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Declaration of Conformity
Manufacturer: Authorized Representative: Notified Body:
ResMed Pty. Ltd. ResMed SAS TUV SUD Product Service
1 Elizabeth Macarthur Drive Parc Technologique de Lyon GmbH
Bella Vista 292 Allée Jacques Monod RidlerstraRe 65
NSW 2153 69791 Saint Priest Cedex 80339 Miinchen
Australia France Germany

Product: AirFit F20 Non Magnetic

Intended Use:

The AirFit F20 Non Magnetic is a non-invasive accessory used for channeling airflow (with or without
supplemental oxygen) to a patient from a positive airway pressure (PAP) device such as a continuous
positive airway pressure (CPAP) or bilevel system.

The AirFit F20 Non Magnetic is:

* to be used by patients weighing more than 30 kg for whom positive airway pressure therapy has been
prescribed

« intended for single-patient reuse in the home environment and multipatient reuse in the
hospital/institutional environment.

Classification: lla according to Rule 2

EMDN: R0301010201 CPAP Masks

Conformity Assessment Route: Annex IX (excluding Chapter Il), Regulation EU 2017/745
Basic UDI-DI: 619498EC1726N

Common Specification: N/A

We herewith declare that the above mentioned products are in conformity with the Council Regulation
2017/745 for medical devices.

Compliance is applicable from the date listed below. All supporting documentation is retained at the
premises of the manufacturer. This declaration is issued under the sole responsibility of ResMed Pty.
Ltd.

EC Certificate Number: G10 049861 0162 Rev. 02

SRN: AU-MF-000011753

Signed at Sydney, Australia on: 21 November 2023

DocuSigned by:
Plicole Wilhon

FOF55744DEAG4AO. .

Nicole Wilson
Person Responsible for Regulatory Compliance (PRRC)
ResMed Pty. Ltd.

EC172c.1

First issued: 21 November 2023
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Prohlaseni o shodé

Vyrobce: Zastupce pro EU: Oznameny subjekt:
ResMed Pty. Ltd. ResMed SAS TUV SUD Product Service
1 Elizabeth Macarthur Drive Parc Technologique de Lyon GmbH

Bella Vista 292 Allée Jacques Monod Ridlerstralle 65

NSW 2153 69791 Saint Priest Cedex 80339 Munchen

Australie Francie Némecko

Vyrobek: AirFit F20 Non Magnetic

Zamyslené AirFit F20 Non Magnetic je neinvazivni pfisluenstvi, které se pouziva pro vedeni
pouziti: proudu vzduchu (s pfidavnym kyslikem nebo bez n&j) k pacientovi z pfistroje

vytvarejiciho pozitivni pretlak v dychacich cestach (PAP), jako je zafizeni
zajistujici kontinualni pfetlak v dychacich cestach (CPAP) nebo dvouurovnovy
systéem.

AirFit F20 Non Magnetic je:

« uréen k pouziti u pacient s hmotnosti vice nez 30 kg, kterym byla
pfedepsana lécba pozitivnim tlakem v dychacich cestach.

+ uréen k domacimu opakovanému uzivani jednim pacientem i k pouziti vice
pacienty v nemocnici ¢i jiném zafizeni.

Klasifikace lla v souladu s Pravidlem 2

EMDN: R0301010201 CPAP masky

Cesta posuzovani shody: Pfiloha IX (s vyjimkou ¢asti Il), smérnice EU 2017/745
Zakladni UDI-DI: 619498EC1726N

Spoleéné specifikace: ne

Timto prohlaSujeme, Ze vySe uvedené vyrobky jsou v souladu s nafizenim Rady 2017/745 pro
zdravotnické prostfedky.

Spinéni pozadavku plati od nize uvedeného data. VeSkera pomocna dokumentace je uchovavana v
prostorach vyrobce. Toto prohladeni je vydano na vyhradni odpovédnost spole€nosti ResMed Pty. Ltd.

Cislo certifikatu ES: G10 049861 0162 Rev. 02
SRN: AU-MF-000011753

Podepsano v Sydney, v Australii dne: 21. 11. 2023
DocuSigned by
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Nicole Wilson

Osoba zodpovédna
za dodrzovani

predpisti (PRRC) EC172c.1

ResMed Pty. Ltd. Prvni vydani:
21.11. 2023
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