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MODERN ASPECTS OF BUSINESS PLANNING OF MEDICAL
PRODUCTS MANUFACTURING COMPANIES FOLLOWING THE

REQUIREMENTS OF INTERNATIONAL QUALITY STANDARDS

Abstract. The article investigates the current problems of bringing new products to the market by
enterprises engaged in the production of medical devices. The main factors of restrictions are identified as
regulatory changes related to the need to comply with international quality standards in the integration conditions
of medical device manufacturers. The essence and requirements of the international standard 1SO 13485 for the
design and development of new products are analyzed. The author clarifies the differentiation between the need
for manufacturing companies to comply with the requirements of this standard and the consideration of the most
important factors for drawing up thorough business planning as the main tool for determining the company’s
strategic goals and ensuring its stable and efficient operation. The article presents the essence of business planning
in the system of strategic management of a company and defines it as a systematic process of making effective
management decisions by allocating resources and choosing the best course of action from alternative options,
aimed at assessing the feasibility of the chosen direction of the company’s development, as well as formalizing
the decision-making process for project implementation. It is proved that the optimal tool for evaluating the most
effective projects is carried out using investment analysis tools. The methods for evaluating investment business
projects are outlined: methods based on discounted estimates and methods based on accounting estimates. The
main aspects of investment analysis are defined: functions, evaluation tools, and factors of influence. The project
cycle of strategic business planning of the company’s activities is presented. The analysis of the attractiveness of
the business idea and the analysis of the business plan as a whole are defined as the main components of the expert
analysis of the business plan before its implementation. In particular, the author identifies the criteria for express
assessment of the prospects and feasibility of a business idea and the main parameters for assessing a marketing
plan and marketing strategy, technological analysis, analysis of an organizational plan, and financial and economic
analysis for business planning. Special attention is paid to the analysis of project risks. In particular, the
classification of project risks is presented, the expediency of applying the Markowitz portfolio theory to form a
campaign investment portfolio for optimal asset selection based on the required return/risk ratio is substantiated.
The experience of applying business planning standards by leading international and national institutions in the
field of investment and business consulting, such as UNIDO, TACIS and the EBRD, is reviewed and systematized.
The use of automated analytical tools Wrike, Microsoft Project and Microsoft Dynamics 365 is proposed for
making decisions on strategic business planning tasks. It is established that the introduction of activities related to
the use of modern methods and automated programs for business planning and project management, the creation
of a system of staff motivation during business planning and implementation can bring medical device companies
to a qualitatively new level for successful integration into the Global System of Medical Devices Manufacturers.

Keywords: business planning; strategic management of the company; quality management system;
investment analysis; project risks; project management.
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INTRODUCTION

Statement of the problem. Business planning at an enterprise is one of the important processes
since planning its activities allows you to determine the most promising areas of development timely
and will allow the company to build the right strategic goals in the long term. The current economic and
political challenges have generated many additional factors affecting the activities of any business
entity, especially companies engaged in the production of medical devices. The COVID-19 pandemic
and the full-scale Russian invasion have actualized the need for medical devices in the market. While
the impact of COVID-19 has provoked a significant increase in the volume of the medical devices
market in both physical and monetary terms compared to previous years, during the period of martial
law, Ukrainian medical device manufacturers have experienced negative changes in their operations
under the influence of internal and external factors, such as the outflow of specialists abroad, the impact
of government reforms and public procurement on companies’ operations, supply chain efficiency,
demand for innovative technologies and the production of high-quality devices, government policy on
That is why business planning in today’s environment is becoming a universal tool for identifying
possible solutions to problems arising in the course of companies’ operations to ensure their stable and
efficient operation.

Analysis of the latest research and publications. Any company carrying out commercial
activity, regardless of the size or scope of the business, must plan its activities to determine the most
promising ways of development. This is always related to long-term planning, which is also called
strategic planning, and is most often related to the determination of specific vectors of the direction of
the enterprise’s activities.

Many Ukrainian specialists in the field of enterprise economics, including S. F. Pokropyvnyi,
S. M. Sobol, H. M. Tarasiuk, H. O. Shvydanenko, O. S. Svitlychna, O. H. Derevianko, V. V. Makedon,
etc. [1]-[4]. A significant contribution to the study of this economic category was made by foreign
researchers, including C. Barrow, A. Volosky, B. Ford, D. Borystein, R. Brown, P. Pruett, etc. [5]. At
the same time, approaches to the interpretation of the definition of business planning and its main
components differ depending on the role and expectations of the company. In particular, I. Kulinich
defines planning as one of the management functions, the process of choosing goals in making
management decisions [6]. At the same time, L. Galko [7] notes that business planning is aimed at
finding new opportunities to use the company’s resource potential, since “the purpose of a business plan
is not limited to attracting financial resources for business development. It allows you to form a new
trajectory of the company’s development, model a business management system, maintain
communications with suppliers and consumers of products, identify obstacles to the implementation of
a business idea, and reduce the risks of entrepreneurial activity”. According to O. Kazak [8], ...business
planning is a mechanism for coordinating and specifying goals, strategies and specific actions to ensure
sustainable growth and strengthening of the business”.

