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Certifikace zdravotnickych prostfedkt jako open source HW a SW pro
Certification of medical devices as open source HW and SW for

Nové nafizeni (EU) 2017/745 piinas$i mnohem
komplexnéjsi pozadavky na bezpecnost a spolehlivost
zdravotnickych prosttedkd, které slouzi mj. i jako velice
ucinné asistivni technologie. Nové Natizeni s sebou
prinasi i podstatné vyssi finanéni naro¢nost na cely
proces vyzkumu, vyvoje, klinického hodnoceni,
certifikace véetn¢ validace SW, vyroby a uvadéni
zdravotnickych prosttedki na trh, coz v mnoha
ptipadech diskvalifikuje malé a stfedni firmy ve
znevyhodnénych regionech ¢i Vv rozvojovych zemich,
které natizeni (EU) 2017/745 uznavaji ve své legislative.
Jednim zfteSeni tohoto problému je vytvofeni open
source HW a SW, jehoz vyuziti by v mnoha ptipadech
umoznilo nasazeni finanéné dostupnych ale bezpec¢nych
zdravotnickych prostfedkli v téchto regionech a
rozvojovych zemich. V ramci disertacni prace bude
tento zpisob demonstrovan na specifikach a detailni
analyze finan¢ni naro€nosti technické dokumentace
vyvijené low-field magnetické rezonance dle pozadavka
Natizeni (EU) 2017/745. Tato magneticka rezonance
bude navrhovana, vyvijena a certifikovana jako mobilni
zdravotnicky prostfedek s vahou mensi nez 300 kg a
cenou nizs§i nez 50 000 EUR tak, aby ji bylo mozné
jakymkoliv subjektem plné€ replikovat a vyuzivat 1 ve
znevyhodnénych regionech ¢i rozvojich zemich pfi
zachovani kvality zobrazovani jako u plnohodnotného
zdravotnického prostiedku tohoto typu.

The new Regulation (EU) 2017/745 brings much more
complex requirements for the safety and reliability of
medical devices, which serve, among other things, as
very effective assistive technologies. The new
Regulation brings with it a significantly higher financial
burden on the entire process of research, development,
clinical evaluation, certification, including SW
validation, production and marketing of medical devices,
which in many cases disqualifies small and medium-
sized companies in disadvantaged regions or in
developing countries. which Regulation (EU) 2017/745
recognize in their legislation. One of the solutions to this
problem is the creation of open source HW and SW, the
use of which would in many cases enable the deployment
of affordable but safe medical devices in these regions
and developing countries. As part of the dissertation, this
method will be demonstrated on the specifics and
detailed analysis of the financial complexity of the
technical documentation of the developed low-field
magnetic resonance according to the requirements of
Regulation (EU) 2017/745. This magnetic resonance
will be designed, developed and certified as a mobile
medical device weighing less than 300 kg and costing
less than 50,000 EUR so that it can be fully replicated by
any entity and used even in disadvantaged regions or
developing countries while maintaining imaging quality
as for a full-fledged medical device of this type.

doc. Ing. Karel Hana, Ph.D.

doc. Ing. Karel Héna, Ph.D.
vedouci Skoliciho pracovisté KIT FBMI

doc. Ing. Lenka Lhotska, CSc.
pfedsedkyné OR AT FBMI




