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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. As stated in the operating license conditions regarding
implementation of manufacturing medicines, wholesale and retail trading of drugs,
importing drugs (except for active pharmaceutical ingredients), risk management for
the quality of medicines is an integral and very important component of the
pharmaceutical quality system.

In the current national Guidance ST-N MOSE 42-4.2:2011 "Medicines. Risk
management for quality", harmonized with the ICH Q9 document, the principles and
examples of tools of quality risk management that can be applied to different aspects
of quality in the activities of pharmaceutical companies. Based on experience from
our own practical experience we have found that the identification and analysis of
risks in activities appropriate to apply the FMEA method. An FMEA (Failure Mode
and Effect Analysis) is a systematic method of identifying and preventing product
and process problems before they occur.

Aim. Determination processes in pharmaceutical companies for the application
of the method FMEA

Materials and methods. Was used regulatory documents, ISO specialized
standards, ICH regulations and other sources of information. The comparative
method of analysis the method of structural-logical modeling, the expert method was
applied in the study.

Results and discussions. The FMEA process is widely applicable in a variety
of settings beyond the product design and manufacturing processes. It can be used to
Improve support basic processes:

e the transportation of medicine;
e the acceptance of medicine;

e the storage of medicine;

e information systems;

e human resources.

Conclusions. The urgency of using FMEA method for quality risk
management in pharmaceutical companies distributors. Determination the basic
processes for risk management of method FMEA.
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