Therefore, planning is a systematic process of making effective management decisions by
allocating resources and choosing the best course of action from alternative options.

The purpose of the article is to study the current peculiarities and problems of business planning
at enterprises engaged in the production of medical devices and to identify its universal tools.

RESEARCH RESULTS

It can be assumed that in the current situation, the Business Plan [7] is probably a
universal tool for business planning and is designed primarily to assess the appropriateness of
the chosen direction of development, as well as to formalize the decision-making process for
project implementation. In developing this document, the main attention is paid to the
relevance, the possibility of implementing the project based on the selected company, the
volumes and sources of financing are determined, and the expected financial results are
assessed. At the same time, there are distinguished business plans developed for internal use,
as well as investment plans for attracting financing from the outside, that is, a potential investor.
In any case, we are talking about a document with the help of which it is possible to plan the
direction of the company’s development and, most importantly, to form strategic goals.
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Many companies dealing in the medical device manufacturing industry as part of their
commercial activities face restrictions on entering new products into the market. Key
restrictions include challenges due to regulatory changes. These changes are mostly related to
medical device approval procedures and getting certain documents and registrations as some
markets like the US Food and Drug Administration (FDA) have requested additional clinical
data to support the claims of safety and efficacy of medical devices. It is the potential loss of
revenues for companies-manufacturers of medical devices due to delays in product releases,
and additional costs incurred due to stringent approval processes put a strain on investments
relating to new product developments, affecting the growth of the medical devices market.
Because domestic manufacturers of medical devices undergo an integration process into the
International Global Market of Medical Devices Manufacturing results focus exclusively on
strict international standards regulating the activities of companies producing medical products.

This is currently an international standard is ISO 13485—Medical devices—Quality
management systems—Requirements for regulatory purposes [9]. In point 7.3 Design and
development is established in order of the new medical devices development and
implementation. The requirements of the standard should be entirely accomplished for the
successful medical products to the market issuing and the future audits passing.

ISO 13485 is an internationally agreed upon set of standard quality management system
(QMS) requirements for any company involved in the design, production, installation,
servicing, and manufacturing of medical devices. ISO 13485 is the medical industry’s optimal
medical device standard, which ensures that all medical devices meet the proper regulatory
compliance laws and customer needs.

As a result, while paying close attention to compliance with the requirements of the
standard for the design and development of new products, the companies, as a rule, do not take
into account the most important factors for making a scrutinized business planning, namely, an
initial analysis of the business idea (new product) is not carried out to determine the feasibility
of development the product, the investment volume and ways of raising funds, market research
is not carried out or not enough serious attention is paid through marketing investigation and
commercial expertise on the possibilities of implementation.

The difficulty lies in the fact that the standard requirements for medical devices do not
always, but most often, constantly differ from the requirements of the commercial department
and a marked demand. This applies to consumer properties, quality characteristics, packaging
design, labeling, etc. Therefore, companies of this type develop products based not on market
needs, but on the capabilities of technological equipment and the requirements of regulatory
documentation. This often leads to the fact that the manufactured products do not have unique
quality characteristics, could have an unpresentable appearance, and, as a result, do not have
the required demand. All these factors have a negative influence on the financial indicators of
the project, mostly the payback period and the volume of investments.

The implementation of any of the projects requires financing, which means attracting
investment funds necessary for its successful implementation. In other words, the project is a
proposal for changes in the company’s activities, formulated in some way, aimed at expanding
the product portfolio or other possible changes, the main goal of which should be obtaining
additional profit for the company. It is obvious that companies must have a system for
generating and evaluating such projects. At the same time, the assessment of the most effective
projects is carried out with the help of investment analysis tools.

It is completely clear that investors and/or main stakeholders aka owners are prioritizing
all the investment operations involved these days, which guarantee the security of capital and a
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sufficient level of income, so they are faced with the need to accept investment decisions based
on the selection of key concepts of financial management.
In general, we can agree with the author Viktor Levitsky, whose article, Investment
Analysis, proposes two methods for assessing investment business projects [10]. They are:
Methods based on discounted estimates:

net value method.

return on investment index.

method of calculating the internal rate of return.

methods based on accounting estimates.

method of calculating the investment payback period.
method of determining the accounting return on investment.

