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Summary: The article is devoted to the implementation the experience of the pharmaceutical sector
of the EU countries. The strategy of reforms of the pharmaceutical sector of the EU countries are
being analyzed. Authors give their view to solving the problems, among them is the the
development of a strategy to ensure the quality of training of masters of pharmacy in university
education.
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Introduction. New challenges and demands of the European labor market
determine the improvement of the system of professional training of masters of
pharmacy in university education.

The integrated implementation of ISO international standards and the
Guidelines of Good Practices in Pharmacy requires international cooperation of the
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State System for Quality Assurance of Medicines and international (WHO, FDA) and
European organizations (EMA) in matters of quality management, pharmaceutical
development to ensure the quality of production, quality control of medicines [1-3].

The purpose of the study: to determine the conceptual foundations, normative
and regulatory framework of the implementation of the European experience of
managing the pharmaceutical sector of the EU health care industry in university
education.

Research methods: comparative analysis of the legislative and regulatory
framework, scientific sources, systematization of research in the pharmaceutical
sector of EU countries and university education.

Research results and their discussion.

In order to harmonize the legislative and regulatory framework of the EU to
ensure the quality of medical care for the population in Ukraine, it is necessary to:

— implementation of the Complex of good practices in pharmacy;

— attestation and independent audit of the conditions of drug development
and production;

— licensing of all types of pharmaceutical activity;

— state registration of drugs;

— harmonized functioning of the State System of Quality Control of Medicinal
Products.

The implementation of the basic modern concepts of the functioning of the
State system of quality control of medicinal products in the conditions of European
integration includes: quality management is the basis of the modern Concept of
product quality assurance with the implementation of international standardization
ISO 9001; a technological concept based on forecasting the quality of products
based on the application of a complex of good practices in pharmacy: GLP, GCP,
GMP, GDP, GPP, GSP, the "6 Sigma" system [4; 5], which determines the professional
development of specialists in the pharmaceutical sector from university education
throughout professional activity.

The main direction of the implementation of the experience of university
pharmaceutical education in the countries of Central and Eastern Europe is to
ensure the quality of the educational process of master's training in Ukraine, the
implementation of a quality assurance system in higher education institutions.

The system of ensuring the quality of masters of pharmacy is based on the
following principles: compliance with European and national quality standards of
higher education; maximum satisfaction of society's requests and expectations
regarding the professional training of masters of pharmacy in higher education
institutions; the development of university autonomy, which is responsible for
ensuring the quality of educational activities and the quality of higher education;
democratic principles of leadership and personal responsibility of managers of
educational processes; openness of information at all stages of ensuring the quality
of the educational process; transparency and logic of decision-making processes;
academic integrity and scientific ethics; an integrated combination of system and
process approaches to the processes of educational activity and higher education;
professional development and competence of employees; constant monitoring and
improvement of the quality of educational activities and the quality of higher
education; student-centered training based on a competency approach;
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involvement of higher education seekers, employers and other interested parties in
the process of quality assurance and implementation of aspects of dual education
in the practical training of masters of pharmacy.

In turn, ensuring the quality of training of masters of pharmacy in university
education requires the introduction of a number of measures: development of a
strategy for ensuring the quality of educational activities and higher education;
designing the organization of the educational activity quality assurance system;
revision and modernization of educational programs with a certain periodicity and
constant monitoring; formation of a system of responsibility of all structural divisions
and employees for quality assurance; involvement of master's level applicants in
quality assurance; independent evaluation of higher education applicants, scientific
and pedagogical workers and pedagogical workers and regular publication of the
results of such evaluations; ensuring professional development of pedagogical,
scientific and scientific-pedagogical workers; ensuring the availability of the
necessary resources for the organization of the educational process in accordance
with the educational program; ensuring the availability of information systems for
effective management of the educational process; ensuring publicity of information
about educational programs; implementation of policy in the field of quality, its
monitoring of the educational process.

Conclusions. It is promising to implement the experience of the
pharmaceutical sector of the EU countries, namely: the introduction of a self-
regulation system that allows relevant organizations to take an active part in the
development and implementation of important regulatory and legal documents, to
increase the level of pharmaceutical care in accordance with the needs of the
population and to protect the interests of pharmaceutical industry specialists.

The strategy of reforms of the pharmaceutical sector of the EU countries is
aimed at the maximum satisfaction of patients' needs for quality medicines and
safety of use, promotion of availability of medicines and responsible use of
medicines in view of cost and efficiency and introduction of a system for ensuring
the quality of pharmaceutical care.

