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The aim of the study is a theoretical justification and development of a mechanism for the implementation of quality man-
agement systems (QMS) in the activities of retail trade in pharmaceutical products.

Materials and methods. The study is based on the analysis of scientific literature data and Analytical Normative Documents
regulating various aspects of QMS functioning in pharmaceutical organizations. Methods of documentary content analysis
of international and national ISO standards, Series 9000, were used as the basis for the development and implementation of
QMS organizations despite the type of their activities.

Results. In the course of the study, the organization of the production process has been studied and the main production
(business-) operations of seven structural subdivisions of “Apteka-Alex” LLC in Angarsk have been analyzed. The basic prin-
ciples of QMS functioning are set forth and the author’s methodology for its development for retail trade in pharmaceutical
products has been presented, taking into account the specifics of the organizational structure and production activities of
pharmacy organizations. The mechanisms and successive stages of the QMS implementation have been specified and given
grounds for. In accordance with the requirements of GOST R I1SO 9000:2015, the definitions and classification of the main
production operations (business processes) of the studied pharmacies have been made up. In addition, the list of mandatory
(core) and basic standard operating procedures (SOPs), detailing the main production (business-) processes, has been made
up, and an algorithm for developing and testing SOPs has been outlined.

Conclusion. The results of the study allowed us to justify and propose a step-by-step methods of QMS implementation into
the work of pharmaceutical organizations in the retail sector. The first results of the approbation and use of the developed
methodology show that it contributes to the rational construction and functioning of the QMS, in accordance with the re-
quirements of the existing standards, as well as the optimization of administrative management of all production (business-)
processes.
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Lienb. Lenbto nccnenoBaHmA NOCAYKUA0 TeopeTuyeckoe o6ocHoBaHWE M pa3paboTKa MexaHu3Ma BHEAPEHUA CUCTEM Me-
HeasKMeHTa KavecTBa (CMK) B feATenbHOCTU Cy6beKTOB PO3HUYHOM TOPTroBAN GpapMaLLeBTUHECKMMU TOBapaMM.
Matepuanbl u metoapl. MiccnefoBaHve NpoBeAeHO Ha OCHOBE AaHHbIX aHa/IM3a Hay4YHOM IMTepPaTypbl U HOPMATUBHBIX [0-
KYMEHTOB, PerlaMeHTUPYIOLLMX Pa3/inyHble acnekTbl dyHKuMoHMpoBaHua CMK B dapmaueBTUYeckux opraHmsaumax. Mpu
NpoBeAeHUM UCCNESO0BAHNUA MPUMEHAINCD METOAbI AOKYMEHTA/IbHOTO KOHTEHT-aHa/IM3a MeXAYHAPOAHbIX U HAaLMOHA/IbHbIX
cTaHgapToB ISO cepum 9000, NoNOXKEHHbIX B OCHOBY pa3paboTku v BHeapeHus CMK opraHusauumii He3aBMCMMO OT BMAA
OCYLLECTBNAEMOWN AeATENbHOCTY.

Pe3ynbraTthl. B X04€ nccneaoBaHUA M3yyeHa OpraHmn3aumna Npon3BoACTBEHHOMO NPoLLecca M NPOaHaNIM3UMPOBaHbl OCHOBHbIE
Npoun3BoACTBeHHble (BM3HeC-) onepaumm cemu CTPYKTYpPHbIX noapasgeneHuini 000 «Anteka-Anekc» r. AHrapcka. Manoxe-
Hbl OCHOBHbIE NMPUHLMNbI GYHKLMOHUPOBaHUA CMK v npeacTaBsieHa aBTOPCKaA MeToAMKa ee pa3paboTkn Ansa cybbeKToB
PO3HMYHOWN TOProBAN dapMaLLeBTUHYECKMMU TOBAPaMM C YH4ETOM CrneunduKn OpraHM3aLumMoHHOM CTPYKTYPbl U MPOU3BOA-
CTBEHHOW [eATEeNbHOCTU anTeyHbIX opraHu3aumii. O60CHOBAHbI U KOHKPETU3MPOBaHbl MeXaHU3Mbl M nociefoBaTe/lbHble
aTanbl BHeapeHua CMK. B cooTeeTcTBum ¢ TpebosaHuammn FOCT P UCO 9000:2015, gaHo onpeaeneHme U ocyLecTBieHa
KnaccuduKaLma OCHOBHbIX NPOU3BOACTBEHHbIX onepaunin (bMsHec-npoLeccos) nccaegyemobix antek. Kpome toro, chop-
MY/IMPOBaH NepeyeHb 0bA3aTeNbHbIX (OCHOBHbIX) M 6330BbiX CTaHAAPTHbIX ONepaLMOHHbIX Npoueayp (COM), peTannsmnpy-
IOLLMX OCHOBHbIE MPOWU3BOACTBEHHbIE (BU3HEC) NPOLECCHI, U3N0XKEH aNropuUTM paspaboTku u anpobaumm COI.
3akntoueHue. Pe3ynbTaTbl NPOBEAEHHOIO UCCe[0BaHMA NO3BOIMAN 060CHOBATb U NPEAJ/I0KUTL MO3TANHYI0 METOANKY BHE-
apeHuna CMK B paboty dapmaLeBTUUYECKUX OpraHU3aLmii pO3HUYHOTO 3BeHa. MepBble UTormM anpobauumn n NCnoNb3oBaHUA
pa3paboTaHHOM MEeTOAMKN CBUAETENbCTBYHOT O TOM, YTO OHa CMocobCTBYeT paLMoOHaIbHOMY NOCTPOEHUIO U GYHKLUMOHU-
poBaHuio CMK, B cooTBETCTBUM C TPeOOBaHUAMM AENCTBYIOLMX CTAHAAPTOB, @ TaKKe ONTMMMU3ALMU agMUHUCTPATUBHOIO
ynpas/iieHUs BCEMU NPOU3BOACTBEHHbIMM (BU3HEC-) MpoLieccamu.

