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FEATURES OF THE IMPLEMENTATION OF THE INTERNATIONAL STANDARD “GOOD PHARMACY PRACTICE” IN THE WESTERN
REGION OF RK

An information analysis of data on the Republic of Kazakhstan (hereinafter referred to as the RK) allowed to assess the status and
prospects of the transition of pharmacy organizations to the international standard Good Pharmacy Practice (hereinafter GPP),
during which it was revealed that the West Kazakhstan region is in the top three lagging regions.

One of the most pressing problems in the pharmaceutical industry of our republic is the transition of as many pharmacy organizations
as possible to the international GPP standard - good pharmacy practice. In accordance with the recommendations of the World
Health Organization, in 2006, its own national standard was developed, harmonized with GPP - the State Standard “Good Pharmacy
Practice”, and on May 27, 2015, Order No. 392 “On Approving Good Pharmaceutical Practices” was adopted. In the Republic of
Kazakhstan, the requirements for the transition of pharmacy organizations to GPP standards by 2020 are legislatively enshrined in the
Code of the Republic of Kazakhstan dated September 18, 2009 No. 193-IV “On the Health of the People and the Health Care System”
(as amended on 01.01.2020) [1].
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Introduction

Currently, in Kazakhstan, out of 8887 pharmaceutical license holders, 3% have certificates for good pharmacy practice. In accordance
with the Law of the Republic of Kazakhstan dated December 28, 2018 No. 211-VI 3PK "On Amendments and Additions to Some
Legislative Acts of the Republic of Kazakhstan on the Circulation of Medicines and Medical Devices" with Article 69, the transition for
pharmaceutical license holders to the international standard GPP extended to 2023

According to the current legislation of the Republic of Kazakhstan, from January 1, 2023, all pharmacy organizations must switch to
the international standard of good pharmacy practice. It is also planned to extend the validity of the GDP and GPP certificates from 3
to 5 years after two consecutive confirmations, the third — unlimited [2].

An analysis of the data of holders of certificates of good pharmacy practice in the republic showed that the Western region of
Kazakhstan belongs to the top 3 not practicing GPP standard. The leading positions in the implementation of the GPP standard are
held by the cities of AImaty, Shymkent and the Karaganda region (Picture 1).
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Picture 1 — The number of pharmacy organizations that have
implemented the GPP standard from 2018-2019
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Purpose of the study

The purpose of this work is to analyze the activities of pharmacies in Aktobe for compliance with the requirements of the
international GPP standard.

Materials and methods

In preparing this study, methods of sociological survey (questionnaire) were used, as well as comparison methods, mathematical,
statistical methods, a descriptive method, a logical method, etc.

The main materials in the study are the data on regulatory documents governing the assessment of the safety of medicines according
to good pharmacy practice. Also, the results of the questionnaire of pharmacy organizations in the Aktobe region such as the
Millennium pharmacy chain, Europharma, as well as pharmacy organizations at health facilities. In this study, descriptive statistics
methods were used. To analyze the results, the SPSS software package (version 12.0) was used.

Results and discussion

At the end of the 1st quarter of 2020, out of 347 holders of international GPP standard certificates in the republic, the West
Kazakhstan region accounts for 12%.



The transition to the international standard in the Republic of Kazakhstan occurred in 2016, but in the Western region,
implementation began only in 2017 [3]. In 2017, the number of pharmacy organizations that implemented the standard was 27. In
2018, the situation changed and the number of pharmacies that switched to the standard doubled, which amounted to 3.2%.

A sociological survey was conducted in order to identify the main causes and levers that inhibit pharmacy organizations in the
transition to an international standard, characteristic of the Western region of Kazakhstan.

As a result of the examination and analysis of the results of the work done as part of the implementation of good pharmacy practice,
about 100 pharmacists and heads of pharmacy organizations were interviewed. The survey was conducted among pharmacists and
pharmacy managers in the public and commercial sectors. The study involved pharmacists with work experience from 6 months to 35
years [4].

To the question “Do you know in which year the main provisions of the GPP were adopted in our country?”, 85% of respondents said
that they were aware, 10% had difficulty answering and 5% were not aware of the international GPP standard, which tells us that
15% of respondents are not aware of the standard of good pharmacy practice.
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We also asked respondents to evaluate at what stage the implementation of GPP is their pharmacy organization at the moment.
The superior number of respondents in pharmacy organizations in the commercial and public sectors, namely 39%, said that their
organization was at the initial stage of GPP implementation and 27% said they were half ready (Picture 3).
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Picture 3 - Analysis of the implementation stage of the GPP standard
in the western region of Kazakhstan

The diagram below presents the main reasons for the long transition of pharmacy organizations to the GPP standard in the Western
region of Kazakhstan. 38% of respondents agreed that the development of standard operating procedures (hereinafter SOPs) makes
it difficult, 26% on the need for pharmacists to learn GPP standards (Picture 4).
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Picture 4 - The main difficulties in the transition to the international standard GPP

We also asked managers and pharmacists themselves to assess awareness of the main provisions of the international GPP standard.
In most cases, managers and heads of pharmacy organizations replied that pharmacists were partially aware of the international
standard NAP. Although 77% of pharmacists themselves are confident that they are aware of all aspects of the standard, in spite of
the fact that they do not practice international standards of good pharmacy practice.
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Picture 5 - Awareness of pharmaceutical workers on the main provisions
of the international GPP standard

For a more detailed study of the knowledge of pharmacy employees about NAP standards, we asked to answer the question: What
can be taken as a documentary basis for the development of standard operating procedures? 50% of respondents say that the basis
of the document is to take job descriptions.
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Picture 6 - Documentary basis for the development of standard operating procedures as
part of the transition to the international GPP standard

