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The article establishes what is a hon-compliant product; it's deals with procedures for managing non-compliant
products in accordance to the requirements of DSTU ISO 22000; the requirements of DSTU ISO 9001:2015 and the
regulatory framework of Ukraine for the management of non-compliant products are analyzed. Developed a single
standard procedure for small and medium enterprises to implement and understand the sequence of actions in the
implementation of this procedure. Improved the process of managing non-compliant products; the division of respon-
sibilities for the implementation of the stages of the procedure was carried out; the block diagram of realization of
procedure of management of non-conforming production is improved; requirements for registration of documenta-
tion are established and their forms are improved.
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Y cTarTi BUSHAYaETLCA NOHATTA HEBIAMNOBIAHOT NPOAYKLIT; aHasTi3yr0TbCA NPUYMHK NOSABU TakoT NPOAYKLT Ha nia-
MPUEMCTBI, & TaKOX MOX/IMBI HACNIOKW Takoi HEeBIANOBIAHOCTI ANA XUTTA i 300pOB’'A NoAMHU. MeToo poboTun €
BMSIB/IEHHS HEA0NIKIB Ta BAOCKOHA/IEHHS iCHYHYOro NpoLecy ynpasniHHS HEBIANOBIAHOK MPOAYKLIE, a TakoX 06-
I'PYHTYBaHHS HEOOXiAHOCTI BUKopucTaHHs cuctemn HACCP ans BAOCKOHaNEHHS YNPaB/liHHA SKICTIO | KOHKYPEHTO-
CMPOMOXHICTIO NPOAYKLT XapyoBuX NiANPUEMCTB YKpaiHW Ta BU3HAUEHHS NepcnekTus ii BNPOBaKEHHA. YNpaB/iH-
HS HEBIAMOBIAHOK MPOAYKLIEID — OAMH i3 HAMBAX/IMBILLMX NPOLECIB A5 KOXHOT opraHisauii, Big onepaTtuBHOCTI i1
NpaBUIbHOCTI BUKOHAHHS SIKOTO 3a1€XUTb YCNILLHICTL PO60TY BCbOrO KOMEKTUBY. HeBianoBigHa NpoayKLis MOBUHHA
onepaTvnBHO BUSIBNSITACA Ta i30110BATUCA Bif NPOAYKLIT, L0 330BO/bHAE BCTAHOB/IEHNM BMOram. B npoueci Hanm-
CaHH$ cTaTTi 6y/10 3aCTOCOBAHO METO/, CUCTEMHOrO aHanisy (po3rnsg Npobremu BUKOPUCTAHHSI CUCTEM YNpaBiHHSA
AKICTIO SIK €1EMEHTY CUCTEMW YNPaBAIHHA OpraHisali€to); hakTopHuiA aHani3 (418 BUSIBNEHHS hakTopiB, WO BM/u-
BalOTb Ha NPOLEC BNPOBaKEHHS CUCTEMU AKOCTI Ha NIANPUEMCTBI Ta B YNPaB/iHHA); SI0TiYHe y3arasibHeHHs (415
BWU3HAYEHHA CYTHOCTI, KpUTEPIiB, NPUHLMMIB YNPaBiHHA AKICTI0); CTATUCTUYHI METOAM aHani3y AKOCTi (415 BUABEH-
HA NPUYKMH NPOBNEM B YNPaBiHHI AKICTIO, X cMcTeMaTun3auii Ta y3ara/ibHeHHSA); eKCNepTHi OLLHKK (4119 y3arailbHeH-
HS pe3y/bTaTtiB eKCNePTHOro ONUTYBAHHA Ta BU3HAYEHHS MOTMBALi 40 BNPOBAMKEHHA CUCTEM YNPaB/IiHHA AKICTO,
NigBULLIEHHS NPOAYKTUBHOCTI Npaui). Po3rnsHyTa npoueaypa ynpasniHHA HEBIANOBIAHOK NPOAYKLIED BigNOBIAHO A0
Bumor ACTY ISO 22000; aHanizye Bumorn ACTY 1SO 9001:2015 Ta HopMaTMBHY 6a3y YKpaiHu WoA0 ynpaBniHHA
HeBIAMNOBIAHOK NpoayKuieto. Ans Mannx Ta cepeHix NignpruemMcTs po3pobeHo YHidiKoBaHy cTaH4apTHY npoueay-
py peanisauii Ta BU3HaYeHHs1 NOCAILOBHOCTI Aili Npy peanizauii Liel npoueaypu. MokpalleHnii npouec ynpasaiHHA
HeBIAMNOBIAHMMM NPOAYKTaMU; PO3MOAiN BiANOBIAAIBHOCTI CCHOPMYBABCS B NPOLEC BUKOHAHHSA eTariB npoueaypu;
BA,OCKOHa/1EHO CTPYKTYPHY CXeMy peanisaLji npoleaypu ynpasniHHA HEBIANOBIAHO NPOAYKLE; BCTAHOB/IEHO BU-
MOT/ 10 AOKYMeHTaL,ii Ta BAOCKOHa/IEHO iX (DOPMMU.