KntoueBble cnoBa: cucteMa MeHeKMeHTa KayecTBa, CTaHAAPTHaA onepauMoHHas npoueaypa, dapmavleBTMyeckme yenyru,

anTeyHana opraHMsauumsa, Cy6'beKT pO3Hl/I"IHOI7I TOpros/sin d)apMaU,eBTMLIECKVIMVI TOBapamu

INTRODUCTION

Protection of the quality of pharmaceutical prod-
ucts in the process of circulation is aimed at ensuring
pharmacological, environmental, technological kinds of
safety, as well as the rational use of resources to pre-
serve and promote public health [1]. Implementation of
tasks of this level requires new conceptual approaches
to quality management and it is possible only if there
is a quality management system (QMS). It should be
based on consistent keeping to and compliance with the
requirements of good practices, which should function
reliably at the level of all participants in the system of
commodity circulation in the pharmaceutical market. It
should be noted that the QMS serves as a basic mech-
anism to ensure strict compliance of the activities of
medical and pharmaceutical organizations in the format

Tom 7, Beinyck 3, 2019

of the requirements of existing standards and regula-
tions. In addition, the introduction of the QMS is aimed
at achieving a proper level of quality of pharmaceutical
services provided and serves as a guarantor of their fur-
ther improvement [2-5]. In modern conditions, tradi-
tional approaches to meeting the needs of consumers
are changing dramatically. Forming the loyalty of visitors
and customers to the pharmacy organization occurs not
only on the basis of improving the quality of products
and services provided, but also due to the continuous
improvement of production activities of the organization
as a whole [6]. Since the QMS is a set of interaction sub-
systems of management of all aspects of the organiza-
tion, in full compliance with the requirements of existing
standards, the use of this system is aimed at continuous
improvement of the quality of services provided, and
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allows each organization to achieve its highest possible
level [7]. Moreover, the presence of a successfully func-
tioning QMS in an organization gives it certain marketing
advantages and contributes to the formation of a posi-
tive reputation, attracting the maximum number of new
customers and increasing competitiveness in a particu-
lar market segment [2, 8, 9]. Accordingly, the financial
stability of the organization improves, and the loyalty of
all related counterparties, including customers, employ-
ees, suppliers, etc, increases [8].

In this regard, the aim of the study was to justify
and develop methods for the phased implementation of
QMS in the work of pharmaceutical organizations at the
retail level, taking into account the specifics of their or-
ganizational structure and production activities.

MATERIALS AND METHODS

The content analysis of the documentary contents of
the international rules for ensuring quality, efficacy and
safety of medicinal preparations (MP) and the concept of
standardization has made it possible to establish that, at
the current stage, the leading regulator of pharmaceuti-
cal care (PhC) quality is GxP standards of drug circulation
[10]. In this case, the GxP standards act as a fundamental
element of the quality assurance system. Globally, good
practice guidelines have established requirements for
ensuring the quality of drugs at all stages of the life cycle
[11, 12]. This set of good practice rules is presented by
good laboratory practices (GLPs), good clinical practic-
es (GCPs), good manufacturing practices (GMPs), good
distribution practices (GDPs), good pharmacy practices
(GPhPs), good purchasing practices (GPPs). According to
the basic concept of GxP and the concept of compre-
hensive study of Medicine remedies (MRs), the concept
of the “quality” category which is formed at the stage of
MRs development, is further confirmed during its regis-
tration and is monitored at all production stages. In the
process of providing PhC, for further use of only effective
and safe MRs, the achieved production level of quality
must be maintained at all stages of the “life cycle” of
products, including the processes of storage, distribu-
tion, transportation and use in the wholesale and retail
trade entities [12, 13].

There is no doubt that the lack of adequate control
can have a negative impact on the preservation and con-
stancy of qualitative characteristics of MRs and cause
poor-quality products to enter the civil turnover [14]. In
this regard, the modern regulatory system of MRs qual-
ity assurance is based on strict compliance with the re-
quirements and rules of good practices established for
each stage of the product life cycle, by all participants
of the scope of their circulation. Accordingly, a drug
developer must comply with GLPs and GCPs rules, the
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manufacturer — with GMPs rules, wholesale and retail
organizations — with GDPs and GPPs standards [6].

