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ZERTIFIKAT e CERTIFICATE ¢

*v ,"’if‘ #‘# " Benannt durch/Designated by

Zentrzlstelle der Linder

el Arzneimitteln und

'*_*v__ " * Medizinprodukten ’;z
L % ol RS-MDR-099

Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and Il
(Class lla and Class llIb Devices)

No. G10 049861 0162 Rev. 02

Manufacturer: ResMed Pty Ltd
1 Elizabeth Macarthur Drive
Bella Vista NSW 2153

AUSTRALIA
SRN Manufacturer: AU-MF-000011753
Authorized ResMed SAS
R tative: Parc Technologique de Lyon,
epresentative: 292 Allée Jacques Monod,

69791 Saint Priest Cedex, FRANCE

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in

Article 10 (9) of the Regulation (EU) 2017/745 on medical devices. Details on device categories
covered by the quality management system are described on the following page(s).

The Report referenced below summarises the result of the assessment and includes reference to
relevant CS, harmonized standards and test reports. The conformity assessment has been carried
out according to Annex IX Chapter | and Il of this regulation with a positive result.

The quality management system assessment was accompanied by the assessment of technical
documentation for devices selected on a representative basis.

The certified quality management system is subject to periodical surveillance by TUV SUD Product
Service GmbH. The surveillance assessment shall also include an assessment of the technical
documentation for the device or devices concerned on the basis of further representative samples.
All applicable requirements of the testing and certification regulation of TUV SUD Group have to be
complied with.

For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:G10 049861 0162 Rev. 02

Report No.: JA36117609

Preceding Certificate No.: G10 049861 0162 Rev. 01
Valid from: 2022-08-04

Valid until: 2025-10-06

Date of Initial Issuance: 2020-10-07

c@f(-\_/

Christoph Dicks
Issue date: 2022-08-04 Head of Certification/Notified Body
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Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and Il
(Class lla and Class llIb Devices)

No. G10 049861 0162 Rev. 02
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ZERTIFIKAT e CERTIFICATE ¢

Classification:

Device Group:

Intended Purpose:

Classification:

Device Group:

Intended Purpose:

Classification:

Device Group:

Intended Purpose:

Classification:

Device Group:

Intended Purpose:

Classification:

Device Group:

Intended Purpose:

Classification:

Device Group:

Intended Purpose:

Classification:

Device Group:

Page 2 of 3

lla
R020107 - THERMOREGULATED BREATHING CIRCUITS
=

lla
R020104 - CPAP AND NIV BREATHING CIRCUITS
o=

lla

Z120301 - ANAESTHESIA AND PULMONARY VENTILATION
SUPPORT INSTRUMENTS

s

lla

R030101 - VENTILATION MASKS

/-

lla

R0203 - ANAESTHESIA AND RESUSCITATION CONNECTORS

-

lla

R0280 - BREATHING CIRCUITS AND CATHETER MOUNTS -
ACCESSORIES

P

lla

R030102 - AIR/OXYGEN MASKS AND NASAL CANNULAS

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH - Certification Body « RidlerstralRe 65 + 80339 Munich + Germany
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ZERTIFIKAT e CERTIFICATE ¢
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Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and Il
(Class lla and Class llIb Devices)

No. G10 049861 0162 Rev. 02

Intended Purpose: -/-
Classification: lla
Device Group: R040199 - VENTILATION FILTERS - OTHER
Intended Purpose: -I-

The validity of this certificate -/-

depends on conditions and/or

is limited to the following:

Revision History: Rev. Dated Report

00 2020-10-07 JA1437662
01 2022-02-10 JA1634396
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Product Service

EU Certifikat systému Fizeni kvality (MDR)
Podle Naftizeni (EU) 2017/745 o zdravotnickych prostiedcich, ptilohy 1X, kapitoly I a I11
(Prostredky tridy Ila a tiidy IIb)

Cislo G10 049861 0162 Rev. 02

Vyrobce: ResMed Pty Ltd
1 Elizabeth Macarthur Drive
Bella Vista NSW 2153
AUSTRALIE

SRN vyrobce: AU-MF-000011753

Autorizovany zastupce: ResMed SAS
Parc Technologique de Lyon,
292 Allée Jacques Monod,
69791 Saint Priest Cedex, FRANCIE

Certifikaéni organ TUV SUD Product Service GmbH potvrzuje, Ze vyrobce ma vytvoieny,
zdokumentovany a zavedeny systém fizeni kvality tak, jak je popsan v ¢l. 10 (9) Naftizeni (EU)
2017/745 o zdravotnickych prostifedcich. Podrobnosti o kategoriich prostfedktl, na které se vztahuje
systém fizeni kvality, jsou uvedeny na nasledujici strané (stranach).