Despite the fact that pharmacists are aware of the main provisions of the international GPP standard, they still do not understand the
basic mechanism for writing standard operating procedures, and, therefore, will not be able to provide the population with proper
pharmaceutical assistance to the population and qualitatively implement medicines, as modern pharmaceutical development trends
are required our state’s market as part of the transition to the international GPP standard.
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Picture 7 - Standard operating procedures that need to be described according
to respondents in their pharmacy organizations

To the question, “What standard operating procedures do you need to describe in your pharmacy organization?”, 30% of the
respondents answered the procedure for storing drugs, Ml and MT, and about 40% answered the procedure for dispensing drugs, M|
and MT to the population. An analysis of the data showed that one of the main factors in the long transition is the lack of on-site
training of employees in the modern requirements for the provision of pharmaceutical care according to GPP standards. Although
according to 63% of respondents, pharmacy organizations have a person in charge of compiling SOPs.
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Picture 8 - The objectives of the pharmacy organization that introduced
the international GPP standard in 2020

Many employees of the pharmacy organization have difficulty in additional types of pharmaceutical assistance to the population
within the framework of the GPP standard. One of them, the presence of a separate office for consultation on certain issues with the
consumer.
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Picture 9 - Analysis of the types of pharmaceutical assistance to the population
that cause difficulties for pharmacists

According to changes in the resolution of the Minister of Health and Social Development of the Republic of Kazakhstan dated May 27,
2015 No. 392 “On the Approval of Good Pharmaceutical Practice”, mandatory diagnostic tests and other provisions on medical
services performed in accordance with the requirements of the Standard of Good Pharmaceutical Practice (GPP) were excluded.
Despite the fact that the date of mandatory compliance with the GPP standard has been postponed to a later date, pharmacy
motivation tools are being introduced in the Ministry of Health of the Republic of Kazakhstan. For example, the European Bank for
Reconstruction and Development (hereinafter EBRD), together with the Government of the Republic of Kazakhstan, provides grants
of up to 10 thousand euros for a partial reimbursement of the company for the implementation of international standards (GxP) [5].
This shows that our state provides pharmacy organizations with the opportunity to solve the financial component as part of the
transition to international standards of good pharmacy practice.

Conclusion

Thus, having studied and analyzed the process of introducing the GPP standard by drug users, it can be concluded that the main
reasons for the West Region of the Republic of Kazakhstan in the top 3 lagging areas are, firstly, the lack of awareness of pharmacists
in the provisions of the GPP standard, the most knowledgeable are the administrative and managerial personnel. Secondly, the
compilation of SOPs causes difficulty, despite the fact that there are responsible persons in pharmacy organizations. Thirdly, the lack
of monetary resources for redevelopment of premises according to the requirements of the GPP standard.
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*Kasaxcruii HAUUoHanbHbIG MmeduyuHcKuli yHusepcumem umeHu C.[. AcgpeHdusaposa, KazaxcmaH
Kageopa opeaHusayuu, ynpasnaeHus 3KOHOMUKU ¢hapmayuu u KauHuveckol apmayuu
?3anadHo-Kasaxcmarckul meouyuHcKuli yHusepcumem umeHu M.OcnaHosa

OCOBEHHOCTU BHEAPEHUA MEXAYHAPOAHOIO CTAHAOAPTA
GOOD PHARMACY PRACTICE B 3ANNAAHOM PETMOHE PK

Pe3tome: NHOPMALMOHHBIM aHanM3 AaHHbIX No Pecnybanke KasaxctaH (ganee PK) Nno3Boana OUEHUTb COCTOSHME M NEpPCneKTUBbI
nepexoaa anTeyHbIX OPraHM3aLMM Ha MeXAyHapoaHbli ctaHaapT Good Pharmacy Practice (ganee GPP), B xone KoTtoporo 6biio
BbIAB/IEHO, YTO B TOM TPEX OTCTatoWmx obnacTtei BxoamT 3anasHo-Ka3axCcTaHCKMI permoH.

KnioueBble cnoBa: anTeyHble opraHM3aunn, KadecteeHHble J1IC, HaaneXxKalan anteyHana npakTuKka, GXP, GPP, 3anagHbiv pervoH PK
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zMapam OcnaHos amelHOarel bameic KazakcmaH meduyuHa yHusepcumemi

XANbIKAPAJIbIK CTAHOAPTTbI XKY3ETE TUIMAINIK KASAKCTAH PECNYB/IUKACbIHbIH
BATbIC AMMAFbIHAA GOOD PHARMACY PRACTICE

TyiiiH: KasakctaH Pecny6ivkachl (6yaaH api — KP) 6olibiHWA aknapaTTbiK ManiMmeTTepai Tangay ¢papmauesBTUKabIK ybIMOapAbIH,
Good Pharmacy Practice (bygaH api - GPP) xanblkapanblk CTaHZapTbiHa KewyiHiH, Kasipri »kafgaibl meH 6onawarbiH H6afanayra
MYMKIHAIK 6epgai, ocbl 3epTTey 6apbicbiHAa BaTtbic Ka3akcTaH 0babicbl apTTa KanfaH YW aiMaKTbiH, KaTapblHAA eKeHAir aHbIKTanapl.
TyniHgi cesgep: AapixaHa yibiMmaapbl, cananbl A3pi-A2PMEKTEP, *KaKCbl AapixaHa npakTuKackl, GXP, GPP, KasaKkcTaH
Pecny6ankacblHbIH 6aTbiC aliMafbl



