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Urgency of the research. In terms of globalization of
business and trade, when even the concept of "crisis" be-
comes global, the desire for continued growth and develop-
ment becomes the most important and top priority.

Concerning this, questions about more efficient, rational
management, certification, quality management systems,
including the ISO 9001 standard arise lately.

Target setting. The quality and quantity of products are
the most important indicators of the final result of the enter-
prise. Therefore, one should keep in mind the strategic im-
portance of the tasks to be solved such as moral, social and
political aspects not only organizational, managerial, eco-
nomic, technical, industrial and consumer aspects of the
problem. The problem of improving quality should be a state
priority.

Actual scientific researches and issues analysis.
Such well-known scientists as A. Glichev, M. Kruglov,
I. Kryzhanivsky, A. Lositsky, T. Korneeva, E. Korotkov,
A. Feigenbaum, G. Taguchi, E. Shilling, H. Wadsworth,
T. Seifi, Y. Rebrin has made a significant contribution to the
development of the theory, methodology and history of prod-
uct quality management.

Uninvestigated parts of general matters defining. At
the same time very few of scientific papers highlights the
peculiarities of quality management systems based on the
new version of the ISO 9001:2015 international standard
implementation. New requirements of this standard as well
as its differences from the previous version require research-
ing.

The research objective. To study the features of the
new version of the 1ISO 9001:2015 international standard,
compare it with the previous edition of ISO 9001:2008 one
and highlight the key differences.

The statement of basic materials. In the article the pe-
culiarities of implementation of the ISO 9001:2015 standard
are considered. A comparative characteristic between ver-
sions of the 2008 standard and 2015 one is conducted. It is
established that the main differences concern principles of
quality management, structure of the standard, terms and
definitions, requirements of the standard.

Conclusions. The ISO 9001 certificate for the quality
management system does not guarantee the quality of the
product or service provided. Designing and obtaining the
ISO 9001 certificate serves as a kind of trust instrument.

Keywords: 1SO 9001:2015; ISO 9001:2008; quality
management system; risk; process.
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BIAMIHHOCTI TA OCOBJIUBOCTI
BNPOBAIXKEHHA CTAHOAPTY
1ISO 9001:2015 B KOHTEKCTI COLIANIbHOIo
TA CTPATEIN4YHOIO PO3BUTKY
nanPUEMCTB

AkmyanbHicmb memu docnidxeHHs. B ymosax eno-
banisauyii 6i3Hecy ma mopeieni, Konu Hagimb MOHSIMMS
«Kpusa» Habysae c8imoeoz20 xapakmepy, npazHeHHs 00
ocmitiHo20 3pocmaHHsI i PO38UMKY cmae Halbinbw eaxsu-
8UM i Mepwo4yepao8uM.

Y 38’A3Ky 3 UUM, OCMaHHIM 4acoMm, 8UHUKaMb rnumaH-
Hs npo bBinbw eghekmueHe, paujioHasibHe yrnpasesiHHS, cep-
mucbikaujito, cucmemu yrnpaesiHHs SKICmo, 8 Mmomy 4qucri
cmard@apm ISO 9001.

MocmaHoeka npobnemu. Sikicms i Kinbkicmb npooyKyil
€ HaligaXxnusilwumu MokasHUKamu KiHUeeoz2o pesysbmamy
disnbHocmi  nidripuemcmea. Tomy cnid mMamu Ha yeasi
cmpameeaiyHe 3Ha4YyeHHs1 eupillysaHux 3aslaHb: HEe MINbKU
op2aaHi3auitiHo-ynpaeniHCbKi, €KOHOMIYHi, MeXxHi4Hi, eupob-
Hu4o-crioxueyi 60Ky npobnemu, a U MoparsbHi, couianbHi i
nonimuyHi acnekmu. lpobnema nideuweHHs SKocmi no8uH-
Ha cmamu dep>kagHUM piopumenmom.

AHani3 ocmaHHix docnidxeHb i nybnikayit. 3HayHul
B8HECOK Yy p038UMOK meopii, memodonoeii ma icmopii po3-
8UMKY yrpasiHHS skicmio npodykyii 3pobunu 8i0omi 84eHi:
A. lives, M. Kpyenos, |. Kpuxanriecekut, O. Jlocuybkud,
T. KopHeesa, E. Kopomkos, A. ®eliceHbaym, [. Taesymi,
3. Wunive, X. Badceopom, T. Celighi, FO. PebpiH.