Therefore, the main strategic orientation is the development of a strategy to
ensure the quality of training of masters of pharmacy in university education.
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MEOQUKAMEHTO3HI YPAXEHHA
NMEYIHKU - Y ®OKYCI HECTEPOIQHI
NMPOTU3ANAJIbHI 3ACOBM

KomopoBcbkmit Poman Poctncnasosuy

LAOKTOP MeANYHIMX HayK, Mpodecop kadeapy BHYTPILLHBO! MeanLmHN Ne 2
TepHoninecokul HayioHaneHUU mMeduyHUl yHigepcumem

im. 1.5. Fopbayeacekoeo MiHicmepcmaa 0XopoHU 300p08 YKpaiHu, TepHOoNise,
YkpaiHa

naaknx ®eqip Bonoammmposmy

KaHAMAAT MEANYHINX HayK, MOMOALLINIA HAayKOBUIA CMIBPOBITHWK

JepxasHa ycmaHosa «IHCmumym mMeodu4HoI padiosn1o2ii ma oHKoA02iT

im. C.I1. pueop’esa HayioHan6HOI akademii MeouYHUX HayK YKpaiHU»,
IHcmumym npobsiem kpiobionozii i kpiomeouyuHU HayioHan6HOI akademii Hayk,
YkpaiHa

MegyKkameHTO3He YpaxXeHHs neYiHk/ € YacTM AndepeHuiansHUM AiarH030M
Y MALEHTIB 3 TOCTPUIM YPAXEHHAM MediHk/ 6e3 ABHOT eTioNorii. [enaToTOKCUYHICTb
YacTiLle BUSABNAIOTL Mif Yac MOCTMapPKETVHIOBIX 4OCNIKeHb ab0 HaBiTb HabaraTto
nisHiwe [1-3]. Tonag 1200 npenapatiB 3apeectpoBaHi  AK  MOTEHUiVHI
renatoToKCUYHI. MeanKaMeHTO3HWY renaTnT € OCHOBHOK MPUYMHOKD MeYiHKOBO!
HeZ0CTaTHOCTI, 30Kpema npw nepejosyBaHHi napatetamony (61m13bko 50%).

HecTtepoiaHi npoTusananeHi 3acobn (HM33) € Wnpoko BUKOPUCTOBYBAHUMM
NIKapCbKNMIK 3aC0baMu AN NikyBaHHA OO0 Ta 3aMaNeHHs — LLIOPIYHO iX 3aCTOCOBYE
noHag 300 MinbhoHiB  4Yonosik.  Bigomo, 3actocyBaHH0 HIM33  Hepiako
MepeLUKOAKaroTb X HeJOCTaTHA ePekTVBHICTb Ta Lifa H13Ka Ceprio3HUX MOBIYHIX
edekTiB - racTpo-, Hedpo- Ta renatoToKCNUHICTb [4-5].

MMOWKOMKEHHA  MeYiHKW,  MOB93aHi 3 MPUAOMOM  HecTepoigHuX
npoTu3ananbHUX 3acobis (HIM33), € igioCHKPasUYHUMK peakuigMy Ta MOXYTb
NPOABNATUCA TenaToLENONAPHVMI ab0 XONeCTaTUUYHUMKU GOPMaMK, a X TAXKICTb
MOXe KOMMBAaTUCA Bif 0e3CYMNTOMHOIO MIABULLEHHA MEeYiHKOBMX TeCTiB [0
HNIMCKAaBUYHOIO HEeKpPO3y MeYiHKW, WO MPY3BOAUTL 4O CMepTi abo noTpebn B
TpaHcrnaHTayi [6-8].

Aesiki HMN33 MOXyTb B3aEMOAIATI 3 MEUIHKOBUMU GePMEHTAMM Ta CIIPUYUHATHA
YTBOPEHHA BiNIbHWIX pajykaiB, Taknx 9K MepoKCUAM Ta rApOKCUAbHI pagvkanu. Lle
CNPUAE OKUCNHOBANbHOMY CTPeCy B KITMHAaxX MediHKky, WO MOXe npur3Becty A0
NowKompKeHb. Kpim Toro HIM33 MOXyTb BMAMBATV Ha CTPYKTYpY Ta OYHKLUiHO
MEMOpaHM KNITUH MedviHKky, 30KkpeMa, 30inbllyBaTh il MPOHUKHICTb, WO MOXe
CMPUAT BUTOKY MEYiHKOBUX eH3VMIB Y KPOB Ta 3anycky iMyHHOI BIAMOBIAl.
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