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V. BizomocTi npo gucepraniio
MoBga guceprariii:
Koau TeMaTHYHHUX PYOPHK: 61.45.01

Tema gucepranii:
1. MeToposorist GopMyBaHHS CUCTEM YIIPABJIiHHA SKICTIO Ha MiANPUEMCTBAX 3 BUPOOHULITBA JIKapChKUX 3aCO0iB.

2. Methodology of quality management systems formation at the enterprises for medicines producing

Pedepar:

1. Ynepiue y3arajbHEHO i CUCTEMATU30BaHO IPUHLIUIIYA Ta METOAU (POPMYBAHHS CUCTEM YIPABJIiHHS SIKICTIO Ha
niAnpueMCTBax i3 BUPOOHULITBA JiKapChKUX 3aCO0iB Ta 3allpONIOHOBAHI HAIIPSIMKHU YAOCKOHAJIEHHS i pO3BUTKY TaKUX
crcTeM. 3alIpOIIOHOBAHO METOZ0JIOTII0 MOIEIIOBAaHHS IIPOLIECHO-OPi€EHTOBAHUX CUCTEM YIPaBiliHH sKicTio (CYS) 3
METOIO BUKOHAHHS Cy4aCHUX HOPMATUBHUX BUMOT 10 (DYHKLIOHYBaHHS TaKAX CUCTEM Ha MiJIIPUEMCTBAX 3
BUPOOHMLITBA JlikapchbKux 3aco6iB (I1BJI3) i3 BUKOPUCTaHHSIM METOJY CTPYKTYPHOTO aHasli3y i mpoekTyBaHHs (SADT)
y Hotaujii IDEFO. HaykoBo 0OI'pyHTOBaHO MIJISIXM iMILIeMeHTalii meTogosorii PDCA ("nianyii- BUKOHYH-TIepeBipsii-
Iii1") B anroputmMu BUKOHaHHS npouecis CYSI I1BJI3 Ta y Big noBinHI JOKYMEHTOBaHi IpoLenypy, o ix
perjameHTyIoTh. PO3p06sieHo Ta 3aIIpOIIOHOBAHO KOHIEIII{I0 afanTalii opranisaniitaoi ctpykrypu I1BJI3 no
IIPOLIECHOI CTPYKTYpHU yrpoBampkyBaHoi CYS [1BJI3, a Tako 3aipo- MOHOBAHO TUIIOBY MOZEJIb OpraHi3aliiiHoi
ctpykrypu [1BJI3 y Kopernlii 3 IpouecHoo apXiTeKTypoto CYS. PO3KpUTO CyTHICTb, KOHKPETU30BAHO 3MiCT
MOHATTS "NpouecHu niaxin" crocosHo CYS I1BJI3, a TaKOX 3alIpOIIOHOBAHO HAYKOBUM IIIXiM 0 BU3HAYEHHS

BXOZiB i BuxopiB npoueciB CYS] sk 104aTKOBUX i KiHLIeBUX 00'€KTiB iHpOpMaLiliHOTo Ta,/abo MaTepiaIbHOro



nepeTBOpPeHHs. Bu3HauyeHo opranisauiiiii 3acagy, HaNpsIMKY 1 IPIOPUTETH, 3a IKMMU OOLIILHO ITPOBOLUTHU

IiarHOCTUKY, PO3BUBaTHU 1 ygockoHamosatu CYSI TIBJI3..

2. For the first time have been summarized and systemized the principles and methods of quality management
systems formation in enterprises for producing of medicines and areas of improvement and development of such
systems have been offered. A methodology has been offered for modeling process-oriented QMS focused on the
implementation of modern regulatory requirements for the operation ofsuch systems at the enterprises for
medicines producing (EMP), using the method of structural analysis and design (SADT) in IDEFO notation.
Scientifically substantiated the ways of implementing the PDCA ("Plan-Do-CheckAct") methodology to process
execution algorithms at EMP QMS and relevant documented procedures governing them. The concept of EMP
organizational structure adaptation to process structure of implemented EMP QMS has been developed and
proposed, and offered the typical model of an EMP organizational structure in correlation with the QMS process
architecture. The essence has been explained, specified the meaning of "process approach" concept regarding EMP
QMS and also suggested scientific approach to the definition of inputs and outputs of QMS processes as initial and
final objects of information and / or material transformation. Organizational principles, directions and priorities
have been identified, on which it is reasonable develop and improve an EMP QMS.
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