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AKTyasbHI TUTaHHS CTBOPEHHS HOBHUX JIIKAPCHKHUX 3ac00iB: Te3u gomnosigeir XXIV mixHapomHoi
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30ipka MICTHTh MaTepiajd HAyKOBO-IPAKTHYHOI KOHQeEpeHHii MOJOAMX BUEHHX Ta CTYACHTIB
«AKTyanbHI NMUTaHHS CTBOPEHHS HOBUX JIKapChbKUX 3aco0iB». Marepianu 3rpymoBaHoO 3a MpPOBIIHUMH
HanpsIMKaMH HayKOBO-AOCIIHOI Ta HaB4alIbHOI poOoTH HamionanbHoro ¢hapManeBTUYHOTO YHIBEpCHUTETY.
Po3rasiHyTO TEOpeTWYHi Ta MPaKTHYHI acTeKTH CHHTE3y Oi0JIOTiYHO-aKTUBHHMX CHOJYK 1 CTBOpPEHHS Ha iX
OCHOBI JIKapChbKMX CyOCTaHILIiH; CTaHAApTH3aLii JiKiB, (apMalleBTUYHOTO Ta XiMIKO-TEXHOJOTIYHOTO
aHaji3y; BUBYCHHS POCIMHHOI CHPOBHHHM Ta CTBOPEHHS (PiTOmpemapariB; Cy4acHOi TEXHOJIOTIl JIKiB Ta
EKCTeMITOpaJIbHOT ~ pelenTypu; OioTexHomorii 'y ¢apmamii; JOCSITHEHb Cy4acHOi (apManeBTUYHOL
MiKpOO10JIOTii Ta IMyHOJIOTI1; JOKIIHIYHUX JOCHTIPKEHb HOBUX JIIKAPCHKUX 3ac00iB; papMalieBTHYHOT OMiKH
PEIENTYpHUX Ta Oe3pelenTYPHUX JIIKAPChKUX MpernaparTiB; J0Ka30BOI MEIUIIMHM, CydacHOi (hapMaKoTeparii,
COLIIAIbHO-CKOHOMIYHHX AOCIiPKEHb y (apmarlii, MapKETHHTOBOTO MEHEKMEHTY Ta (papMakoeKOHOMiKH
Ha eTamax CTBOPEHHS, peajlizamii Ta BUKOPHCTAaHHS JIKapChKUX 3acO0IB; YMPaBIIHHA SAKICTIO y Tamy3i
CTBOpEHHsI, BHUPOOHHWIITBA 1 00iry IikapchbKuxX 3aco0iB; iH(pOpMamiiHUUX TEXHONOTIH y dapmarii Ta
MEIWIIMHI, OCHOB TMEAArorikh Ta TICHXOJIOTil; CyCHiIbCTBO3HABCTBA; (inoiorii. s mmpokoro koma
HayKOBHX 1 MPaKTUYHUX MPAIiBHUKIB (hapMallii Ta METUIIHH.
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Book of Abstracts includes materials of Scientific and Practical Conference of Young Scientists and
Students «Actual questions of development of new drugs». Materials are groupped according to the main
directions of scientific, research and educational work of the National University of Pharmacy. Teoretical
and practical aspects of the synthesis of biologically active compounds and development of medicinal
substances on their basis; standardization of drugs, pharmaceutical and chemical-technological analysis, the
study of raw materials and herbal remedies development, modern drug technology and extemporal recipe;
biotechnology in pharmacy, modern advances in pharmaceutical microbiology and immunology, clinical
trials of new drugs, pharmaceutical care for prescription and OTC-drugs, evidence-based medicine, modern
pharmacotherapy, socio-economic studies in pharmacy, marketing management and pharmacoeconomics
during the development, implementation and use of drugs, quality management in development, production
and traffi cking of drugs; information technologies in pharmacy and medicine; basics of pedagogy and
psychology; social science; philology are presented. For a wide audience of scientists and pharmaceutaical
and medicinal employees.
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Introduction. For successful work in the field of medicines and medical
products distribution, it is necessary to improve the efficiency of the company's
activities. This is necessary for improving the quality of customer service and reduce
non-earmarked costs. This requires the implementation and continuous improving of
the quality management system (QMS) in accordance with modern principles and
requirements of international standards 1SO 9000.

Aim. Development of proposals for the design and implementation of QMS
based on a typical distribution pharmaceutical company. Tasks: studying of the
standard 1SO 9001 requirements, Good distribution practices (GDP) requirements and
licensing circumstances for the wholesale trade of medicines; definition of general and
specific requirements of the 1SO 9001 standard and the GDP guidance; development of
the project of QMS forming by the example of a distribution company.

Materials and methods. The analysis of the domestic and international
requirements conducted in the sphere of the quality management and requirements
for quality assurance and quality control in pharmacy: the National standard of
Ukraine DSTU ISO 9001:2015 "Quality management systems. Requirements”, ICH
Q10 methodical recommendation, GDP guidance etc.

Also used material of Technical Committee 1SO TC 176, which contain
recommendations on the implementation and improvement of QMS.,

Results of the research. We have developed a detailed plan for the formation
and implementation of the QMS to the stage of certification. Duration of this project -
about 9 months. Formation of the QMS, we propose to conduct in stages, with a clear
regulation of all stages of the project and with the help of independent auditors and
experts. We propose to pay special attention to the development of the QMS process
model. We have developed the "Process Tree" contains a list of all processes of the
distributor company QMS. Below is a list of QMS processes:

— Manage the organization (Al)
o Manage finances (All)
o Manage QMS (A12)
= Plan the activities of the company (A121)
= Carry out self-inspection (A122)
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= Conduct a QMS analysis (A123)
= To develop CD and PD (A124)
— Provide resources (A2)
o Provide staff (A21)
o Provide infrastructure (A22)
= Provide rooms (A221)
» Provide equipment (A222)
» Provide communications (A223)

o Ensure the production environment (A23)

o Manage the documents and records (A24)
— To buy and sell of products (A3)

o Interact with consumers (A31)

To purchase of a products (A32)

Transportation, control and storage of products (A33)
Deliver of products to the customer (A34)

Carry out returns and reviews (A35)

The QMS process model is rationally designed using the IDEFO toolkit. In the
IDEFO model it is very easy to see the interconnection of all processes at different
levels. Each group of QMS processes can be "decomposed” to the desired scale.
"Decomposition™ is a more detailed representation of the process for better detail.

The process model is needed to describe the QMS and to develop a rational
documentation system.

Developed process model of the QMS allowed:

— visualize the hierarchy, types and number of QMS regulatory
documents;

— establish unambiguous responsibilities for each process;

— clearly define the requirements for the results of each QMS process.

Based on the process model, we proposed a list of the main documentation:

— documented procedures of the processes management (Al),
— documented procedures for supporting processes (A2),
— documented procedures for production processes (A3).

We also developed a draft of the Regulation on the leaders of QMS processes
("process owners"), documented procedure "Document management”, SOP
"Acceptance and input control of purchased products" etc.

Conclusions: completed developments will allow a typical distribution company
to implement and certify of the QMS in the most rational way, minimizing project
execution time and eliminating the risk of common mistakes. Our developments are
taken into account by several distribution companies of Ukraine and Kazakhstan.
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