Nize uvedena Zprava shrnuje vysledky posouzeni a obsahuje odkazy na ptislusné CS, harmonizované
normy a zkusebni protokoly. Posouzeni shody bylo provedeno podle piilohy IX kapitoly I a III tohoto
Natizeni s pozitivnim vysledkem.

Posouzeni systému fizeni kvality bylo doplnéno o posouzeni technické dokumentace reprezentativné
vybranych prostiedk.

Certifikovany systém fizeni kvality podléhd pravidelnému dohledu ze strany TUV SUD Product
Service GmbH. Soucasti posouzeni dohledu je také posouzeni technické dokumentace k doty¢nému
prosttedku nebo prostfedkiim na zaklad€ dalSich reprezentativnich vzorkd. Musi byt splnény vSechny
platné pozadavky zkusebnich a certifika¢nich piedpist skupiny TUV SUD. Pro podrobnosti a platnost
certifikatu viz: www.tuvsud.com/ps-cert?q=cert:G10 049861 0162 Rev. 00

[ -
<<
(&
e
P
w
=
(&)
a
o
[=]
=L
(&
-
1=
o
199
(&}
*
-
Eoq
=
=
e
=
.
Q.
w
(]
®
#I

3§

A

-
20 =
PIOH

'S

Zprava ¢.: JA36117609
Piedchozi certifikat ¢&. G10 049861 0162 Rev. 01
Platnost od: 04.08.2022
Platnost do: 06.10.2025
podpis necitelny
Christoph Dicks
Datum vydani: 07.10.2020 Vedouci certifika¢niho/notifikovaného organu
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Froduct Service

EU Certifikat systému rizeni kvality (MDR)

Podle Naftizeni (EU) 2017/745 o zdravotnickych prostiedcich, ptilohy IX, kapitoly I a III
(Prosttedky ttidy Ila a tiidy IIb)

Cislo G10 049861 0162 Rev. 02
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Klasifikace:

Skupina prostiedku:

ZamySleny ucel:

lla
R020107 —- TERMOREGULACNI DYCHACI OKRUHY
-/-

Klasifikace: lla
Skupina prostiedku: R020104 — CPAP A NIV DYCHACI OKRUHY
Zamysleny ucel: -I-
Klasifikace: lla
Skupina prostredku: 7120301 — NASTROJE PRO ANESTEZII A PODPORU
PLICNI VENTILACE
Zamysleny ucel: -/-
o
i L
[Pl Klasifikace: la
Skupina prostiedku: R030101 — VENTILACNI MASKY
Zamysleny ucel: -/-
Klasifikace: lla
Skupina prostiedku: R0203 — KONEKTORY PRO ANESTEZII A
RESUSCITACI
Zamysleny ucel: -/-

ZERTIFIKAT & CERTIFICATE ¢
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Klasifikace:

Skupina prostredku:

ZamySleny ucel:

Klasifikace:

Skupina prostredku:

ZamySleny ucel:

Klasifikace:

Skupina prostredku:

ZamySleny ucel:

Platnost tohoto certifikatu
zavisi na podminkach a/nebo
je omezena nasledujicim:

Historie revizi:
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la

R0280 - DYCHACI OKRUHY A DRZAKY KATETRU -

PRISLUSENSTVI
-/-

E}

R030102 — VZDUCHOVE/KYSLIKOVE MASKY A

NOSNI KANYLY
-/-

lla

R040199 — VENTILACNI FILTRY - OSTATNI{

-/-
-/-

Rev. Datum

00 07.10. 2020
01 10.02. 2022

Report
JA1437662
JA1634396
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