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2. Optimization of the authorized person activity in quality assurance of medicines

Pedepar:

1. Inceprariis npucBsYeHa HAYKOBO-METOOUYHOMY OOIPYHTYBAaHHIO OCHOBHUX HiJIXOZiB Ta IPaKTUIHUX
peKoMeHallili, ClIpsSIMOBaHUX Ha MifiBUIIeHHS €(PEKTUBHOCTI AisJIbHOCTI CIeljiaicTa, Ikhil BUKOHYE 000B I3KU
yIOBHOBaXeHOi ocobu (CYO) i3 3a6e3neyeHHs IKOCTi JIiKapChbKUX 3ac06iB. Y poOOTi BU3HAYEH] KJIIOUOBi aCIIEKTH
CTaHOBJIEHHS Ta PO3BUTKY CCTEMU MEHEIKMEHTY SIKOCTi Y CBITOBil Hay1li, JOCTiIKeHi 0COOINBOCTI
dyHKUioHyBaHHS esnemeHTiB C34] JI3 pisHux KpaiH. HaBeneHi pe3ynbTaT 0COOMCTUX JOCTiIKeHb QyHKIIOHYBaHHS
BITUM3HSIHOTO IHCTUTYTY «YIIOBHOB)KEHMX OCi0» [03BOJIMIIM OKPECJIUTH iCHYIOUI Ha CbOTOJJHiI aKTyasbHi Ta
NepIIOYEProBi 3aBJaHHS [1J1s1 HAYKOBOTO BUPIIIEHHS, 30KpeMa, NOB’s13aHi 3 BifcyTHicTIo nocanu CYO y nepesiky
nocaz, papMaleBTUYHUX [IPALiBHUKIB Y BITYM3HSHIN 3aKOHOAABYil 6a3i. Bu3HaueHO CTPYKTYypY HOCaz CIIeliaicTiB,
Ha SIKUX MOXYTb OyTH IOKJIaJleHi 060B'sI3KM YIIOBHOBa)KEHUX OCi0. 3allpOIIOHOBAHO CyYacHY KiacuQikallilo BUTpaT
pobouoro yacy CYO. YIocKoHalIeHO MeTOIMKy camodoTorpadii po604oro yacy Ta IpoBeeHO aHali3 BUTPAT
po6oyoro yacy CYO. BcTaHOBIIEHO BIIJIMB YMHHUKIB HA 3MiCTOBHICTb pOOOTH i3 3a6e3nedeHHs SKocTi JI3 Ta BUuTparu
yacy. Briepiie cTBOpeHO MoZesb po3Ioginy pododoro yacy CYO Ta po3po6aeHO METOAUKY BU3HAYEHHS



yucenabHOCTi nocag CYO y mraTHOMY po3kiaafi. O6rpyHTOBAaHO pEKOMEHallii [J1s1 yIOCKOHAIEHHS opraHisariii
pobouoro micig CYO. 3anporoHOBaHO METOMKY OLiHKY e(peKTUBHOCTI BUKOpPHCTaHHs poboyoro yacy CYO, ska
IIJISIXOM IIO/I0JIaHHS 260 3MEHIIEeHHS BIUIMBY XPOHOQAriB Ha JisSJIbHICTh LIUX CIELiaicTiB J03B0JIsi€ ONTUMI3yBaTh
ix po6ory.

2. The thesis is dedicated to scientific and methodological grounds of basic approaches and practical guidelines
directed at increase of efficiency of authorized person activity in quality assurance of medicines. The key aspects
of formation and development of quality management system in the international science have been defined, the
features of elements’ functioning of quality assurance of medicines system of different countries have been
investigated. The presented results of personal investigations of authorized persons’ domestic institution
functioning allowed to describe existing for today actual and top-priority tasks for scientific solution, specifically
connected with absence of authorized person position in the list of pharmaceutical personnel positions in the
national legislative base. The structure of specialists positions who can charge the authorized person has been
defined. The modern classification of working time expenses of authorized person has been suggested. The
methodology of working time autophotographing has been improved and analysis of authorized person working
time expenses has been carried out. The influence of factors on content of work by quality assurance of medicines
and expenses of time has been established. For the first time the model of authorized person working time
distribution has been created and the methodology of authorized persons positions number determination in staff
schedule of pharmaceutical organization has been elaborated. The guidelines for authorized person working place
organization improvement have been grounded. The methodology of estimation of pharmaceutical organization
authorized person working time use efficiency has been proposed, which allows to optimize their work through
chronophages influence for the activity of this specialists overcoming or reduction.
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