BudineHHs1 HedocnideHUXx YacmuH 3a2asibHol npo-
6nemu. Y mol xe yac HeQocmamHbO HayKo8UX fpaub 8u-
ceimnoome ocobnueocmi ernposadKeHHs cucmeM ynpas-
JIIHHSI SIKICIMIO Ha OCHO8i HOBOI 8epcCii MixXHapOOHO20 cmaH-
dapmy ISO 9001:2015. NMompebyromb OoCniOKeHHsI HO8I
8uMoeu, 8U3HayeHi 0aHUM cmaHOapmoM, a makox (020
8idmiHHOCcmi 8i0 monepedHbOI 8epcii.

MocmaHoeka 3aedaHHs. [ocnidxeHHs1 ocobnusocmeli
Hoeol' sepcii MixHapoOHo2o cmaHOapmy ISO 9001:2015,
ropigHsIHHS (1020 3 nonepedHbor pedakuieto 1ISO 9001:2008
ma 8udineHHs KIo4osux gidMiHHocmed.

Buknad ocHoeHO20 Mamepiany. Y cmammi po3ens-
Hymo ocobnuBocCTi BnpoBagKeHHs cTaHgapty ISO 9001:
2015. MNMpoBeaeHO MOPIBHANBHY XapakTepUCTUKYy MiX Bepci-
amu ctaHgapTy 2008 poky Ta 2015 poky. BctaHoBneHo, wWwo
OCHOBHI BiIMIHHOCTi CTOCYKTbCH: MPUHLMWMNIB MEHEKMEHTY
AKOCTi, CTPYKTYPU CTaHAapTy, TEPMIHIB Ta BU3HAYeHb, BUMOT
cTaHgapTy.

BucHoeku. Cepmucbikam Ha cucmemy MeHeOXMeHmy
sskocmi ISO 9001 He eapaHmye sikocmi 8upobneHoi npPodyK-
uii abo HadaHoi nocnyeu. OghOpMIIEHHST ma OmMpPUMaHHs
cepmucpikamy I1ISO 9001 crnyxumb 8 sikocmi C80€PIOHO20
iHcmpymeHmy dosipu.

Knroyoei cnoea: ISO 9001:2015; ISO 9001:2008; cuc-
mema yrnpasesiHHs SKICMIo; PU3UK; NPouec.
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Urgency of the research. Improving product quality in a competitive environment is one of the
most important and challenging tasks for any manufacturer of goods and services. The problem of
quality is particularly acute at the present stage of market relations development, when domestic pro-
ducers have to face fierce competition not only on the external market, but also on the domestic one.

The economic reforms are undertaken, the gradual transition from the producer's market to the
buyer's market, to the protection of consumer rights raise sharply the question of clarifying the meth-
odological foundations of product quality management.

Target setting. In current economic conditions the main task of enterprises is to increase competi-
tiveness in the market. Every day the number of companies is growing, small and medium businesses
are developing so it is necessary to introduce the latest management systems and organizations in
order to survive in such conditions. The practice of financial and economic activity of enterprises
shows that companies specializing in one sphere and having approximately equivalent financial and
material resources quite often receive different profits. As a rule manufacturers financial prosperity can
be achieved only with high-quality and competitive products or services. Problems of quality, competi-
tiveness and quality control become a key factor for Ukrainian organizations. This lead to a high
growth of interest in strategy of quality issues and search for methods and approaches to address
them.

Currently, there are many different methods and approaches to assess the effectiveness of quality
management systems. The main provisions for evaluating the effectiveness of the quality manage-
ment system are described in ISO 9001 standards. First of all, this relates to the activity of the man-
agement for the analysis and further improvement of the enterprise quality system.

Actual scientific researches and issues analysis. Famous scientists made a significant contri-
bution to the development of the theory, methodology and history of product quality management
Among them are A. V. Hlichev, M. I. Kruhlov, I. D. Kryzhanivskyi, O. H. Losytskyi, T. V. Kornieieva,
E. M. Korotkov, A.Feigenbaum, G. Taguchi, Ye. Schilling, H. Wadsworth, T. F. Seifi, Yu. |. Rebrin.