Thus, comprehensive compliance with the require-
ments of the above-mentioned standards ensures the
stability of the quality characteristics of pharmaceutical
products, minimizes the penetration of substandard me-
dicinal preparations and pharmacy products assortment
(PhPA) into circulation, and contributes to providing
pharmaceutical services (PhS) of the adequate quality,
which generally corresponds to the main postulate of
pharmaceutical products — meeting the needs of the
population in the preservation and maintenance of their
healths [15].

It should be noted that the quality assurance system
of the Organization for Standardization (ISO) in the form
of ISO, Series 9000, contributes to the achievement of the
same aims as the GxP system, but it is more detailed. Cur-
rently, the following 4 basic national standards have been
developed, approved on the basis of international 1SO
standards and are in force in Russia. They should be used
in the construction and improvement of the QMS model:

GOST R ISO 9000: 2015 “Quality management sys-
tems. Basic Provisions and Dictionary”, which establish
uniform principles of terminology and basic provisions
for the QMS;

GOST R ISO 9004:2010 “Management for sustain-
able success of the organization. The approach based on
quality management”, containing methodological ma-
terials to improve the already functioning QMS and the
efficiency of the enterprise. In this standard, the QMS
is considered in more details, taking into account the
needs and expectations of all parties concerned;

GOST R ISO 19011-2012 “Guidelines for the audit of
Quality Management Systems, Inc.”, which describes the
basic principles of the QMS audit procedure and con-
tains guidelines for their implementation, which makes
it possible to understand the essence of the audit proce-
dures in more details, and identify opportunities for the
improvement.

The study of the Quality Management methodology
based on the requirements set forth in these standards,
is an integral part of the knowledge in the field of man-
agement of the organization.

RESULTS

As it has already been noted before, the documen-
tary content analysis showed that the reviewed GOSTs
are completely identical to the corresponding Interna-
tional Standards 1SO, Series 9000. It should be noted
that although these standards do not regulate the qual-
ity of specific products, they can be successfully used by
different organizations regardless of the nature and type
of their activities. At the discretion of the administration,
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such standards, adapted for a specific organization, can
be used to build and improve the QMS in the pharma-
ceutical sector. Due to the changes in current legislation
and approval of regulatory legal acts on rules of good
pharmacy practices (GPhPs) and good practice of stor-
age and transportation of medicinal preparations by the
Ministry of Health of the Russian Federation, the prob-
lem of developing and implementing the QMS is very
relevant for medical and pharmaceutical organizations
of our country [16,17]. In accordance with the require-
ments of the listed above documents, each entity in the
field of circulation of drugs and pharmacy products as-
sortment (PhPA) should justify, develop and implement
their own QMS at the organization level, as well as pro-
vide the necessary standard operating procedures (SOP)
for the implementation of basic production (business-)
processes. Such a quality system that ensures the effi-
ciency and safety of pharmaceutical products is manda-
tory administratively regulated and maintained in op-
erational mode through continuous analysis and timely
introduction of appropriate adjustments to it in order to
continually improve its performance. When developing
a QMS, it is necessary to take into account that the de-
termining components of this system are:

1. organizational structure (a clear definition of
the tasks and functions of each unit of a retail entity and
the delineation of the rights and duties of employees in
accordance with the assigned mission);

2. processes affecting the quality of products sold
and services provided, including basic, managerial, aux-
iliary processes;

3. standard operating procedures that allow typing
and standardization of production (business—) processes
directly related to the activities of the retail entity;

4. resources necessary for the implementation of
the relevant production (business-) processes, including
labor, information, material.

The absence of any of these links breaks the organi-
zation’s QMS and makes it defective.

In the format of the study, standardization is inter-
preted as an activity of establishing relevant rules, pa-
rameters and characteristics for the purpose of their
voluntary multiple use to achieve arrangement in the
areas of production and circulation of pharmaceutical
products and improvement of their competitiveness.

The aim of standardization in the field of drug cir-
culation is to protect the quality of pharmaceutical
products at all stages of their life cycle, including the
processes of production, promotion, storage, use, and, if
necessary, destruction [18]. At the same time, standard-
ization is primarily aimed at ensuring the pharmacologi-
cal, environmental, technological safety of products and
rational use of resources.
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In general, the introduction of the QMS in organiza-
tions of the pharmaceutical profile is aimed at preserving
the stability of the quality parameters and characteristics
of goods, as well as at improving the level of quality of
public services provided to the population [6]. It should
be noted that in modern conditions the improvement of
the quality of pharmaceutical services (PhSs) is the main
purpose of any pharmaceutical organization [19, 20].

Achieving this goal becomes possible not only with
the rational construction and implementation of the
QMS, but also maintaining it at the proper functional
level. In turn, the list of pharmaceutical services provid-
ed by a particular pharmacy organization is formed in
the context of the functions performed. In this regard,
solving the issues of optimization of the quality of phar-
maceutical services performance is possible through
standardizing production (business-) processes directly
related to the activities of a pharmaceutical retail entity,
based on the development of corresponding SOPs [21,
22]. In accordance with the research plan, in 2016-2017,
the labor organization was studied and the main pro-
duction (business-) operations of 7 structural divisions
of the pharmacy chain of LLC “Apteka Alex” in Angarsk
were analyzed.

