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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. According to the requirements of GMP for pharmaceutical
manufacturing and for distributors to assess the effectiveness and suitability of the
pharmaceutical quality system (PQS) must be conducted internal audits (1A)
systematically. 1A should be used as a tool for searching and analyzing the causes of
discrepancies in the work with further correction and and recommendations for
Improving operations of the company processes. All these data needed for making
management decisions.

Aim. In order to analyze the state of IA process at pharmaceutical companies
(PC) we have been processed material sources of published information, and
conducted a sociological study by a questionnaire of a representatives at domestic PC
of production and wholesale trade of medications.

Materials and methods. In the work we have used: system-analytical method,
structural and logical modeling, a comparative analysis of peer review, a sociological
survey and more. Statistical analysis of the results was performed using the licensed
software Microsoft Excel of Microsoft Office 2013.

Results and discussion. Based on analysis of the survey we found that next to
the development of large-scale audit practice, there’re certain aspects of this process
that most PC need to be improved. For example, the survey revealed the problem of
auditing methodological support: 44% of respondents expressed the critical need to
developed appropriate guidelines, and 43% of respondents agreed with the fact that
these recommendations would be useful. Most of the respondents to the question on
the reasons of the unsatisfactory efficiency of IA noted a human factor (such as
competence of auditors, impartiality and objectivity). Also were mentioned reasons
related in the deficiency of hour for planning and conducting audits in reasons that
for IA often involved specialists from different business units, which have to leave
their main workplace in this short period of time.

Conclusions. We can conclude that the problem with IA efficacy on domestic
PC existing and must be solved by reforming the scientifically proven organizational
basis for these activity. Therefore, we planned to form a set of proposals for the
auditing organization at PC defining scientific and methodological approaches to
reglamentation and documentation of the audit process, planning of 1A based on risks,
implementation of the PDCA methodology to the audit process and other aspects.
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