KnouoBi cnoBa: cucteMa ynpas/iHHS SIKICTHO, HEBIANOBIAHA MPOoAyKUis, AediunT, igeHTudikauis, NoToUHWUIA
KOHTPO/1b, KOHTPOSIb AKOCTi FOTOBOI MPOAYKL.

B cTaTbe onpefeneHo, YTo SABASETCS HECOOTBETCTBYHOLLEH NPOAYKLMEA; TpoaHaIn3npoBaHbl NPUYMHbLI BO3HUK-
HOBEHMS TaKON NPOAYKLUM Ha NPeLnpUsaTAM, a Takke BO3MOXHbIe NOCNeACTBNSA Takoro HECOOTBETCTBUS /151 XKU3HM
1 3[0pOBbS YesioBeka. PaccMoTpeHa npoueaypa ynpaeieHusl HECOOTBETCTBYHOLLEN NMPOAYKLUMEN cornacHo ¢ Tpe-
6oBaHusamn ACTY ISO 22000; aHanunaunpytotca TpebosaHns ACTY 1ISO 9001:2015 n HopmaTuBHasA 6a3a YkpauHsl
Mo ynpaB/ieHnio HECOOTBETCTBYIOLLE npoaykuueld. PaspaboTaHa eaynHas cTaHgapTHas npoueaypa ans masbix 1
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CpeAHVX NpeanpusATUiA MO BHEAPEHMWIO U ONPEAENEHNIO NOC/eA0BaTENIbHOCTY AENCTBUI NpY peanm3auun AaHHO
npoLueaypbl. YAy4lleH npoLecc ynpas/ieHnst HECOOTBETCTBYOLMMU NPOAYKTamu; CDOPMUPOBAHO pasfeseHne oT-
BETCTBEHHOCTV B MPOLIECCE BbINO/IHEHMS 3TANOB NpOLEAypbl; AopaboTaHa CTPYKTYpHas cXxema peasmsaumun npo-
LieAypbl yNpaBieHns HECOOTBETCTBYHOLLEN NpoAYyKUMEN; YCTaHOBMEHbI TPEOOBaHMS K 0DOPM/IEHMIO AOKYMEHTaLMN

11 YCOBEPLLEHCTBOBAHbI NX (DOPMBI.

KnioueBble cnoBa: cycTeMa yrnpas/ieHns KaueCcTBOM, HECOOTBETCTBYIOLLAs NPoAYKUUS, AedunLnT, naeHTudu-
Kauus, TeKYLLMIA KOHTPOSIb, KOHTPO/Ib Ka4ecTBa roTOBOW NPOAYKLMK.

Formulation of the problem. According to
the Law of Ukraine «On Basic Principles and
Requirements for Food Safety and Quality», all
food producers have three years to implement
the HACCP safety management system (risk
analysis and critical control point, which oper-
ates in Europe) [3].

Small capacity, which supplies products to
the final consumer, with a staff of up to 10 peo-
ple and an area of up to 400 square meters or
those facilities that do not supply products and
have a staff of up to 5 people, have deadlines
for the development and implementation of the
HACCP (Hazard Analysis and Critical Control
Points) system until September 20, 2019.

Today, even very large companies with signif-
icant financial resources, technical capabilities
and a high management culture may experi-
ence significant difficulties, and small and medi-
um-sized enterprises may feel that the difficul-
ties of HACCP are potentially insurmountable.
The fact is that typical small and medium-sized
enterprises usually have limited resources (staff,
time, qualifications, experience, technical com-
petence and finances). In the context of HACCP,
the technical competence required to develop
this system is of particular importance.

As we can see, the introduction of HACCP
(and not another similar quality control system)
was not envisaged before. As a result, this sys-
tem has not been widely implemented in domes-
tic enterprises.