Whatever method is chosen as the main one for investment analysis, the main thing is to
systematically evaluate the disadvantages and advantages of investment projects. This can be
done with the help of the following measures:

data collection and analysis.

determination of investment priorities.

consideration of alternative options.

analysis of problems and consideration of various aspects of development and
implementation of financial management solutions.

The main functions of investment analysis can and should be implemented through:

development of an orderly structure of data collection, which will ensure effective
coordination of measures during the implementation of investment projects.
optimization of the financial decision-making process based on the analysis of
alternative options, determination of the order of execution of measures and selection
of optimal technologies for investment.

clear definition of organizational, financial, technological, social and environmental
problems arising at various stages of investment project implementation.

assistance in making competent decisions regarding the expediency of using
investment resources.

The importance of conducting an investment analysis is determined by several factors,

namely:

the market situation, the environment in which the company is located is exposed to the
permanent influence of external factors, which are often impossible to predict or resist.
the financial stability of the company, namely the ability to implement similar
projects in the existing realities.

choosing the most promising ways of activities or product portfolios for their
successful implementation.

assortment analysis and selection of the most promising products that will ensure the
planned sales volume.

determination of requirements for production technology and the nature of
technological equipment necessary for production.

determination of the break-even point, determination of the minimum sales volume
at which production costs are covered by income.

These and many other questions are considered at the stage of strategic business planning
of the company’s activities, which are most often formed into some kind of action system called
the project cycle.
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At domestic companies, the project cycle can have the following stages:

1)

2)
3)
4)

5)
6)

Generation of a project idea, the author of which can be any employee of the
company, but which has passed mandatory processing and has been assigned the
status of promising. The final decision to verify the feasibility of an idea is usually
made by the general director or the owner—the main stakeholder of the company.
Development of a business plan to assess the economic feasibility and the company’s
ability to implement it.

Considering the business plan and deciding on a project implementation.

In the case of a positive decision, an analysis of the business plan is carried out, which
involves an examination by the project manager of the received information with the
involvement of experts in each of the business plan sections.

Implementation of the project by processing a business plan.

Achieving planned indicators and closing the project by transferring it to the current
activities of the company.

The design process is shown schematically in Fig. 1. This scheme is relevant if a positive
decision is made at each stage of project development and implementation.

The emergence ofa S
[ business idea

| |
Making a decision about
the prospects and S Business plan
feasibility of business development
plan development

Analysis of marketing
and commercial
attractiveness ‘

| Considering the business |
[ X

plan and making a :
decision on
implementation

v
|

Examination of the Implementation of Closing the project and
business planand start —— p s — transferring it to
of implementation proj ongoing activities

Fig. 1. Project cycle of strategic business planning for a company’s activities

Source: compiled by the author

One of the key determining processes is the expert analysis of the business plan before
its implementation. Such a process must be organized and carried out by an expert group or
project team, which will subsequently implement it. The responsible person here is the project
manager, who is appointed by a separate order for the company immediately after a positive
result in considering the business plan. Thus, the analysis can be divided into two main sections:

1. Analysis of the attractiveness of a business idea. At this stage, an express assessment
of the prospects and possibility of implementing this idea will be carried out according to the
following criteria:

availability of quality characteristics of the product (sample, analysis, standard).
knowledge of production technology.

presence of competitors, market size.

the need for product registration (GOST, TU, ISO).

availability of necessary raw materials and auxiliary materials for production, free
access to them.

the need to purchase new equipment and its cost.
expenses for researching and passing the product into current manufacturing.
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— the volume of necessary calculations for the implementation of a project for the

production of new products.

— possible production capacity.

—  will the new product be able to compete?

— risks of a business idea implementation.

— own or joint project.

approximate cost of the project.

Based on the results, an analytical note is usually prepared with a brief feasibility study
and recommendations for deciding on its prospects.

2. The analysis of the business plan in general is carried out according to the following
main parameters, which must be properly prepared and provide comprehensive information for
their assessment:

2.1 Analysis of the marketing plan and marketing strategy [11]. The proposed business
idea for any new product design may only be successful if the product finds a consumer. For
this reason should be collected and systematized information about the market environment.
This data in the further is known as the marketing plan which consists of:

— potential consumers of future business products, their requests, and unsatisfied needs.

— technical, operational, and consumer qualities of similar types of products and their

prices.

— peculiarities of the promotion of this group of products to the consumer market and

other information characterizing the future business market.