During the study, in full compliance with the
requirements of GOST R I1SO 9000:2015, the main
production operations (business processes) of the
studied pharmacies were identified and classified.
In accordance with the methodology, all production
operations (business processes), repeated cyclically
during a shift at least 5 times, were assigned to the
main ones.

While classifying and characterizing the main pro-
duction business processes of pharmacies, the process
was interpreted as a set of interrelated specialists’ labor
activities and labor operations. These activities trans-
formed the input data of such processes into output
ones [23].

At the next stage of the study using the methodol-
ogy of the PDCA (Plan-Do-Check-Act: Planning — Action
— Check — Adjustment) or the Deming Cycle, which is
an algorithm for a sequence of administrative actions
for the proper management of a specific production
process to achieve this goal, we have chosen a process
approach.

The application of the process approach involves de-
termining the system of business processes performed
in the organization and further work to improve them.
In turn, the PDCA cycle can be reliably applied to all pro-
cesses functioning in the organization and to the QMS of
the organization as a whole.

The implementation of the Deming Cycle with the
established periodicity allows all the processes to be
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implemented to provide the necessary resources, man-
age them, and look for opportunities for continuous
improvement [24-27]. In accordance with the PDCA

methodology, the process approach to the management
of production activities of the organization includes a
number of criteria and elements (Fig. 1).

PLAN
Establishing quality
objectives

\ 4

DO
Quality assurance

CHECK
Quality control

Y

Focus on achieving a
specific result

Focus on legal
requirements and

customer expectations

Focus on internal audit

results and customer
satisfaction

measurement

ACT
Improving quality and efficiency of organization

N

Figure 1 — Management of the pharmacy organization’s production activities
from the perspective of the PDCA (process approach)

In accordance with the proposed concept for the prop-
er management of the retail entity, first of all, it is necessary
to rationally manage the relevant production (business-)
processes and take into account their possible interaction
and impact on the work of the entity. As a result, thanks to
the process approach, it is possible not only to build an op-
timally functioning QMS, but also to improve the efficiency
of effective management of the organization.

At the final stage, using the results of the study and
the data of comparative and critical analysis of ISO, Se-
ries 9000, from the standpoint of the process approach,
an algorithm has been scientifically justified and pro-
posed for the implementation of the QMS in the work
of pharmaceutical organizations at the retail level. The
algorithm of this technique, which includes purposeful,
systematic and continuous sequential interaction of la-
bor cyclically repeated operations of six levels, is pre-
sented in Fig. 2.
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DISCUSSION

In accordance with the presented algorithm, the
construction and functioning of the QMS in pharmaceu-
tical organizations at the retail level can be considered in
the form of repetitive labor (production) operations of
the following 6 levels:

Labor Operations of Level | comprise awareness
and establishing objectives of QMS. by the administra-
tion. As a rule, the objectives of the QMS are consistent
with the objectives of the organization and are aimed
at maximum satisfaction of the requirements and ex-
pectations of consumers. In this case, the objectives of
the QMS are reflected in the document “Quality Policy
of the Organization”. The administration should foresee
and plan the processes required to deliver the desired
results. It is necessary to carry out continuous work to
optimize functioning of the QMS to achieve the planned
results.
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Level 1 Operations: Establishing
> objectives for producing QMS,
planning results

Expectations and

<

needs of
pharmaceutical
products
consumers
(population and

Level 2 Operations:
Approval of management

responsibility, distribution of duties
among staff

organizations)

<L r

~

Setting requirements
for pharmaceutical
products

Level 3 Operations:
Setting key production processes

affecting the quality of pharmaceutical
care; their management

pd
~

<

Input

Level 4 Operations:

Determining the resources —=
required for implementation

of specific processes; their management

SUO!lElDBdXB puespaau
,512W03snd JO uoljoejsiies

S~

Level 5 Operations:
Analysis of quality criteria for goods
and services sold

Output

<~

Level 5 Operations:
Measuring customers’ satisfaction

~ >

Performance analysis, continuous improvement of QMS

Figure 2 — Algorithm of QMS implementation methods in pharmaceutical organizations at retail level

Labor Operations of Level 2 comprise justification
and establishing of management responsibility, distribu-
tion of duties. The administration should distribute all
kinds of responsibility among the staff, determine the
complex of their obligations, take an active part in de-
veloping and maintaining the QMS, demonstrate their
leadership and commitment to the QMS, take responsi-
bility for the effectiveness, ensure the availability of the
necessary resources and promote understanding of the
importance of working in the QMS among the staff.

Labor Operations of Level 3 comprise justification
and setting key production processes that have a signif-
icant impact on the quality of the pharmaceutical care

Tom 7, Beinyck 3, 2019

provided, and their management (including the step-by-
step sequence of these processes, their interrelation,
setting objectives of the processes, their sources and
performers, the distribution of responsibility among the
staff, description and documentation of the processes,
the establishment of checkpoints and criteria, assess-
ment of the possibility of the QMS implementation in
real conditions). Basing on the production specifics, any
pharmaceutical retail entity has the right to determine
the number and contents of such processes. First, these
include the processes focusing on the purchase, accep-
tance, storage of products and bringing them to the con-
sumer.

