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Vyuziti pokroc€ilych metrologickych metod pri hodnoceni zdravotnickych
Advance metrology methods in the evaluation of medical devices with

Velmi specifickou skupinu zdravotnickych
prostiedkli tvoifi zdravotnické prostiedky s
méfici funkci (ZPMF), které vyzaduji pouziti
modifikovanych ¢i v fadé piipada zcela
novych metod pro zajisténi metrologickych
parametri v pribeéhu celé Zivotnosti ZPMF i
na pocatku pro jejich posouzeni v ramci
procesu certifikace pied uvedenim na trh.
ZPMF maji obvykle nesymetrické rozdéleni
pravdépodobnosti nckterého z majoritnich
zdrojii nejistot, pfi ureni nejistot nelze
aplikovat centrdlni limitni vétu vlivem
nespojittho  rozd€leni  pravdépodobnosti
vyznamného zdroje, které jsou navic zavislé.
Soucasti prace bude metodika vyhodnocovani
vybranych ZPMF reprezentujicich atypické
pfipady vcetn€ ovéfeni jejich funkcnosti
formou mezilaboratornich  porovnavacich
zkouSek a simulovaného hodnoceni dle
postupit MDR. Pii feSeni prace budou vyuzity
realné zdroje dat z evropskych vyzkumnych
projektl programu Horizont Evropa.

A very specific group of medical devices
consists of medical devices with a measuring
function (MDMF), which require the use of
modified or, in many cases, entirely new
methods to ensure metrological parameters
during the entire lifetime of the device and at
the beginning for their assessment as part of
the certification process before being put on
the market. MDMF usually have a non-
symmetric distribution of the probability of
one of the majority sources of uncertainty,
when determining the uncertainties, the central
limit theorem cannot be applied due to the
discontinuous distribution of the probability of
a significant source, which are also dependent
to each other. Part of the work will be the
methodology of evaluating selected ZPMF
representing  atypical  cases, including
verification of their functionality in the form
of interlaboratory comparisoons and simulated
evaluation according to MDR procedures.
Real data sources from European research
projects of the Horizon Europe program will
be used to solve the work.
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reference system, 2023 —
2026).
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