B drylock

EU PROHLASENI O SHODE

q

EU DECLARATION OF CONFORMITY

Vyrobce vydava vyhradné na svoji odpovédnost
EU prohlaseni o shodé v souladu s €ldnkem 19,
Nafizeni Evropského parlamentu a Rady (EU)
2017/745 ze dne 5. dubna 2017 o
zdravotnickych prostredcich, zmé&né smérnice
2001/83/ES, nafizeni (ES) €. 178/2002 a nafizeni
(ES) & 1223/2009 a o zruSeni smérnic Rady
90/385/EHS a 93/42/EHS. Vyrobce posoudil
shodu vyrobku v souladu s ¢élankem 52 k tomuto
Nafizeni.

Informace o vyrobci:

Vyrobce: Drylock Technologies, s.r.o.

Sidlo:  VIamska 801, 463 34, Hradek nad Nisou,
Ceskd republika

Identifikaéni tidaje o vyrobku:

Nézev: Facelle diskret

Uréeny ucel poutziti: Zdravotnicky prostfedek
Jednorazové kalhotky pro dospélé ,Facelle
diskret” je uréen k zachycovani moce a vykall.
Prevainé je uren pfi feSeni potiii s inkontinenci.
Ma anatomicky tvar pro dokonalou pfiléhavost
a maximalni pohodli. Poskytuje dlouhodoby pocit
sucha.

Tf¥ida zdravotnického prostiredku: |
neméfici funkce)

(nesterilni,

Vyrobce prohladuje, Ze vlastnosti vyse
uvedeného zdravotnického prostfedku spliiuji
viechny poZadavky stanovené vySe zminénym
Nafizenim, a Ze je tento zdravotnicky prostfedek
pro sviij urfeny ucel pouZiti bezpeény, ucinny
avhodny pro poskytovani zdravotni péce.
Vyrobce ddle prohlasuje, Ze pfijal opatfeni,
kterymi zabezpefuje shodu zdravotnického
prostiedku uvadéného na trh se zdkladnimi

poZadavky a technickou dokumentaci vyrobce.

V / In Hradek nad Nisou, dne /on . .............

Following the Article 19 of Regulation (EU)
2017/745 of the European Parliament and of the
Council of 5 April 2017 on medical devices,
amending Directive 2001/83/EC, Regulation (EC)
No 178/2002 and Regulation (EC) No 1223/2009
and repealing Council Directives 90/385/EEC
and 93/42/EEC the manufacturer issues under
his sole responsibility EU declaration of
conformity. The manufacturer has assessed
conformity based on the Article 52 of this
Regulation.

Manufacturer Information:

Manufacturer: Drylock Technologies, s.r.o.

Registered office: Vlamska 801, 463 34, Hradek
nad Nisou, Czech Republic

Product Identification Data:

Title: Facelle diskret

Medical device Adult Pants
“Facelle diskret” is designed to collect urine and
faeces. It is predominantly designed to deal with
incontinence problems. It has an anatomical
shape for perfect fit and maximum comfort.
Provides a long-term feeling of drought.

Intended use:

Class of medical device: | (non-sterile, non-
measuring function)

The manufacturer declares that the properties
of the above medical device fulfil all the
requirements laid down in above-mentioned
Regulation, and that the medical device is safe
for the intended purpose, effective and
appropriate for the provision of healthcare. The
manufacturer further declares that he has taken
measures to ensure compliance of the medical
device placed on the market with the essential
requirements and the manufacturer's technical
documentation.

Jednatel spole¢nosti/Managing Director
Drylock technologies, s.r.o