175



RESEARCH ARTICLE
ISSN 2307-9266 e-ISSN 2413-2241

Scientific and Practical Journal

PHARMACY &
PHARMACOLOGY

Labor Operations of Level 4 comprise identification
of resources required for the implementation of specific
processes and functioning of the QMS as a whole, the
establishment of requirements for them and mainte-
nance in working (good) condition. Among the resourc-
es necessary to perform such procedures, the following
resources should be highlighted:

labor resources — a set of employees of a retail en-
tity. The level of staff training is determined by a set of
specific requirements for them, for example, the avail-
ability of the necessary qualifications, work experience,
timeliness of instruction pass, etc.;

material resources and infrastructure — the criteria
necessary for a proper organization and equipping work-
places (zones) where the labor process is directly imple-
mented (for example, equipment, technical and auxiliary
aids, documentation);

information resources — a set of data on electronic
and paper media necessary for the execution of the rel-
evant processes (information systems, software, tools,
allowing to obtain reference information).

Labor Operations of Level 5 comprise the analysis of
product quality criteria by the administration in order to
provide the parties concerned with pharmaceutical ser-
vices of the adequate quality and meeting their expec-
tations and needs. Since monitoring is one of the most
important management functions and an integral part of
the QMS, the analysis of the quality of pharmaceutical
products and the assessment of the correct functioning
of the production (business-) processes of an organiza-
tion are achieved by conducting an internal audit aimed
at identifying discrepancies between the current work
of the organization and current regulatory requirements
[28].

Labor Operations of Level 6 are measurements of
customers’ satisfaction. Organizations monitor and an-
alyze the data on the requirements of the parties con-
cerned and the extent to which their needs and expec-
tations are satisfied (for example, consumer surveys,
consumer reviews, meetings with consumers, segmen-
tation and analysis of the pharmaceutical market share,
availability of acknowledgments, analysis of claims, etc.).

Analyzing and evaluating the information obtained
in the course of continuous monitoring and guided by
the degree of customers’ satisfaction, the administration
of the organization is able to objectively and timely as-
sess the effectiveness of the QMS of the organization,
to identify existing shortcomings and weak points in the
work, continuously working on further optimization of
the QMS and its improvement.

Thus, a properly formed QMS allows to quickly and
efficiently manage all production (business-) processes
of the organization administratively at the institutional
level, making decisions aimed at improving the quality
of the provided pharmaceutical services.

A mandatory condition for successful implementa-
tion of the quality management system is the formation
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of a block of documents ensuring and accompanying
functioning of the entire QMS of the organization [28].
The basis for the creation of the necessary document
flow of the QMS can serve the previous documents of
this retail entity, modified in accordance with the re-
quirements of the existing standards and supplemented
in the process of development and implementation of
the QMS. Therefore, the organization’s QMS documenta-
tion is constantly updated, improved and supplemented.
The level of elaboration and quality of the documentary
block largely determine the effectiveness of the QMS of
the organization as a whole [29].

One of the fundamental principles of the formation
of the QMS documentary block, is the development of
standard operating procedures (SOPs), which are a for-
mal algorithm of labor step by step actions of employees
(a set of written instructions), the subject of retail trade
to perform the relevant production (business-) process.

According to QMS requirements, all production
(business-) processes of a pharmaceutical organization
that affect the quality, efficiency and safety of medici-
nal preparations and other pharmacy products assort-
ment must be carried out in strict accordance with the
SOPs. It should be noted that the SOPs contain a strictly
regulated and documented set of labor operations for
the implementation of the relevant production (busi-
ness-) process, which allows to establish what and in
what sequence is implemented, where, when, how and
by whom specific labor operations or functions are per-
formed.

Since SOPs are a description of specific actions for
the implementation of existing legal and regulatory set-
tings in a particular pharmacy organization, their use al-
lows to unify the entire production (business-) process,
clearly define the duties and responsibilities of employ-
ees, ensure the sequence of their step-by-step actions,
successfully train and evaluate employees’ knowledge,
reduce the number of their mistakes, eliminate dupli-
cate and unnecessary operations and functions [26].

Development and compilation of SOPs are imple-
mented through preliminary study, timing, documen-
tation and description of the necessary production
(business-) process. As a rule, the development of SOPs
is carried out by key production (business-) processes,
necessarily included in the QMS of the retail entity and
subject to control. Basing on production specifics, each
retail entity independently determines the number and
composition of such production (business-) processes.
All concretely established and fixed production (busi-
ness-) processes are justified and studied.

For each process of this kind, an objective and the
following data are established: the availability of the re-
quired resources, criteria for control check-points (tak-
ing into account the requirements of current legislation),
the boundaries of personnel responsibilities and duties,
and the procedure for acting in case of impossible per-
formance of labor operations in the SOP format.
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In order to assess the acceptability of the require-
ments developed by the SOP and the compliance of the
procedure with the performed labor operations, it is
advisable to conduct training of employees on the rules
of working with SOPs before their approval. As a result,
based on the results of the training conducted (analysis
and study of staff SOPs), appropriate adjustments to the
SOPs are made aimed at optimizing production (busi-
ness-) processes.

