aHali3y e(peKTUBHOCTI (PyHKI[IOHYBaHHS
CUCTEMH YIPABIIIHHSA SKICTIO.

V ninomy nojana o 3axucty kBanmidikamiiina po6ota Anacca YIBAHI Ha temy «Orminka
Cy4yacHOTO PIBHS YNpaBIiHHSA SKICTIO y (¢apMaleBTUYHINA JUCTPUO'TOTOPCHKIA KOMITaHii»
BIJIMIOBiIa€ BUMOTaM, I[0 BHCYBAIOTHCA 1O KBaTi(iKaliiHUX pOOIT, OMIHIOETHCS TMO3UTHUBHO 1
Moske OyTH peKoMeHJ0BaHa /Ui 3axucTy B Ex3amenaniiiny komicito HOay.

KepiBHuk kBanigikaniinoi podotu
Bonogumup MAJINN

15 tpaBus 2025 poky
BucHoBok kadeapu npo kBajgidikaniiiny poodory

Kpamidikamiiiny poboty po3risHyTo. 3mo0yBau Bumioi ocBitm  Anacc YIBAHI
JIOITYCKAETRCS JIO 3aXKCTY JIaHOT KBaidikamiifHoT poboTu B Ex3aMeHariitHiit komicii.

3aBinyBay kadeapu

MEHE)KMEHTY, MApKETHHTY Ta

3a0e3mneueHHs SKOCT1 y dapmarrii

Bonoaumup MAJIUMN

16 TpaBus 2025 poky
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