Uninvestigated parts of general matters defining. At the same time, few scientific papers high-
light the peculiarities of implementing quality management systems based on the new version of the
international standard ISO 9001:2015. New requirements defined by this standard need the research,
as well as their differences from the previous version.

The research objective. To study new version features of international standard 1SO 9001:2015
comparing it with the previous edition of ISO 9001:2008 and highlighting the key differences.

The statement of basic materials. The ISO abbreviation stands for International Organization for
Standardization. This is an organization that is a worldwide federation of national standardization or-
ganizations.

ISO standards were first introduced in 1987. After that every 6-7 years the standard is reviewed
and refined. For today, five versions have already been released, with the latest ISO 9001:2015 being
released in September 2015 (Tab. 1).

Today more than 150 countries in the world are ISO members which are represented by national
standardization organizations. More than 17,000 international standards were published in various
fields of activity during the period of the organization the existence. The beginning was laid in the peri-
od of rapid production rise and, as a consequence, a powerful development of trade between large
industrialized countries. The introduction of standards led to cheaper products, reduced production
costs, reduced waste, improved compatible products produced in different countries, simplified use
and maintenance. To date, more than one million ISO 9001 certificates have been issued worldwide in
more than 100 countries.

ISO 9001:2015 contains the basic concepts, principles and vocabulary of quality management sys-
tems. Also it is the basis for other quality management system standards. This standard does not
specify product / service requirements.

On September 15, 2016 the International Standardization Organization adopted a new version of
ISO 9001:2015standard. Since then, a transition period of 3 years has begun, during which both the
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old version of the standard ISO 9001:2008 and the new version of ISO 9001:2015certificates have
been valid.

Table 1
Main stages for ISO* version standards development
Year Standard

1987 Adoption of the first group of series standards (ISO 8402, ISO 9000, ISO 9001, ISO 9002, ISO
9003, ISO 9004)

1994 Adoption of the revised version of standards group, on which the certification of the quality
management system is carried out (ISO 9001, 1ISO 9002, 1SO 9004)

2000 Review the key standards of this series (ISO 9000, ISO 9004), the reduction of standards
number for carrying out one appropriate standard (ISO 9001)

2002 Adoption of ISO 19011:2002 standard concerning audits of quality management systems and
environmental management systems

2005 Updated edition of ISO 9000:2005 standard release

2008 Updated edition of ISO 9001: 2008 standard release

2009 Updated edition of ISO 9004: 2009 standard release

2011 Updated edition of ISO 19011: 2011 standard release

2015 Updated edition of ISO 9000:2015 and ISO 9001:2015 standard release

*composed by the authors [4; 5; 6]

There are four main changes:
1. Principles of quality management forming the basis of ISO 9001 standard requirements [7].
The previous version of the standard contained eight principles, now there are seven ones (Tab. 2).
Table 2
Comparative characteristic of quality management principles in 1ISO 9001:2009
and 1SO 9001:2015* standards

ISO 9001:2009 ISO 9001:2015

. Customer oriented . Customer oriented
. Leadership . Leadership

. Employee involvement . Staff involvement

. Process approach . Process approach
. System approach to management
. Continuous improvement . Improvement

. Decision-making based on facts . Decision-making based on proof of facts
. Mutually beneficial relationships with suppliers 7. Relationship management

composed by the authors [4; 5; 6]

AIW|IN|F

o1

N[OOI WIN|F

Such principles as customer orientation, leadership and process approach were left without chang-
es.

The name change relates to these four points. At the same time the essential characteristics and
contents did not have significant changes.

The principle of "system approach" disappeared as far as it is partially described in the "Process
approach”. However, the most significant reason for excluding this principle is that the implementation
of the quality management system at the enterprise is already a systemic approach.