One of the most important components of a marketing plan is the marketing strategy.
When developing a marketing strategy, it would be most significant to assume several versions
of changes in market factors and, accordingly, the company’s position in the market. With this
approach, the company will be prepared for negative, positive, and natural (neutral) changes in
market factors. Therefore, companies usually develop several strategic alternatives and several
scenarios of market behavior. The issue of developing strategic alternatives is most relevant
when introducing a new product to the market.

In the case of a new product launch, the possibilities of developing market segments are
considered as strategic alternatives. In this case, the most attractive segment will have priority
for development. Thus, a new product is first introduced to a priority market (the most interested
customers for whom it has the highest value) and then introduced to other markets with a lower
priority for development. Entering additional markets is the basis for sales growth and business
scaling. This analysis is usually carried out by the commercial director, who checks the
relevance and adequacy of marketing information regarding the market situation, the selected
product range, price positioning, and also verifies the chosen sales strategy and confirms this
section of the business plan. In the future, during the implementation of the project, the sales
function and all related tasks will be delegated to the commercial director or head of the sales
department.

2.2 Technology analysis. Being conducted by a team of technician specialists. This group
of experts confirms that the information in the business plan is true and the company has certain
skills, equipment and a production personnel is technologically and technically ready to
implement the project.

2.3 Analysis of the organizational plan. This section is the most labor-intensive and
requires the involvement of a large group of experts from different departments of the company.
First of all, this is the HR department, which checks the possibility of providing the project with
the necessary human resources and confirms its readiness to staff it according to the
requirements. The need and feasibility of obtaining appropriate licenses, permits and
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certificates is controlled by the Standardization and Quality Management Department. It is
difficult to overestimate the importance of this confirmation, since in the medical device
industry, design, purchasing, production and sales of products are regulated by strict
international 1SO requirements.

2.4 Financial and economic analysis for business planning. An important direction of
financial and economic analysis at the stage of business planning is the assessment of the
adequacy of project financing sources and the determination of their optimal structure [12]. If
the project cannot be fully financed by internal and external sources of funding, there is no point
in further analyzing performance indicators. At the same time, such a structure of financial
resources is considered optimal, which will provide cash flows for all stages of the
implementation of the investment project. It can be noted that the financial and economic
analysis is the most time-consuming and important stage of the pre-investment stage from the
standpoint of decision-making regarding the feasibility of investing in a specific project. Its
essence is a preliminary assessment of future benefits, costs, profitability of investments and
risks during project implementation. The main tasks of the financial and economic analysis at
this stage should be determined: analysis of the current financial state of the company and
substantiation of the priority directions of its development; analysis of investment intentions
and their compliance with the company’s investment opportunities; situational analysis of
existing alternative investment options; sufficiency and structure of investment sources;
detailed analysis and examination of the business plan; analysis of the financial feasibility of
investing in this project with determination of future income, expenses, profit, profitability and
payback period of the project; analysis of investment risks. When conducting a financial and
economic analysis, one should take into account not only the economic effect of the investment
project, but also the social effect associated with improving the working conditions of
employees, raising social standards, and forming the corporate culture of the company. Such an
analysis should take into account all the financial consequences of the project both from the
point of view of investors, customers, and from the point of view of the company implementing
the project. The final stage of the feasibility of implementing an investment project necessarily
involves summarizing, analyzing and evaluating the achievement of goals and the economic,
financial and technological tasks set before the project. At this stage, the economic feasibility
of the adopted investment and technological decisions is analyzed. The final analysis of the
mistakes made and the correct decisions is an important basis for the development of further
strategies for the development of the company’s financial and economic potential, the choice
of methods of attracting investment funds, the growth of culture and the improvement of the
efficiency of project and investment activities. When making decisions about investing in a
specific project, both external factors and internal characteristics of the investment object,
which determine its investment attractiveness, must be taken into account. A similar approach
is used in the comparative analysis of the effectiveness of alternative projects. Analytical
substantiation of the feasibility of participation in the project is carried out from the standpoint
of the interests of all participants in the investment process: the investor company, external
creditors (banking institutions, credit unions), the state.

Analytical assessment of its economic efficiency, which is carried out in the process of
preliminary analysis at the pre-investment stage of the project’s life cycle, is of decisive
importance for the acceptance of the project by the investor. It is the economic efficiency of the
investment project, the criteria of which is the maximization of the profitability and profitability
of the investing company’s activity, that serves as a primary condition for making decisions about
investing in this particular project. With all the variety of methodological approaches to assessing
the investment attractiveness of projects, their essence is determined by comparing the future
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economic benefits from their implementation with the amount of invested funds. Main
performance indicators from project implementation: payback period, NPV, IRR, P&L report etc.