There is another aspect that cannot be
neglected: the lack of a mechanism to monitor
the effectiveness of HACCP, as well as those
responsible who are able to perform this man-
agement function at the right level. There was no
clear delineation of responsibilities between offi-
cial regulatory authorities and the manufacturer
for violating food safety requirements.

This situation in the Ukrainian market has
led to a situation where the HACCP system was
used exclusively as part of standards based
on the international food standard IFS, ISO
22000 and others [2]. Only those players who,
in the course of searching for markets outside
the domestic market, inevitably encountered
the need to implement the system, switched to

the system of analysis of dangerous factors and
control at critical points.

The new system clearly states that the market
operator is responsible for violating food safety
legislation as part of its activities.

To ensure the safety of food raw materials and
food products, all participants in the production
chain, from the primary production of raw materi-
als to the final consumer of the food product, must
adhere to certain principles and rules established
by relevant laws, regulations and guidelines,
which are commonly called "Food law".

Analysis of recent research and publi-
cations. In the economic literature, attention
to the introduction of quality systems in the
activities of enterprises and organizations of
various industries and spheres is paid by well-
known domestic and foreign scientists, such as:
Yu. Adler, A. Babansky, V. Gissin, V. Goncharov,
|. Grishova, J. R. Evans, L. Kirichenko, P. Mai-
danevich, N. Merezhko, L. Naumova, A. Niki-
forov, V. Ogvozdin, V. Pavlov, N. Salukhina,
G. Locust, J. Harrington, M. Shapoval, O. Yaz-
vinskaya and others.

In the works of these authors laid the scien-
tific foundation of quality management of enter-
prises and organizations of the food industry.
However, most of the work is devoted to ensur-
ing compliance of quality management systems
with international standards, which are universal
and do not take into account the specifics of the
food industry. The practical development and
implementation of a quality management system
in the food industry should take into account the
specifics of production, and attention should be
focused on the most problematic places in qual-
ity management.

The purpose of the article. Non-compliant
product management is one of the most impor-
tant processes for every organization, the effi-
ciency and correctness of which depends on
the success of the entire team. The success of
the team is a well-organized work of the com-
pany's management, which developed and
implemented the procedure. The purpose of
the study is to substantiate the need to use the
HACCP system to improve the management of
quality and competitiveness of food companies
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in Ukraine and determine the prospects for its
implementation.

Presentation of the main results. Non-com-
pliant products are considered to be raw mate-
rials, intermediates and/or finished products and
auxiliary materials that do not meet the require-
ments and cannot be used in production.

ISO 9001 (paragraph 10.2 Non-compliant
product management) stipulates that the organi-
zation must develop and approve a documented
procedure for managing non-compliant prod-
ucts (services), i.e ensuring the identification
and management of services that do not meet
its requirements to prevent its unforeseen provi-
sion. The procedure should define the means of
management, as well as the associated respon-
sibilities and authorities for disposing of the inap-
propriate service [1, p. 19].

Management of non-compliant products in
Ukraine is carried out in accordance with the
requirements of DSTU ISO 9001:2015. This nor-
mative document covers the actions that the man-
ufacturer of this product must take to prevent its
unintended use or supply. As defined in DSTU ISO
9000:2015 "non-compliant products are products
that do not meet the established requirements”;
"Dangerous products are products that do not
meet the established requirements for safety and
can cause harm to the consumer" [1].

Potentially dangerous products are those that
have been adversely affected or produced under
non-conforming conditions.

Therefore, we propose to improve the proce-
dure for managing non-compliant products by
providing a complete description with an algo-
rithm of actions.

In order to perform procedures that are based
on the principles of the system of analysis of
hazardous factors and control at critical points,
market operators have:

1) provide the competent authority during the
state control with evidence of compliance of their
activities with the requirements of part four of this

article, taking into account the scope and volume
of production, as well as simplified requirements
for small capacities and capacities with low risk
to consumer health;

2) ensure that the documents describing the pro-
cedures developed in accordance with the require-
ments of this Article contain reliable information;

3) ensure the storage of documents and
records on compliance with the principles of the
system of analysis of hazardous factors and con-
trol at critical points for three months after the end
date of sale of food on the label, unless otherwise
provided by the recommendations of producer
associations approved by the central executive
body, which forms and ensures the implementa-
tion of state policy in the field of safety and certain
indicators of food quality [4, p. 223].

