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1. YoockoHaneHHs KBaJliMETPUYHUX METO/IB OL[iHIOBAHHSI PU3UKIB I1pY 3a0€3Me4eHHi SKOCTi BUPOOiB MEJUYHOTO

IIpU3HAY€HHA

2. Improvement of qualimetric methods of risk assessment while ensuring the quality of medical devices

Pedepar:

1. Y puceprauii BupilleHO akTyajbHe HAyKOBO NPUKJIAIHE 3aBIAHHS Y Tajlysi OLiHIOBaHHSI PU3UKIB BUPOOiB
MEJUYHOrO NPU3HAYEHHS Ta PO3POOJIEHO METOIMKM iX OLIIHIOBaHHS Ha €TallaXx BUPDOOHUIITBA Ta €KCILTyaTalji.
BusHavyeHO (yHKIIiIO WiIbHOCTI 6€3p03MiPHUX OL[iHOK IIOKa3HUKIB SIKOCTi BUPOOiB MEIMYHOTO IPU3HAYEHHS, SIK
(YHKIIOHATIBHO 3aJIEKHUX CTAaTUCTUK Y BUIAIKY, KOJIM iX ONMHUYHI [IOKa3HUKU SIKOCTI MiATIOpsAKOBaHi
HOPMaJIbHOMY 3aKOHY PO3MO/iNy IIpY pisHUX NapameTpax popmu k. 3ar1porioHOBaHO METOJMKY OL[iHIOBaHHS
PU3UKiB (IMOBipHOCTE!) IONaAaHHS OLiHKY [TOKa3HUKA SIKOCTi BUPOOiB MEOUYHOTO IIPU3HAYEHHS B 3aJaHUN
«iHTE€pBaJI OLiHIOBaHHS» Ta BU3HAYMTHU iMOBIPHOCTI ITepeXony MiX iHTepBaslaMu. BU3Hau€HO 3aKOHU PO3NOALTY
IOKAa3HUKIB HAaNlitHOCTi HEOAVMMOBUX JIa3€PiB. 3alIpONIOHOBaHA METOAVMKA OLiHIOBAHHS PU3UKIB IIPY BUTOTOBJIEHHI
MeIUYHUX BUPOOIB, s1Ka po3pobisieHa Ha migcTtasi Bumor ctangaprtis JJCTY EN ISO 14971, ICTY EN ISO 13485,
TEXHIYHOTO PerjiaMeHTy 100 MeJIUYHUX BUPOOIB.



2. In the dissertation the actual scientifically applied problem in the field of an estimation of risks of products of
medical appointment is solved and techniques of their estimation at production and operation stages are
developed. Density functions of dimensionless estimations of indicators of quality of medical devices as
functionally dependent statistics in case when their unit quality indicators are subordinated to the normal law of
distribution at various parameters of form k are determined. The method of risk (probability) assessment of the
quality of medical devices in the given "assessment interval" is proposed and the probabilities of transition
between the intervals are determined. The laws of distribution of neodymium lasers reliability indicators are
determined. The method of risk assessment in the manufacture of medical devices, which was developed based on
the requirements of standards DSTU EN ISO 14971, DSTU EN ISO 13485, technical regulations on medical devices.
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