2.5 Project risk analysis is one of the main directions of investment business planning and
is mainly aimed at assessing the probability of the occurrence of unforeseen negative events
that can affect the terms, budget and quality of implementation [13]. A group of experts is
studying a pre-prepared register of risks, which reflects the types of risks, their impact,
probability of occurrence, and measures to reduce their impact. Risks are classified into
systematic—which cannot be eliminated through diversification and non-systematic, the impact
of which can be reduced through diversification. Unsystematic lines are usually classified as:

General project risks that can have an overall negative impact on the project. For example:
absence of qualified specialists, low qualification and/or general lack of initiative of personnel,
the risk of incorrect forecasting of the situation.

Risks of supply chain troubles, related to the provision of the project with fixed and
working capital for the successful implementation of the project. First of all, it can be:

— the risk of not receiving raw materials, components, and auxiliary materials.

— low supply discipline, failure to meet raw material supply deadlines.

— low-quality raw materials.

Production—technological risks, related to the manufacturing of finished products. May
be associated with problems in the operation of technological equipment, inconsistencies
between the planned indicators of the volume of production and the actual ones, and a higher
cost of the finished product compared to the planned.

Commercial risks are one of the key ones and are primarily related to non-fulfillment of
the planned sales plan, lower margins, dumping by competitors, and other market surprises.

The company needs to take these risk events into account. In particular, you need to assess
the volatility of a key financial and commercial indicator.

Volatility is a quantitative indicator that reflects risk. VVolatility is usually expressed as a
percentage of the spread of annualized returns. The higher the volatility, the greater the risk.
The highest volatility means the highest risk.

Back in the 1950s, Harry Markowitz developed a methodology for forming an investment
portfolio, aimed at the optimal selection of assets based on the required return/risk ratio.

Markowitz’s portfolio theory is an approach based on the analysis of expected averages
and variations of random variables.

The birth of Markowitz’s portfolio theory is considered to be the article “Portfolio
Selection” published in the Financial Journal in 1952 [14]. In it, he first proposed a
mathematical model for the formation of an optimal portfolio and presented methods for
constructing portfolios under certain conditions. Markowitz’s main contribution was to propose
a probabilistic formalization of the concepts of “return” and “risk,” which made it possible to
translate the problem of choosing an optimal portfolio into a formal mathematical language.

After the formalization carried out by Markowitz, from a mathematical point of view, the
problem of forming an optimal portfolio was a quadratic optimization problem under linear
constraints. This class of problems is one of the most studied classes of optimization problems,
for which there are a large number of effective algorithms.

To construct the space of possible portfolios, Markowitz proposed using an asset class, a
vector of their average expected returns, and a covariance matrix.

Based on these data, many possible portfolios with different return-risk ratios are constructed.

Since the analysis is based on two criteria, the manager selects portfolios:

Searching for effective or unimprovable solutions. In this case, any other solution that is
better than those found in one parameter will necessarily be worse in another.
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Choosing the main criterion (for example, profitability should not be lower than a certain
value) using the rest only as criterion restrictions.

By specifying a certain super criterion, which is a superposition of these two (for example,
their function).

Note that short-term financial policy has worked well for small companies.

Financial damage from the realization of risk is defined as a negative impact on financial
performance in terms of Free Cash Flow (FCF; operating income—capital expenditures). For
unification, a valuation horizon of 12 months is used. As a basis for assessing financial damage,
budgetary indicators of income and costs are used, and then it is calculated how much, in the
event of a risk being realized, the value of these indicators may differ from the budgeted values.
The degree of deviation from budget indicators is determined by experts with the participation
of specialists in the relevant fields. Historical data, if available, is also taken into account.

In this regard, when calculating the financial model of the project, three scenarios are
considered to make a decision: optimistic, basic (average) and pessimistic. Usually, a
pessimistic scenario is accepted: the lowest price, minimum sales volume, and high costs.

For the preparing of business plans and project management, there are no universal
models and methods that would be applicable to every company as analytical tools for business
planning, but first of all, it is necessary to pay attention to such approaches to business planning
that are used in the activity influential international and national institutions or recommended
for practical use by leading companies in the field of investment and business consulting.

It is recommended the following basic business planning standards for consideration [15]:

— UNIDO standard (United Nations Industrial Development Organization, abbreviated
UNIDO—an organization whose purpose is to promote the industrial development
of countries with a market economy).

— The TACIS standard (Technical Assistance for the Commonwealth of Independent
States, a program offered by the European Union to assist the CIS countries).

— EBRD standard (the European Bank for Reconstruction and Development was
founded in 1991 with the participation of 60 countries of the world and many
international organizations as an investment mechanism to support the market
economy in the countries of Central Europe and Asia).