Therefore, first of all, all the elements, require-
ments and provisions adopted in the food safety
management system (further — HACCP) of the
enterprise must be documented.

The documentation includes graphic, textual
and electronic documents, which individually or
in combination determine the technological pro-
cess of manufacture, control of products, con-
tain the necessary data on the organization of
production, rights and responsibilities of employ-
ees, set technical requirements for products and
materials.

Documents on the method of their implemen-
tation and the nature of use are divided into:

— control copy;

— working copy.

Management of HACCP documentation at
the enterprise includes: development, approval,
distribution, acquaintance of the personnel with
requirements of the document, modification,
review, updating, storage, archiving, removal of
obsolete documents and their utilization.

HACCP documentation at the enterprise can
be divided into the types listed in table 1.

The HACCP documents in the archive are
subject to annual review. Based on the results

Table 1
Types of documentation HACCP
Responsible for preservation /
Types of documentation place of storage
Control Working

a) a documented statement on food safety policy and objectives: individual Members of
— police in the field of food safety; entrepreneur the HACCP
— goals in the field of food safety. P group
b) documented procedures, instructions, prerequisites and HACCP team
protocols required by DSTU ISO 22000, including documents and | Head of the members /
protocols that the organization deems necessary to ensure the HACCP group laces of use
effective development, implementation and updating of HACCP P
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of the review of the expired documents, they are
subject to disposal.

Each procedure (as a document) describes a
separate procedure to ensure compliance with
the requirements of DSTU ISO 22000.

The procedure consists of the following sec-
tions:

— "Purpose and scope”;

— "Links" (if necessary);

— "Terms, their definitions and accepted
abbreviations" (if necessary);

— "Responsibility";

— "Description of the procedure";

— applications;

— change registration sheet.

We offer an improved procedure for manag-
ing non-compliant products.

The sequence of stages of management of
such products, the division of responsibilities
between the management and heads of divi-
sions of the receiving enterprise participation
in their implementation, source documents and
data obtained in the process of performing the
stages are important components for obtaining
an effective result in the implementation of these
stages [5, p. 37].

The algorithm for implementing the procedure
for managing non-compliant products is shown
in Figure 1.

Stage 1. Detection of non-compliant products
and information

Detection of non-compliant products can
occur during the initial control of raw materials,
containers and packaging materials, as well as
at any stage of the technological process. A per-
son who has identified non-compliant products
or has doubts about their compliance, in case
of exceeding the critical limits at critical control
points, loss of control in the operational program
prerequisites or in the event of emergencies,
addresses the head of the HACCP team.

In this case, further operations provided for
products that are found to be non-compliant
shall be suspended by the relevant order of the
head of the HACCP group. Such products shall
be identifiable in any way that detects their use
in subsequent transportation, storage, hon-com-
pliance or shipment operations to the customer.

Product non-conformity criteria are considered
(but not limited)

— non-compliance of the requirements of the
specifications with the actual data on products, raw
materials, containers and packaging materials;

— expiration of the shelf life of products;

— long-term violation of critical limits for critical
control points.

Responsible: the person who found the dis-
crepancy. Establishment of the fact of non-com-
pliance is carried out by engineers — techno-
logists and controllers on quality of finished
products on control operations according to
technological process, and also the representa-
tive of the management on quality on all complex
of works carried out according to operations of a
technological cycle.

Supervises: head of the HACCP group.

Data-in: non-compliance criteria (see above).

Data-out: documentation is carried out in the
register of non-conforming products.

Stage 2. Analysis of discrepancies

The head of the HACCP group analyzes the
information on non-compliance in order to iden-
tify its source (cause), and decides on further
action with non-compliant products.

Responsible: head of the HACCP group.

Data-in: non-compliance, records in F. 7.10.3-01.

Data-out: identified source (cause). Records
in F. 7.10.3-01.

Stage 3. Actions on non-compliant products

Step 3a. Proof of product safety

A batch of products produced in non-conform-
ity conditions should be released as safe only if
one of the following conditions is met:

a) evidence other than that provided by the
monitoring system demonstrates that the man-
agement measures have been effective;

b) the evidence indicates that the aggregate
impact of the management measures on the
specific product is in line with the intended per-
formance (i.e acceptable levels);

c) the results of random tests, analyzes and/
or other verification actions demonstrate that the
affected consignment satisfies a certain level of
food hazards.

If the safety of the product has been proven,
it is released as safe.

