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I11. BimomMocTi mpo opranizariiio, e Big0OyBcsl 3aXHCT

IIudp cnenianizoBaHoi BYU€HOI pagH (Pa30Boi CleliaJi30BaHOI BYEHOI pasu). [164.605.02
IloBHe HaliMeHYBaHHSI IOPHUAHUYHOI OCOOH:
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IV. BimomocTi Ipo niznpueMcTBO, YCTaHOBY, OpraHi3alliio, B sIKi# 0yJ10

BHKOHAHO JHCEPTaIlilo

IToBHE HaﬁMeHyBaHHﬂ IOPUIHUYHOL 0C00H: HanionanbHuit papmalleBTUYHUIA YHIBEPCUTET
Kog, 3a €IPTIOY: 02010936
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dopma ByracHOCTI:
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V. BizomocTi npo gucepraniio
MoBga guceprariii:
Koau TeMaTHYHHUX PYyOPHK: 61.01.37

Tema gucepranii:
1. Po3po6ka inTerposaHoi cucremu ynpasiinss sikicTio ISO 9001:2000 /GMP Ha ¢papmalieBTUYHOMY i IIPUEMCTBI

2. Development of the integrated control system of quality ISO 9001:2000 /GMP at the pharmaceutical enterprise

Pedepar:

1. Bnepie BU3Ha4€HO OCHOBHI METOOJIOTIUHI Hifxonyu no ctBopeHHs ICYSl, po3pobieHo ajropyuTMm yIpoBaAKeHHS
ICYS ISO 9001:2000 /GMP Ha OI1. TIpoaHasnizoBaHO CTaH yIIPOBaKEHHS CUCTEM YIIPABJIiHHA AKiCTIO Ha
BiTun3HsIHUX QI1. Po3pobieHo opranizaniiny ctpykrypy OI1, cpopmoBaHo npouecu Ta ix BiANOBifHI HANIPSIMU
nismeHOCTI Ha ®IT, po3pobsieno npouecHy mozesnb OIT B ymosax ICYSl Ta po3po6aeHO MAaTPULIIO BifIIOBiIaIbHOCT
3a KOKeH Ipoliec. BudHaueHi OCHOBHI HalpsiMU Yy 0CKOHaeHHs fokymeHTalii B ICYS na ®II. O6rpyHTOBaHO
HEOOXIiJIHICTb YIIPaBJIiHHS NOKyMEHTAlli€l0 Ta po3p00JeHO OCHOBHUI oKyMeHT ICYSl - HacTaHoBa 3 SIKOCTI.
VI0CKOHAJIEHO TEXHOJIOTYHI nporecy Bupo6uuirea JI3 TOB «HBOK «EVIM» 3a ymos ICYS. 3anporoHosaHo
OCBITHIO cucTeMy (papMareBTUYHOrO MiAIIPUEMCTBA B YMOBaX iHTErpoBaHOi crucTeMu yIpasiiHHS sikicTio ISO
9001:2000/GMP; popmu, meTonu i 3MiCT HaBYaHHS

2. The condition of introduction of control systems by quality at the domestic pharmaceutical enterprises is
analysed. The comparative analysis of the international standard ISO 9001:2000 and rules GMP is made, the
general attributes and differences are revealed. The basic methodical approaches to creation of the integrated



control system by quality are certain, the algorithm of introduction of the integrated control system by quality ISO
9001:2000/GMP at the pharmaceutical enterprise is developed. It is developed organizational structure of the
pharmaceutical enterprise, it is generated processes and their corresponding directions of activity at the
pharmaceutical enterprise, it is developed process model of the pharmaceutical enterprise in conditions of the
integrated control system by quality and it is developed a matrix of the responsibility for each process.
Departments and the basic posts are certain, it is offered and is entered structure of a department of maintenance
by quality, a department validation and certifications, a department of training of the personnel in conditions of
introduction and functioning of the integrated control system by quality. The basic directions of improvement of
the documentation in integrated control systems of quality at the pharmaceutical enterprise are certain. Necessity
of management is proved by the documentation and the basic document of the integrated control system by
quality - the Management on quality is developed. Technological processes of manufacture of medical products of
the pharmaceutical enterprise «AIM» in conditions of the integrated control system are advanced by quality. The
educational system of the pharmaceutical enterprise in conditions of the integrated control system is offered by
quality; forms, methods and the maintenance of training
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VII. BizomocTi npo odiliiHUX OTIOHEHTIB Ta pelleH3€eHTiB
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