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2. Principles of the functioning of a quality system for companies in the field of pharmaceuticals

Pedepar:

1. Incepranist Ha 3000YTTSI HAYKOBOTO CTyIIEHs KaHIuaTa papMalleBTUYHUX HayK 3a cretianpHicTio 15.00.01 -
TEXHOJIOTis JIKiB, opranisanis ¢papMaleBTUYHOI CIIPaBu Ta cynoBa ¢papmalis. - HanjioHasbHa MeinyHa akageMis
nicasaguiiioMuoi ocsity imeHi ILJIL Illynnuka MO3 Ykpainu, Kuis, 2011. lucepranis npucssiyeHa HayKOBOMY
OOIPYHTYBAaHHIO Ta CTPYKTYPYBaHHIO OCHOBHUX €JIEMEHTIB CUCTEMU SKOCTi Cy0'eKTiB (papMalleBTUYHOI [isJIbHOCTI y
Ipolieci oNToBoi Ta po3apibHoi peasniszalii JI3, sika mobyjoBaHa HAa OCHOBI T€OPii yIIpaBiiHHA sIKicTIO, BUMOT GDP i
GPP. [Ipoanani3oBaHO CTaH BIPOBAJKEHHSI CUCTEMHU YIIPABJIiHHA SIKICTIO Y Cy0'eKTax (papMalLleBTUYHOI JisJIbHOCTI
M. KueBa. BctaHOB/I€HO, 10 BIPOBAIKEHHS CUCTEMH YIIPABJIiHHS SIKICTIO 37{lICHIOETHCS NTOBiIbHO. OB PYHTOBAHO
aJITOPUTM PO3POOKY Ta BIIPOBAIKEHHSI CUCTEMU YIIPABJIiHHS SIKICTIO y Cy6'eKTi papMalleBTUYHOI [isJIbHOCTI.
BifmoBigHO 1O MPOLECHOTO MiAXOAY WOA0 YIIPAaB/IiHHA 4KICTIO Y allTEYHUX 3aKJ/Ia/axX 3allPOIIOHOBAHO IIPOLIECHY
MoJeJib iX OisiipHOCTI momo 3a6e3nedeHHs sKocTi JI3 Ha eTamnax ix orntoBoi Ta po3apibHoi peasnisarnii. Po3pobyieHo

METOIMYHI MifX0I1 40 CTBOPEHHS CTPYKTYPU Ta 3MiCTy JOKYMEHTIB CUCTEMHU YIIPaBJIiHHS SIKiCTIO: HacTaHOBYU 3



SIKOCTi, CTAaHJAPTHUX ONEPaLifHUX NpoLenyp. 3a pe3ysbTaTaMy MPOBEIEHUX NOCIiIKEeHb PO3POOJIEHi Ta
3aIMPOINIOHOBAaHI iHCTPYKTUBHO-METOAMNYHI MaTepiauy, aJiTOPUTMU Ta CXEMU peasisallii TPMHLIUIIB CUCTEMHU IKOCTI
IJIsL ONITUMi3allii AisIIbHOCTI aNTeYHUX 3aKJIaliB MO0 3a6e3MeyeHHs IKOCTi JIiKapChKUX 3aCO0iB Ha eTamnax ix
ONTOBOI Ta po31pi6HOi peasnizauii. Pe3ysbraty fOCIiIKEHHS BIIPOBAIPKEH] Y Hisl/IbHICTh TEPUTOPiaJIBHAX
I€P>KaBHUX iHCIEKIIii 3 KOHTPOJIIO SIKOCTi JIIKapChKUX 3aC00iB, Cy6'eKTiB (hapMal|eBTUYHOI HislILHOCTI Ta
HaBYaJIbHUH Npouec papMaleBTUYHUX Kadenp BUIMX GapMaleBTUYHUX (MeIUYHNX) HaBYQJIbHUX 3aKJIaJiB.
KiouoBi cyioBa: cucTema sIKOCTi, CUCTeMa YIIPaBJliHHS SKICTIO, JJiKapChbKUM 3aCi6, anTeka, allTeYHMI! CKIal, Cy0'eKT

(papmaLeBTUYHOI AislJIBHOCTI, yIIOBHOBaKEHA 0CO0a.

2. Dissertation for obtaining a scientific degree for a Candidate of Pharmaceutical Sciences under the
specialization 15.00.01 - medicine technology, organisation of pharmaceutical dealings and court pharmaceuticals.
- P. L. Shupik National medicinal academy of postgraduate education of the Ministry of Health of the Ukraine, Kiev,
2011. The dissertation is dedicated to scientifically justifying and structuring the main elements of a quality system
in companies in the field of pharmaceuticals for wholesale and retail sales of medical goods, which is based on the
theory of quality control and the GDP and GPP requirements. The situation with implementing a quality control
system in companies in the field of pharmaceuticals in Kiev was analysed. It was determined that the
implementation of a quality control system is carried out slowly. An algorithm for the development and
implementation of a quality control system for companies in the field of pharmaceuticals was justified. In
accordance with the procedural approach regarding quality control in pharmaceutical institutions, a process
model for their activities in the stages of wholesale and retail sales is proposed. Methodological approaches
regarding the creation of the structure and content of the subsystem of documents in the quality control system
were developed: Manuals for quality and standard operational procedures. As a result of the tests carried out,
instructional-methodological materials and algorithms for the principles of the realization of a quality system for
the optimization of activity of a pharmaceutical company for securing quality of medical goods in the stages of
wholesale and retail sales were developed and proposed. The results of the research are implemented in the
activity of the regional government inspections for quality control of medical goods, companies in the field of
pharmaceuticals, and the training process of pharmaceutical academic departments of the higher pharmaceutical
(medical) academic institutions. Key words: quality system, quality control system, medical good, pharmacy,
pharmaceutical warehouse, company with pharmaceutical activity, qualified person.
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