2. Standard structure. The change in the standard structure was caused by the fact that new ver-
sion of ISO 9001 was developed in accordance with Annex SL - a new template for management sys-
tem standards:

1. A single structure of the highest level of standards for management systems (ISO 14001, ISO
27001).

2. Identical text, general terms and definitions.

3. Improvement of coordination between various management systems.

4. Benefits for integration with other management systems.

Changes in the standard contents are given in Tab. 3
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Table 3
Comparative characteristics of ISO 9001:2009 and ISO 9001:2015* standards content
1ISO 9001:2009 ‘ 1ISO 9001:2015
Introduction
1. Scope of application
2. Normative references
3. Terms and definitions
4. Quality management system 4. Organization environment
. Leadership
6. Planning
6. Resource management 7. Control system maintaining
7. Products manufacturing 8. Manufacturing
9
1

[

5. Management responsibility

. Effectiveness evaluation
0. Improvement

8. Measurement, analysis, improvement

* composed by the authors [4; 5; 6]

Terminology and definition of concepts have undergone the following changes:

1. New terms and concepts appeared.

An organization environment is a process that determines the factors that influence the purpose,
purpose and sustainability of the organization. It takes into account internal factors including values,
culture, knowledge and effectiveness of the organization. It also takes into account such external fac-
tors as legal, technological, competitive, market, cultural, social and economic environment.

Interested parties. The notion of interested parties extends beyond the scope of focus only on the
customer. It is important to consider all relevant stakeholders.

Part of the understanding the organization environment process is identifying its stakeholders. Rel-
evant stakeholders are those that have a significant risk of sustainability if their needs and expecta-
tions are not met. Organizations determine what results should be provided to these relevant stake-
holders in order to reduce this risk.

Risk is the effect of uncertainty. Risk-oriented thinking is essential for the achievement of a suc-
cessful quality management system. The concept of "risk-oriented thinking" was unclear in previous
editions of this standard. For example, it covered the implementation of precautionary measures to
eliminate potential inconsistencies, the analysis of any inconsistencies that appears and the adoption
of measures to prevent their recurrence that are appropriate to inconsistency consequences [10; 8].

To ensure compliance with the requirements of this standard, the organization must plan and per-
form risk and opportunity reviews. Examining both risks and opportunities is the basis for improving
the quality management system performance, achieving improved results and preventing negative
impacts.

2. Some terms have been changed (Tab. 4).

Table 4
The main differences in terminology of 1ISO 9001:2009 and ISO 9001:2015* standards
ISO 9001:2009 ISO 9001:2015
Product Products and services
Documentation, guidance on quality, documented Documented information
techniques, protocols / records

Working environment The environment for the operation of processes
Means of monitoring and measuring equipment Resources for monitoring and change
Procured products Products and services received from outside
Provider External Supplier

* composed by the authors [4; 5; 6]

3. Some terms are not used. The term "Exclusion”. The organization must comply with all require-
ments of the standard. There cannot be any exceptions. However, when an organization defines the
scope of the standard and if any of the requirements of the standard cannot be applied to this area, it
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can be excluded. In this case, the organization must thoroughly substantiate its action with the help of
facts. However, most experts do not recommend doing this.

Some terms are not used. The term "Exclusion”. The organization must comply with all require-
ments of the standard. There cannot be any exceptions. However, when an organization defines the
scope of the standard, and if any of the requirements of the standard cannot be applied to this area, it
can be excluded. In this case, the organization must thoroughly substantiate its action with the help of
facts. However, most experts do not recommend doing this.

Also, such terms as "Representative of the leadership”, "Preventive action”, "Exceptions" disap-
peared from the standard.

ISO 9001 certificate for the quality management system does not guarantee the quality of the
product or service provided. Designing and obtaining ISO 9001certificate of serves is a kind of trust
instrument. In simple words, this is a presentation of the company, which gives information about the
manufacturer, about the organization of work in the enterprise, its compliance with the standards
adopted in the modern business to the potential customer and consumer. ISO 9001 certificate is a
document that shows the maturity of its management system.

Conclusions. The main differences between ISO 9001:2015 standard and its previous version are
the construction of a quality management system and the setting of goals for it, taking into account
external and internal factors unique to each organization (the context of the organization); compliance
with the requirements of the quality management system of stakeholders; implementation of a risk-
oriented approach to quality management system. ISO 9001 does not have the requirements to use
official risk management in identifying risks and opportunities. An organization can choose the method
that suits its needs; creation of mechanisms for the accumulation and updating intra-firm knowledge
(knowledge management) as the basis for the development and improvement of organization and its
processes; more emphasis are placed on managing changes in products, in the processes of organi-
zation and quality management systems in general.
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