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EU PROHLASENI O SHODE
EU DECLARATION OF CONFORMITY

In accordance with Regulation (EU) 2017/745 of the
European Parliament and of the Council, on medical devices
and in accordance with Regulation (EU) 2016/425 of the
European Parliament and of the Council, on personal
protective equipment.

Dle nafizeni Evropskeho parlamentu a Ra dy (EU) 2017/745, o
zdravotnickych prostfedcich a dle nafizenf Evropskeho
parlamentu a Rady (EU) 2016/425, o osobnich ochrannych
prostiedcich.
Vyrobce: General Public s.r.o.

Manufacturer: General Public s.r.o.
Sidlo: HybeSova 167/18, 360 05 Karlovy Vary

N Registered office: Hybesova 167/18, 360 05 Karlovy Vary
1C: 04788800

ID No: 04788800

Identifikacnf udaje o vyrobku : Product Identifier :

Nazev: Respirdtor GPP2 Trade Name: Respirator GPP2

Zakladni UDI-DI: 859420313000GPP2PE Basic UDI-DI: 859420313000GPP2PE

Ti*fda ochrany: FFP2 NR Protection Class: FFP2 NR

Urceny ucel : Uréenym ticelem respiratoru GPP2 je ochrana Intended use: The intended purpose of the GPP2

jeho nositele filtraci vdechovaneho vzduchu a snizeni respirator is to protect its wearer by filtering inhaled air

pfenosu infekce mezi osobami. U&innost filtrace je = 94 %. and reducing the transmission of infection between

ddna se oljednorzovy prostisdelc persons. Filtration efficiency is 2 94%. The device is for

Ttida zdravotnického prostredku : Dle pravidla IV pFilohy VIl single use only.

fizeni E kéh (| tu a Rady (EU) ¢. 2017/745. . .
naKEEr EVEOPERERDIpRTEmentl SRAtI(EGIC UsS Class of the medical device: | according to the rule IV

Pouzite harmonizovane normy: Annex VIl Regulation (EU) 2017/745.

EN 149:2001 + A1:2009, EN 14683+AC:2019, EN ISO 10993- 1:2021, Harmonized standards applied:

EN IS0 14971:2020, EN 62366-1:2015, EN ISO 15223-1:20161, EN 149:2001 + A1:2009, EN 14683+AC:2019, EN 1SO 10993- 1:2021,
ENEIOSE.:2008 3412013 EN ISO 14971:2020, EN 62366-1:2015, EN ISO 15223-1:20161
Vyrobce prohlasuje na svou vyhradni odpovédnost, Ze EN 1041:2008+A1:2013

viastnosti vySe uvedeneho zdravotnického prostfedku a The manufacturer declares under its sole responsibility, that
osobniho ochranného prostfedku spliiuji viechny pozadavky v the characteristics of the above medical device fulfill all the
souladu nafizenim Evropského parlamentu a Rady (EU) requirements laid down in with Regulation (EU) 2017/745 of
2017/745, a v souladu s nafizenim Evropského parlamentu a the European Parliament and of the Council, on medical
Rady (EU) 2016/425, Ze je tento zdravotnicky prostfedek a devices, and with Regulation (EU) 2016/425 of the European
ochranny osobni prostfedek pro uréeny tcel pouziti bezpeény, Parfiament and of the Council, on personal protective
Gginny. Vyrobce déle prohlasuje, Ze pfijal opatfeni, kterymi equipment, that the medical device and personal protective
zabezpecuje shodu zdravotnického prostfedku uvedeného na equipment is safe and effective for the intended purpose.
trh s obecnymi pofadavky na bezpenost a Utinnost a The manufacturer further declares that it has taken
technickou dokumentaci vyrobce dle &.52, odst. 7 nafizeni measures to ensure compliance of the medical device placed
Evropského parlamentu a Rady (EU) 2017/745. on the market with the general safety and performance
Oznameny subjekt VUBP (Notified Body 1024) provedL u tohoto requirements and the manufacturer's technical

documentation pursuant to Article 52 (7) of Regulation (EU)
2017/745 of the European Parliament and of the Council.

vyrobku EU pFezkousenf typu dle pfilohy V nafizeni

2016/425 a vydal certifikat EU pFezkou3eni typu & 1024/E-

092/2024. The notified body VUBP (Notified Body 1024) performed the EU
type-examination and issued the EU type- examination
certificate no. 1024/E-092/2024
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