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% Oblast uvadéni zdravotnickych prosttedk na trh podle

= § | NARIZENI EVROPSKEHO PARLAMENTU A RADY (EU) | The area of placing medical devices on the market under

g S | 2017/745 ze dne 5. dubna 2017 o zdravotnickych prostiedcich, | REGULATION (EU) 2017/745 OF THE EUROPEAN

-‘gg zméné smérnice 2001/83/ES, naiizeni (ES) & 178/2002 a | PARLIAMENT AND OF THE COUNCIL of 5 April 2017 on ]

S © | naffzeni (ES) & 1223/2009 a o zruseni smérnic Rady | medical devices, amending Directive 2001/83/EC, Regulation a

@ oc | 90/385/EHS a 93/42/[EHS dostupného z:  hitps:/eur- | (EC) No 178/2002 and Regulation (EC) No 1223/2009 and | ~| &

g% lex.europa.eu/legal- repealing Council Directives 90/385/EEC and 93/42/EEC | £ | &

2 T | content/EN/TXT/2uri=CELEX%3A32017R0745 je relativng | available at: https://eur-lex.europa.eu/legal- | & §

:§ § nové téma, které i pfes piisn&j$i pravidla kladend na | content/EN/TXT/?uri=CELEX%3A32017R0745 is a relatively E %

‘g S | zdravotnické prostiedky obsahuje témata, ktera by méla byt vice | new topic which, despite the stricter rules imposed on medical | §| 3

g g upfesnéna. Jako vhodné téma se jevi oblast bezpecnosti softwaru | devices, contains topics that should be further clarified. The area | 5| &

5 'S | zdravotnickych  prostfedkii  jak  zhlediska  kybernetické | of medical device software security appears to be an appropriate | | =

= S | bezpednosti, tak z pohledu bezpecnosti funkéni. topic, both from a cybersecurity and functional safety perspective. g gb

é) ‘g | Cilem prace je navazat na pfedchozi diplomovanou praci Aim of the thesis is to build on the previous diploma thesis on | < 3

2 5 | stématem Uvddéni zdravotnickych prostiedkii na trh se | Placing of medical devices on the market with a focus on software | o B

E £ | zamerenim na SW dle pozadavki: MDR a prohloubit jeji vystupy | according to MDR requirements and to deepen its outputs related = a

2 £ | tykajici se bezpecnosti zdravotnického softwaru. to the safety of medical software. E

% 2> | Védeckym piinosem bude vytvofeni metodiky uplatnitelné v | The scientific contribution will be the creation of a methodology

= % praxi, kterd ukéze zplGsoby a metody zabezpeleni softwaru | applicable in practice, which will show ways and methods of

)é ») | zdravotnickych prostredku. securing the software of medical devices.
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