SOP testing is carried out after the development of
their primary version (draft documents), the study and
analysis of the submitted documents by all employees
involved in the production process. Work on the practi-

cal application of SOP is carried out with each employee
involved in the implementation of this operation.

In the process of SOP testing, the availability analy-
sis is carried out to understand the requirements of the
SOP by all employees, the detection of unrecorded ele-
ments during the production (business-) process, the va-
lidity of the practical application of the developed docu-
ment. After SOP testing, employee training and making
the necessary adjustments, the head of the retail entity
approves the updated SOP.

Algorithm of development and SOP implementa-
tion in the practical activity of the retail trade subject is
shown in Fig. 3.

Identification of processes that require the development of SOPS

< -

Studyof a specific process

m

Establishing

o Establishing
objectives

resources

Establishing
check-points

Establishing
responsibility

< = ~ -

< - < =

Documentationprocess (creating SOP)

-

Training personnel to work with SOP

v

SOP testing at the enterprise, identifying discrepancies, making adjustments

s

Approval, implementation, distributionofSOPs

.

SOP actualization, accounting of current and archived SOPs

Figure 3 — Algorithm for development and implementation of a standard operating procedure in a retail entity

Since the legal acts do not regulate the require-
ments for a number of SOPs for each pharmacy organi-
zation, the management of the retail entity has the right
to independently determine the acceptable number of
production (business-) processes and describe them.
However, the developed and described SOPs should
cover the implementation of all necessary production
(business-) processes affecting the quality of medicinal
preparations and pharmacy products assortment in a
particular pharmacy organization. Therefore, this block
of basic production (business-) processes should be car-
ried out in strict accordance with the approved SOPs,
containing a description of specific labor actions of per-
sonnel for the implementation of existing regulatory and
legal requirements in a specific pharmacy organization.
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At the discretion of the management of the subject
of retail trade, taking into account specifics in the spec-
ified basic production (business-) processes, additional
sections of production activity which SOP and working
instructions can be developed on in the same way, can
be provided and allocated.

CONCLUSION

Thus, using the process approach, the results of the
study made it possible to justify and propose a method-
ology for the justification and construction of the quality
management system of the organization, as well as an
algorithm for the development and implementation of
SOP in the work of pharmaceutical organizations of the
retail level.
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The final results of approbation of the proposed

methods and algorithms in the pharmacy chain of
“Apteka-Alex” LLC indicate that their use is not only
aimed at the rational construction and operation of

the

178

organization’s QMS in accordance with the re-
REFERENCES
Skripko AA, Geller LN. Sotsialnaya farmatsevtich-

eskaya pomoshch v Irkutskoy oblasti: monografiya
[Social pharmaceutical assistance in the Irkutsk re-
gion]. Irkutsk: Ottisk; 2014: 119 p. Russian.
Klimenkova AA, Geller LN, Skripko AA. Sistema do-
polnitelnogo professionalnogo obrazovaniya v for-
mate nadlezhashchey aptechnoy praktiki [System of
additional professional education in the format of
good pharmacy practice]. Sistema menedzhmenta
kachestva: opyt i perspektivy: sbornik materialov
nauchno-prakticheskoy konferentsii. Irkutsk: IGMU;
2018:130-133. Russian.

Diachenko RG, Andreyeva IN, Bondareva TM, Ga-
briyelyan NV. Kontseptualnaya model upravleniya
kachestvom farmatsevticheskoy pomoshchi na re-
gionalnom urovne [Conceptual model of quality
management of pharmaceutical assistance at the
regional level]. Problemy farmatsevticheskoy nau-
ki i praktiki sbornik materialov Il Vserossiyskoy
nauchno-prakticheskoy konferentsii. Vladikavkaz;
2013:35-39. Russian.

Semenova SV. Issledovaniye dopolnitelnykh uslug
predostavlyayemykh farmatsevticheskimi organi-
zatsiyami [Research of additional services provided
by pharmaceutical organizations]. Nauka molodykh
(Eruditio juvenium). 2017; 5(2):306—311.Russian.
doi:10.23888/HMJ20172306-311.

Gergiyeva |V, Andreyeva IN, Bidarova FN, Bondareva
TM. Vyyavleniye prichinno-sledstvennykh svyazey
mezhdu faktorami okazyvayushchimi vliyaniye na
kachestvo lekarstvennoy pomoshchi na regional-
nom urovne [ldentification of cause-and-effect rela-
tionships between factors influencing the quality of
drug care at the regional level]. Meditsinskiy vestnik
Severnogo Kavkaza. Stavropol; 2015; 10(3):269-
273. Russian. doi: http://dx.doi.org/10.14300/
mnnc.2015.10063.

