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PROHLASENI O LEGISLATIVNI VYJIMCE

Spolec¢nost Drive DeVilbiss Healthcare France, vyrobce zdravotnického prostfedku tfidy | uvadéného
na trh v nesterilnim stavu, bez mefici funkce, ktery neni chirurgickym ndstrojem pro opakované pouziti,
prohlasuje timto vyuziti legislativni vyjimky, kdy pro deklaraci shody vyse uvedeného zdravotnického
prostfedku neni vyzadovano zapojeni oznameného subjektu a tedy ziskani EC Certifikatu, a to v souladu

s pozadavky Nafizeni Evropského parlamentu a Rady (EU) 2017/745, ze dne 5. dubna 2017,
o zdravotnickych prostfedcich.

Drive DeVilbiss Healthcare France, manufacturer of a Class | medical device marketed in a non-sterile state,
without a measuring function, which is not a reusable surgical instrument, hereby declares the use of a legislative
exemption whereby the involvement of a notified body and thus the acquisition of an EC Certificate is not required
for the declaration of conformity of the above-mentioned medical device, in accordance with the requirements of
Regulation (EU) 2017/745 of the European Parliament and of the Council of April 5, 2017, on medical devices.

V Frouard, dne 17.02.2026
Amanda LESIRE
Quality and Regulatory Affairs Director
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