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2. Scientific and practical bases of development and estimation of integrated management system on
pharmaceutical enterprises

Pedepar:

1. Incepranist npucBsYeHa po3pooLi HAayKOBO-MIPAKTUYHUX MiAXOiB 10 NOOYA0BU Ta OLiHKY (PYHKILIIOHYBaHHS
iHTErpoBaHoOI CUCTEMU MEHEI)KMEHTY Ha (papMalleBTUYHHUX MiANIPUEMCTBAX, FADMOHI30BaHOI 3 BUMOTraMu
crangaptis ISO 9001, ISO 14001, OHSAS 18001, SA 8000 Tta ranyseBux npasus GMP. ¥V po6orTi Bnepiue
3aIPOIIOHOBAHO Ta ONPallbOBAHO MEXaHi3M i MOJieJib TOOY0BU iIHTETPOBAHOI CUCTEMU MEHEIPKMEHTY, IIPOBEJIEHO
ineHTH}iKaLio i IeKOMIIO3ULiI NPOLECiB (papMaLeBTUYHOTO MigIPUEMCTBA. 3AiICHEHO OOIDYHTYBaHHS
IOLiIbHOCTI MPOBeieHHSI KOMOIHOBAHOTO ayAUTY, PO3PO6IEHO METOIMKY MOro ITpoBeieHHs. Briepiue Ha mincrasi
BHUKOPHUCTaHHSI Cy4aCHUX iHCTPYMEHTIB i METO/iB OOIPYHTOBaHO Ta OIIPaljbOBAHO CUCTEMY ITOKA3HUKIB Ta
iHCcTpyMeHTapiil OLiHKY €(PEeKTUBHOCTI Ta Pe3yJIbTaTUBHOCTI (QYHKIIOHYBaHHS iIHTETPOBAHOI CUCTEMU

MEHEeI)XMEHTY Ha (papMalleBTUYHUX MiANIPUEMCTBAX.



2. The dissertation is sanctified to development of the scientific and practical bases going near a construction and
estimation of functioning of the integrated management system on pharmaceutical enterprises, harmonized with
the requirements of standards of ISO 9001, ISO 14001, OHSAS 18001, SA 8000 and branch rules of GMP. In work a
mechanism and model of construction of the integrated management system are first offered and approved,
identification and decomposition of processes of pharmaceutical enterprise are conducted. The ground of
expediency of realization of the combined audit is carried out, the methods of it realization are worked out. First
on the basis of the use of modern instruments and methods the system of indexes and tool of estimation of
efficiency and effectiveness of the integrated management system are reasonable and approved on pharmaceutical
enterprises.
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