Table 2
Form of the log of registration of non-conforming production (F 7.10.3-01)
Name Description Date Ovﬁfﬁa;f:_s Dg: |§:)onrls Signature
Ne discrepancies,| and time : : responsible
products source detection conforming | conforming ersons
products products p
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1 ‘ Detection of non-compliance
2 Discrepancy analysis
3 | Actions on non-compliant

" products (in one way)

| |
3b | Subject to processing 3¢ | Destroy or dispose
3a| Proof of product safety or further processing of as waste

Are the products
safe?

4 | Carrying out corrective

actions

Figure 1. Algorithm for implementing the procedure for managing non-compliant products

If the safety of the product has not been proven,
a different decision is made on further actions with
non-compliant products (we return to stage 2 and
make a new decision) (one of the remaining two)
on further actions with non-compliant products.

The result of the action on non-conforming
products is recorded by an entry in the journal
on the form F. 7.10.3-01.

Responsible: head of the HACCP group.

Data-in: identified source (cause). Records in
F. 7.10.3-01.

Data-out: identified source (cause). Records
in F. 7.10.3-01.

Step 3b. Subject to processing or further pro-
cessing

Where appropriate, non-compliant products may
be processed or further processed within or outside
the organization to ensure that the food hazard is
eliminated or reduced to an acceptable level.

Responsible: head of the HACCP group.

Data-in: identified source (cause). Records in
F. 7.10.3-01.

Data-out: identified source (cause). Records
in F. 7.10.3-01.

Step 3c. Destroy or dispose of as waste

If it is not possible to prove the safety of the
product, or to eliminate (reduce) the hazardous
factor to the accepted level by processing or
treatment, the hazardous product is destroyed
or disposed of.
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Table 3
Form of the journal of implementation of corrective actions F. 7.10.2-01.
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Responsible: head of the HACCP group.

Data-in: identified source (cause). Records in
F. 7.10.3-01.

Data-out: identified source (cause). Records
in F. 7.10.3-01.

Stage 4. Carrying out corrective actions.

Corrective actions are carried out according
to the "Corrective actions" Procedure 7.10.2.

Successful adjustments or corrective actions
are recorded by the head of the HACCP group in
a journal in the form, F. 7.10.2-01.

Responsible: performer (group of performers)
on Procedure 7.10.2

Supervises: head of the HACCP group.

Data-in: decision on F. 7.10.3-01.

Data-out: Entries in journals, F. 7.10.2-01 (Table 3).

The corrective action procedure establishes
the selection and implementation of corrective
actions at the enterprise in accordance with the
requirements of DSTU ISO 22000.

Corrective action is an action taken to elimi-
nate the cause of a discrepancy or other unde-
sirable situation.

Corrective actions provided by the HACCP
system should include the following elements:

1. Identification and elimination of causes of
discrepancies;

2. Determining the location of non-compliant
products;

3. Restoration of control over the technologi-
cal process;

4. Registration of performed corrective actions;

5. Corrective actions should be developed for
each critical control point.

The designated person(s) responsible for tak-
ing corrective action will implement measures

to eliminate the non-compliance and its conse-
quences (usually a non-compliant non-compli-
ance). The natural person-entrepreneur ana-
lyzes the effectiveness of the implementation
of actions for the purpose of adjustments and
makes an entry in the journal in accordance with
the relevant prerequisite program, depending on
the type of non-compliance and implemented
actions for the purpose of adjustments.

Evaluation of the effectiveness of adjustments
and corrective actions is carried out once a year
during the analysis of HACCP by management
in accordance with the procedure of the analysis
by management. The results of adjustments and
corrective actions are reviewed by the internal and
external auditors of the HACCP during inspections.

Conclusions. Based on the study, the follow-
ing conclusions can be drawn: the article analyzes
the requirements of DSTU ISO 9001:2015 and the
regulatory framework of Ukraine for the manage-
ment of non-compliant products; an improved pro-
cedure for managing non-compliant products is
provided, which will help small and medium-sized
enterprises to complete the implementation of
the HACCP system; the procedure of realization
of stages is described in detail; the division of
responsibilities for the implementation of the pro-
cedures of the procedure; improved the block dia-
gram of the implementation of the procedure for
managing non-compliant products; requirements
for registration of documentation are established,;
a template of a standard procedure for small and
medium enterprises has been developed, which
takes into account all the requirements of DSTU
ISO 22000 and the requirements of the legislation
of Ukraine.
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