Nikitin SA, Tatenko GI, Bakhtina SS, Magomedalieva
0V, Kononova EE, Semenikhina AV, Morozova Ol, Tor-
gachev DN, Knyazeva VA, Laushkina NS, Kupriyanov
AN, Shevtsova EA, Musatova IV, Dolgikh EL, Tronina
IA, Zlobin EF. Kontseptsiya i tekhnologii menedzh-
menta v otraslevom razreze: teoriya i praktika: mono-
grafiya [The concept and technology of management
in the sectoral context: theory and practice]. Orel:
OGU imeni Turgeneva IS; 2017:222 p. Russian.
Glembotskaya G. T. V labirintakh farmatsevticheskogo
menedzhmenta [In the maze of pharmaceutical man-
agement]. Moscow: Litterra; 2007:225p. Russian.
Razdorskaya IM, Zanina IA, Plokhikh IV. Strategi-
ya razvitiya biznes-potentsiala aptechnykh setey s
uchetom sbalansirovannykh pokazateley [Develop-
ment strategy for the business potential of pharma-
cy networks with consideration for balanced indica-

quirements of the current regulatory framework,
but also contributes to the optimization of admin-
istrative management of all production (business-)
processes of the pharmaceutical organization of the
retail level.

10.

11.

12.

13.

14.

15.

16.

17.

tors]. Farmaciya, 2018; 67(2): 46-51. Russian. doi:
https://doi.org/10.29296/25419218-2018-02-09.
Kareva NN. Perspektivnye napravleniya razvitiya
sotsial’'noy otvetstvennosti aptechnogo biznesa
[Promising directions in the development of phar-
macy business’s social responsibility]. Farmaci-
ya, 2018; 67(5): 29-34. Russian. doi: https://doi.
org/10.29296/25419218-2018-05-06.

Balashov Al. Nenadlezhashchaya proizvodstvennaya
praktika: modernizatsiya sistemy obespecheniya
kachestva proizvodstva lekarstvennykh sredstv v Ros-
sii [Good manufacturing practice: modernization of
the quality assurance system for the production of
medicines in Russia]. lzvestiya vysshikh uchebnykh
zavedeniy (Ekonomika, finansy i upravlenie proizvod-
stvom), lvanovo.2014; 1(19):72—77. Russian.
Morozova TE, Khoseva EN. Organizatsiya kontro-
lya kachestva, effektivnosti i bezopasnosti lekarst-
vennykh sredstv na gosudarstvennom urovne za
rubezhom i v Rossii [Organization of quality control,
efficiency and safety of medicines at the state level
abroad and in Russia]. Kachestvennaya klinicheska-
ya praktika. Moscow. 2013;2:54-59. Russian.
Avdoshkina Ol. Kachestvo i bezopasnost’ lekarstven-
nykh sredstv: mezhdunarodnaya standartizatsiya i
sistema gosudarstvennogo kontrolya [Quality and
safety of medicines: international standardization
and state control system]. Sistemnoe upravlenie. Sa-
ransk. 2014; 3(24):2-9. Russian.

Podpruzhnikov YuV, Nemchenko AS, Andryukova
LN, Emshanova SV, Kozel’skaya TP, Chistyakova VV,
Ishmukhametov AA. Khrestomatiya farmatsevtich-
eskogo kachestva [Pharmaceutical quality reader].
Moscow: Gruppa Remedium.2015:415 p. Russian.
Chukreeva NV. Kontseptsiya upravileniya znaniem
protsessov v organizatsiyakh sistemy tovarod-
vizheniya lekarstvennykh sredstv [The concept of
knowledge management processes in organizations
of the system of commodity circulation of medi-
cines]. Vestnik voronezhskogo gosudarstvennogo
universiteta. Seriya: khimiya. Biologiya. Farmatsiya.
2015;1:167-171. Russian.

Dremova NB, Ovod Al, Korzhavykh EA. Osnovy far-
matsevticheskoy pomoshchi v zdravookhranenii
[Fundamentals of pharmaceutical care in health
care]. Kursk: GOU VPO KGMU Roszdrava.2009:412p.
Russian.

Ryzhova OA, Moroz TL. Izmeneniya v roznichnoy
realizatsii lekarstvennykh preparatov iz meditsinski-
kh organizatsiy [Changes in retail sales of medi-
cines from medical organizations]. Innovatsionnye
tekhnologii v farmatsii:sbornik materialov nauch-
no-prakticheskoy konferentsii. Irkutsk; 2017:206—
210. Russian.

Moroz TL, Ryzhova OA. Kak vnedrit’ sistemu obe-

Volume VI, Issue 3, 2019



Hay4HO-npakTu4eckuin xypHan

OAPMALMA N
OAPMAKOJOIUA

OPUTNHAJIbBHAA CTATbA
DOI: 10.19163/2307-9266-2019-7-3-170-179

specheniya kachestva khraneniya i perevozki lekarst-
vennykh preparatov [How to implement a system
to ensure the quality of storage and transportation
of medicines]. Zamestitel’ glavnogo vracha. 2017;
9:62-65. Russian.

18. Nevolina EV. Osnovnye podkhody k vnedreniyu SMK v
apteke [Main approaches to QMS implementation in
pharmacy]. Aptechnyy biznes. 2008;1:5-8. Russian.