UNIDO—an organization fighting for global prosperity, supporting the industrial

development of developing countries and countries with economies in transition.

UNIDO provides various assistance to countries with transition economies and
developing countries in adaptation and development in the conditions of globalization of the
economy and the world as a whole. The organization collects knowledge, information,
experience, and technologies, transfers them to countries in need, and thereby contributes to the
development of a competitive economy and an increase in the level of employment. The
standard has the following features:

— the most simple and clear, suitable for startups, and small and medium-sized

businesses, has a clearly defined organization “by-products”.

— it is used most often as a basis for formats required by banks and for various
competitions.

— used in specialized programs for developing business plans—Project Expert.

— the most popular in the countries of the former CIS.

— if there are no other requirements, it is recommended to use this standard or formats
based on it, as it is the most common and recognizable in the territory of the former
CIS.
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From the practice tests, the UNIDO and EBRD business planning standards, as well as
corporate methods developed by experts from international companies such as KPMG,
BFMGroup, Goldman Sachs & Co, Ernst & Young, and others, remain the most popular [16].

It is important to understand that business planning and project development is a complex
process that covers many stages and, first of all, requires the presence of highly qualified
management personnel to solve problems of this level.

In this regard, analytical tools can be divided into types depending on their application.
These are primarily tools for investment analysis, which are used to calculate the financial
model of an investment business project and programs used to automate business in general.

The use of analytical systems is aimed at solving the following types of problems that are
related to business planning:

— linear programming models used to implement strategic planning tasks.

— method of calculating the critical path and PERT for operational planning, based on

network models.

— methods of regression analysis, time series analysis, and procedures for processing

expert assessments are used to forecast potential demand and other similar studies.

— linear programming methods are used to plan production volumes and forecast sales

volumes.

— methods for constructing network graphs and diagrams to form project schedules.

For business planning, automated analytical tools are actively used, intended primarily
for making decisions on strategic tasks. Requirements for this kind of software are developed
based on the need to make decisions in a “development” mode. The general requirements can
be characterized as follows:

— carry out an assessment analysis of the company’s business to identify weak links

and bottlenecks, according to the theory of constraints.

— conduct an expert assessment and comprehensive analysis of the business plan of an

investment project.

— prepare a feasibility study for raising borrowed funds for possible external financing

of the project.

— assess the degree of influence of external and internal factors on the project.

— carry out a comparative assessment by analyzing the elasticity of demand to select

the most promising project options.

— maximum automation of calculations of project indicators and the preparing of a

ready-made investment document for presentation to financial institutions.

The above-stated requirements can be fully or partially implemented using the following
software:

Wrike is a project management app that doubles as a collaborative work management tool
and works well for businesses of all sizes and activities. Besides its general project management
app [17]. Wrike offers customized software for some industries and team functions with pre-
configured templates for tasks, workflows, and communication. It has a user-friendly dashboard
with enterprise-grade tools that can be used to manage both one-time projects and ongoing tasks.

Microsoft Project is one of the best ERP project management software products,
developed and sold by Microsoft. It is designed to assist a project manager in developing a
schedule, assigning resources to tasks, tracking progress, managing the budget, and analyzing
workloads [18].

Microsoft Dynamics 365 in the program resolved the complexity of various CRM and
ERP systems, and created modern modular business applications that work together on one
platform [19].
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The benefits of implementing such automated systems in an enterprise save time and
resources, and also make it possible to consistently implement individual modules for company
resource management.

CONCLUSION

In the process of business planning of the majority of Ukrainian enterprises producing medical
devices, it is possible to identify a general deficiency that is inherent in most companies that conduct
commercial activities, and this is the lack of a process approach to the development and introduction of
new products to the market.

This is most often recognizable factors:

— the process of appointing the project manager, project team and their representatives

is not formalized.

— the process and algorithm of project implementation actions after the adoption of the
business plan are not prescribed in sufficient detail.

— the process of distribution of roles and areas of responsibility in the project is not
specified.

— the business planning procedure in companies, mostly directed to the formal
fulfillment of the requirements of the I1SO standard, than to the quality business
planning and effective implementation of the project.

— the motivation system of the project team for project implementation is not defined.

From the research, arguments, scientific approaches and assumptions presented in this
article, we can conclude that there is no more universal tool for business planning than an
investment business plan. Companies, regardless of their industry, need to use this tool to create
a solid basis for the development and implementation of new product projects, assessing their
own investment opportunities, permanently monitoring the market situation and the general
competitive environment.

