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Prohlaseni o shode
Vyrobce: Zplnomocnény zastupce: 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 Ridlerstrale 65 80339
NSW 2153 69791 Saint Priest Cedex Mnichov Némecko
Australie Francie

Vyrobek: AirSense 11 AutoSet

Urcené pouziti:

Autoregulacni systém AirSense 11 je indikovan pro [é€bu obstrukéni spankové apnoe (OSA) u pacientd,
ktefi vazi pres 30 kg. Autoregulacéni systém AirSense 11 je uréen pro domaci a nemocnicni pouziti.
Klasifikace: lla podle Pravidla 9

EMDN: 712030102 Vybaveni pro kontinualni pretlak

Postup posuzovani shody: Priloha IX (vyjma kapitoly II), nafizeni EU 2017/745

Zakladni UDI-DI: 619498EC19776

Spoleéna specifikace: N/A

Timto prohladujeme, Ze vySe uvedené vyrobky jsou ve shodé s nafizenim Rady

2017/745 o zdravotnickych prostfedcich, smérnice Evropského parlamentu a Rady 2011/65/EU ze dne
8. Cervna 2011 o omezeni pouzivani nékterych nebezpelnych latek v elektrickych a elektronickych
zafizenich, smeérnice 2014/53/EU a smérnice 2006/42/ES o strojnich zafizenich.

Shoda plati od data uvedeného niZe. VeSkera podpurna dokumentace je uchovavana v prostorach
vyrobce. Toto prohlaseni vydala na vlastni odpovédnost spole¢nost ResMed Pty. Ltd.

Cislo certifikatu ES: G10 049861 0162 Rev. 04

SRN: AU-MF-000011753

Podepsano v Sydney, Australie, dne: 17. prosince 2024

DocuSigned by:
Plicole Wilson

FOF55744DEAB4AOQ. .

Nicole Wilson



Osoba odpovédna za dodrzovani pravnich predpisu
ResMed Pty. Ltd.

EC197.1

Prvni vydani: 14. dubna 2022
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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: AirSense 11 AutoSet

Intended Use:

The AirSense 11 self-adjusting system is indicated for the treatment of obstructive sleep apnoea (OSA) in
patients weighing more than 30 kg. The AirSense 11 self-adjusting system is intended for home and
hospital use.

Classification: lla according to Rule 9

EMDN: 712030102 Continuous Positive Pressure Equipment

Conformity Assessment Route: Annex IX (excluding Chapter Il), Regulation EU 2017/745
Basic UDI-DI: 619498EC19776

Common Specification: N/A

We herewith declare that the above mentioned products are in conformity with the Council Regulation
2017/745 for medical devices, Directive 2011/65/EU of the European Parliament and of the Council of 8
June 2011 on the restriction of the use of certain hazardous substances in electrical and electronic
equipment, Directive 2014/53/EU and Machinery Directive 2006/42/EEC.

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. 04

SRN: AU-MF-000011753

Signed at Sydney, Australia on: 17 December 2024

DocuSigned by:
Plicole Wilhon

FOF55744DEAG4AO. ..

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

EC197.1

First issued: 14 April 2022
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