19. Nevolina EV. Tselesoobraznost’ vnedreniya SMK v
aptechnuyu praktiku [Expediency of QMS imple-
mentation in pharmacy practice]. Rossiyskie apteki.
2007;4:32—-38. Russian.

20. D’yachenko RG, Andreeva IN, Bidarova FN, Bondare-
va TM, Gabrielyan NV. Puti sovershenstvovaniya up-
ravleniya kachestvom aptechnykh tovarov i farmat-
sevticheskikh uslug v aptechnykh organizatsiyakh
[Ways to improve the quality management of phar-
maceutical products and pharmaceutical services in
pharmacy organizations]. Sovremennye problemy
nauki i obrazovaniya. 2013; 5:371-379. Russian.

21. D’yachenko, RG. Sostoyanie sistemy upravleniya
kachestvom v farmatsevticheskikh organizatsiyakh
Stavropol’skogo kraya [The state of the system of
quality management in pharmaceutical organiza-
tions of the Stavropol territory]. Sbornik ucheb-
no-metodicheskikh i nauchnykh trudov. Kazan’;
2014; 66-70. Russian.

22. GOST R ISO 9001-2015 Nacional’nyj standart Rossi-
yskoy Federatsii. Sistemy menedzhmenta kachestva.
Trebovanija. Moscow:Standartinform. Russian.

23. GOST R ISO 9004-2010 Nacional’'nyj standart Ros-
siyskoy Federatsii. Menedzhment dlja dostizhenija
ustojchivogo uspeha organizacii. Podhod na osnove
menedzhmenta kachestva. Moscow:Standartin-
form. Russian.

24. GOST R I1SO 9004-2010 Natsional’nyy standart Ros-
siyskoy Federatsii. Menedzhment dlya dostizheniya
ustoychivogo uspekha organizatsii. Podkhod na os-
nove menedzhmenta kachestva. Moscow: Standar-
tinform. Russian.

25. Repin VV. Biznes-protsessy kompanii: postroenie,
analiz, reglamentatsiya [Business processes of the
company: construction, analysis, regulation]. Mos-
cow: Standarty i kachestvo, 2004:398 p. Russian.

26. Kondrat’ev VV, Kuznetsov MN. Pokazyvaem bi-
znes-protsessy ot modeli protsessov kompanii do
reglamentov protsedur [We show business process-
es from the company’s process model to the pro-
cedures regulations]. Moscow: Eksmo; 2008:256 p.
Russian.

27. Rogov OA, Davidov SB. Elementy sistemy kachestva
v aptechnykh organizatsiyakh [Elements of the qual-
ity management systemin pharmacies]. Sovremen-
naya organizatsiya lekarstvennogo obespecheniya.
Moscow; 2018(2):111-113. Russian. doi: 10.30809/
s0l0.2.2018.35.

28. Dremova NB, Korzhavykh EA. Lekarstvennoe sred-
stvo kak mnogomernyy ob”ekt [Medicinal product
as a multidimensional object]. Farmatsevticheskaya
promyshlennost’. 2005; 5:59-69. Russian.

29. Klimenkova AA, Geller LN, Skripko AA. Razrabot-
ka, vnedrenie i realizatsiya sistemy menedzhmenta
kachestva v aptechnykh i meditsinskikh organizatsi-
yakh, osushchestvlyayushchikh roznichnuyu torgov-
Iyu lekarstvennymi preparatami i tovarami aptech-
nogo assortimenta [Development, implementation
and implementation of quality management system
in pharmacy and medical organizations engaged in
retail trade of medicines and pharmaceutical prod-
ucts]. Irkutsk: Forvard, 2018:321p.

FINANCIAL SUPPORT AND SPONSORSHIP
This study did not have any financial support from outside organizations.

AUTHOR CONTRIBUTIONS
All authors had equally contributed to the research work.

CONFLICTS OF INTEREST
The authors and peer reviewers of this paper report no conflicts of interest.

AUTHORS

Alexandra A. Klimenkova — Assistant of the Depart-
ment of Management and Economics of Pharmacy, Ir-
kutsk State Medical University, Ministry of Health of Rus-
sia. E-mail: al.mas@bk.ru

Lev N. Geller — Doctor of Sciences (Pharmacy), Pro-
fessor, Professor at the Department of Management and
Economics of Pharmacy at Irkutsk State Medical Univer-
sity, Ministry of Health of Russia. E-mail: levng@mail.ru

Anna A. Skripko — Candidate of Sciences (Pharma-
cy), Associate Professor, Head of the Department of

Tom 7, Beinyck 3, 2019

Management and Economics of Pharmacy, Irkutsk State
Medical University, Ministry of Health of Russia. E-mail:
anna_kulakova@mail.ru

Liliana A. Gravchenko — Candidate of Sciences
(Pharmacy), Associate Professor of the Department of
Management and Economics of Pharmacy, Irkutsk State
Medical University, Ministry of Health of Russia. E-mail:
I.l.gravchenko@ismu.baikal.ru

Natalia V. Fedorenko — Director of Apteka-Alex LLC.
E-mail: fedorenkoval@mail.ru

179