For companies whose activities are subject to strict regulation by industry standards, in
the process of business planning, it is naturally necessary to focus on their strict compliance.
This study deals in particular with the ISO 13485 standard. However, carrying out business
planning in accordance with modern requirements and trends will be a necessary and only
correct practice aimed at obtaining truthful information that will allow assessing the correctness
of the chosen decision regarding investment activities of a company.

In the modern realities of the Ukrainian economy, which has been in a state of war for
three years and is waging a desperate struggle for its existence, the medical device production
industry is one of the few that remains afloat and shows positive indicators of financial and
economic activity. Accordingly, performing commercial activities in modern conditions
requires special attention to all business processes that operate in the company. Clarity and
speed of decision-making will be the key and perhaps even the only factor in business survival.
Companies must respond to market needs by introducing new products (increasing demand for
hemostatic agents, reorienting to modern types of dressings, targeted delivery, etc.) adequately
assessing their capabilities in terms of investment and human resources.

Most companies producing medical devices have an organizational structure that is a
weak matrix with limited powers of departments involved in business planning represented by
project managers. This most often leads to negative consequences, namely failure to meet
business planning and project implementation deadlines, untimely financing, and resource
shortages. Therefore, some specific features associated with changing the classical
organizational structure in companies, aimed towards a project-based one—a strong matrix,
will expand the powers of project managers. This, in turn, will make it possible to strengthen
the priority in the bringing of additional funds by companies and attract resources to business
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planning and project implementation in the required quantity and on time. The introduction of
activities related to the use of modern methods and automated programs for business planning
and project management, the creation of a staff motivation system during business planning and
implementation, can bring companies that produce medical devices to a qualitatively new level
for successful integration into the Global System of Manufacturers medical devices and getting
into the TOP 10 Global Medical Devices Manufacturers in the next 10 years.
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CYYACHI ACHHEKTH BIBHEC-IUVIAHYBAHHS A1/ IBHOCTI
KOMITAHIA 3 BUPOBHUILITBA MEJINYHUX 3ACOBIB Y BIIITOBIJHOCTI
10 BUMOI' MIDKHAPOJTHUX CTAHIAPTIB AKOCTI

AHoTamis. Y cTarTi JOCHIDKEHO Cy4dacHi mNpoOieMH BHBEACHHS HOBHUX IIPOIYKTIB Ha PUHOK
i ANPUEMCTBAMHU, 1110 3aiMAIOTHCsl BUPOOHHUIITBOM BHUPOOIB MEIMYHOTO Npu3HadeHHs . OCHOBHUMH YMHHUKAMU
BUHHKHCHHS OOMEXEHb BU3HAYCHO HOPMATHBHI 3MiHH, MOB’s3aHi 3 HCOOXIAHICTIO JOTPUMAHHSA MIKHAPOTHHUX
CTaHJApTIB SKOCTI B IHTErpamiiHUX YMOBaX [isUTIbHOCTI BHPOOHHMKIB MEJUYHMX ToBapiB. [IpoaHanizoBaHO
CYTHICTb Ta BUMOTH MikHapoaHoro cranaapty 1SO 13485 mono npoekryBaHHs Ta po3poOKH HOBOI MPOAYKIIII.
YTouHeHo audepeHmianii Mi>k HEOOX1THICTIO IOTPUMAHHS KOMITaHIsIMH-BUPOOHUKAMH BUMOT JaHOTO CTAHAAPTY
Ta BpaxyBaHHS HaWBaXIMBIMIKMX (AKTOPIB Ui CKJIAJaHHS PETENbHOro Oi3Hec-IJIaHyBaHHs SIK OCHOBHOI'O
IHCTPYMEHTY BH3HA4YCHHS CTpATEriuyHMX IiJied KoMmaHii Ta 3abe3rnedeHHs ii crabuibHOT e)eKTUBHOI AisTIBHOCTI.
[pexacraBneHo cyTHICT Oi3HEC-TUIAHYBAHHS B CHCTEMI CTPATET1YHOrO YIPaBIiHHS KOMITaHIEI0 Ta BU3HAYEHO HOro
SIK CHCTEMAaTH4HUH Tpolec MPUHHATTS €()EKTHMBHUX YIPABIIHCHKUX pIllIEHb LUISXOM PO3IMOALTY PecypciB i
BUOOpY HaHKpAIIOro BapiaHTy Aill 3 allbTEPHATHBHHUX BapiaHTIB, CIIPSIMOBAHHI Ha OLIHKY JIOIJILHOCTI 00OpaHoro
HAINpPSIMKY PO3BUTKY KOMIIaHil, a Takox (opmaltizaiito nporecy NPUUHSITTS pillieHb MION0 peai3allii mpoeKTy.
JloBeneHo, 10 ONTHMAJILHUM 1HCTPYMEHTOM OL[IHIOBAaHHs HaWOLIbll e(eKTUBHHUX IPOCKTIB 3IIMCHIOETHCS 3a
JIOTIOMOT' OO THCTPYMEHTIB 1HBECTHIIITHOTO aHami3y. OKpecIeHO METOM OIlIHKY IHBECTUIIIHUX Oi3HEC-TIPOEKTIB:
METOIH, 3aCHOBaHI Ha TUCKOHTOBAHUX OIlIHKaX Ta METOIH, 3aCHOBaHI Ha 00JIIKOBUX OLIIHKaX. BU3HaUYeHO OCHOBHI
ACIIEKTH 3/1IHCHEHHS IHBECTHIIHHOr 0 aHami3y: (PyHKIii, 3ac00M OLliHIOBaHH: Ta pakTOpy BILIUBY. [IpencraBneHnii
MPOEKTHUN LUKJI CTPATEridHOro Oi3Hec-TUIaHyBaHHs MisUIbHOCTI KoMmaHii. BuzHaueHo aHaii3 mpuBaOIMBOCTI
0i3Hec-iei Ta aHami3 Oi3Hec-IUIaHy B IJIOMY SIK OCHOBHI KOMIIOHEHTH MPOBEACHHS €KCIIEPTHOrO aHaizy Oi3Hec-
IUIaHY IIepe]l Horo peaizailiero. 30KpeMa, BU3HAUSHO KPUTEPil eKCIpec-OI[iHKK MePCIEKTUBHOCTI Ta MOXIIMBOCTI
peamizauii Oi3Hec-iel Ta OCHOBHI HapaMeTpH OIIHKM MapKEeTHHTOBOTrO IUIaHY Ta MapKETHHIOBOI CTparerii,
TEXHOJIOTIYHOTO aHaji3y, aHaJIi3y OpraHi3aIlliifHOro IUIaHy Ta (iHAHCOBO-EKOHOMIYHOTO aHami3y mjis Oi3Hec-
wianyBaHHs. OKpeMy yBary NpuaijIeHO aHaji3y MPOSKTHUX PU3HKIB. 30KpeMa, HaBEeICHO KIacH(]iKaIliio pU3UKIB
MPOEKTY, OOIPYHTOBAHO JMOLUIBHICTh 3acToCyBaHHs Teopii moptdens MapkoBina s (opMyBaHHS
iHBecTHIIiHOTO mopTdens KammaHii 3a7is ONTUMAalbHOTO BigOOPY AaKTHBIB Ha OCHOBI HEOOXIJHOrO
CHIBBIIHOIIEHHST JOXOMHOCTI/pU3KKY. [IpoaHani3oBaHO Ta CHCTEMATH30BaHO JOCBIJ 3aCTOCYBaHHS CTaHIAPTIiB
0i3Hec-TIaHyBaHHS MPOBITHUMHU MDKHAPOAHUMHE Ta HALIOHATHHUMH IHCTHTYHISIMH y cepi iHBECTHUIIIHOTO Ta
o6i3nec-koncantuury IOHIJIO, TACIS ta €BPP. [{st npuilHATTS pillieHb IIOJ0 CTPATETIYHUX 3aBJaHb Oi3Hec-
TUTAaHYBAHHS 3alPOIIOHOBAHO BUKOPHCTaHHS aBTOMATH30BaHUX aHATiTHYHKX 3aco0iB Wrike, Microsoft Project ta
Microsoft Dynamics 365. BcranoBiieHO, 1110 BIPOBaKEHHS TisUTEHOCTI, TIOB’I3aHOT 3 BAKOPUCTAHHAM CYJacHHUX
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METO/IIB Ta aBTOMaTH30BAHUX Mporpam Juisl Oi3Hec-TUTaHYBaHHS Ta YIIPABIIiHHS NPOEKTaMHU, CTBOPEHHS CUCTEMHU
MOTHBaLii MepcoHaNy Mij Jac Oi3Hec-IUIaHyBaHHS Ta peaji3amii, MOKe BHUBECTH KOMIIaHii, 10 BHPOOIISIOTH
MeIu4Hi BUpOOH, Ha SKICHO HOBHH piBeHb s yemimHoi inTerpanii B Global System of Manufacturers Medical
Devices Manufacturers.

KmiouoBi cioBa: Oi3Hec-TIaHyBaHHS; CTpaTeTidHE YNPaBIiHHSA KOMITAHIEI0; CHCTEMa YIPaBJIiHHS SIKICTIO;
IHBECTUIIIHHMIA aHaIi3; IPOEKTHI PU3HKH; YIPABIIHHS IPOEKTAMH.
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