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-j:-l- w 1:( " Benannt durch Designated by
s Zentralstelle der Lander fur Gesundheitsschuiz bei

M -._ f Arzneimitteln und Medizinprodukten
o € 2 BS-MDR-099

Product Service

EU Certifikat systému fizeni kvality (MDR)

V souladu s nafizenim (EU) 2017/745 o zdravotnickych prostfedcich, Pfiloha IX
ISapiton I a lll (zafizeni tfidy lla a tfidy lIb)

C. G10 049861 0162 Rev. 04

Vyrobce: ResMed Pty Ltd
1 Elizabeth Macarthur Drive
Bella Vista NSW2153
AUSTRALIE

SRN vyrobce — AU-MF-000011753

Zplnomocnény ResMed SAS
ist . Parc Technologique de Lyon, 292 Allee Jacques Monod, 69791
Zastupce: Saint-Priest Cedex, FRANCIE

Certifikacni organ TUV SUD Product Service GmbH potvrzuje, Ze vyrobce zfidil, zdokumentoval

a zaved| systém fizeni kvality tak, jak je popsano v ¢lanku 10 (9) nafizeni (EU) 2017/745

o zdravotnickych prostfedcich. Podrobnosti tykajici se kategorii prostfedku, které systém Fizeni kvality
pokryva, jsou popsany na nasledujicich stranach. Zprava, na kterou se text nize odkazuje, shrnuje
vysledky posouzeni a zahrnuje odkaz na pfislusné spole¢né specifikace, harmonizované normy

a zpravy o zkouSce. Posouzeni shody bylo provedeno v souladu s Pfilohou IX Kapitolou | a Il tohoto
nafizeni s kladnym vysledkem.

Posouzeni systému fizeni kvality bylo spojeno také s posouzenim technické dokumentace pro
prostfedky, které byly zvolené, aby slouzily jako reprezentativni zaklad.

Certifikovany systém fizeni kvality podléha pravidelné kontrole spole¢nosti TUV SUD Product Service
GmbH. Posouzeni pfi pravidelnych kontrolach bude také zahrnovat posouzeni technické dokumentace
k danému zdravotnickému prostfedku &i prostfedkiim na zakladé dalSich reprezentativnich vzorku. Pfi
tom je nutné dodrzet vdechny pfisluSsné pozadavky stanovené predpisy skupiny TUV SUD pro
testovani, certifikaci, validaci a ovéfovani.

Pro podrobnosti a platnost certifikatu viz: www.tuvsud.com/ps-cert?qg-cert:G10 049861 0162 Rev. 04

C. zpravy: JA200350004813

C. predchoziho certifikatu: G10 049861 0162 Rev. 03
Plati od: 2024-12-09

Plati do: 2025-10-06

Datum prvniho vydani: 7.10. 2020

C@IL\/

Christoph Dicks
Datum vydani: 9. 12. 2024 Vedouci certifikace / oznameny subjekt
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ZERTIFIKAT & CERTIFICATE & :2:%

V souladu s nafizenim (EU) 2017/745 o zdravotnickych prostfedcich, Pfiloha IX
Kapitoly I a lll (zafizeni tfidy lla a tfidy lIb)

C. G10 049861 0162 Rev. 04

Klasifikace:

Skupina prostredki:

Urcené pouziti:

Klasifikace:

Skupina prostiedkii:

Urcené pouziti:

Klasifikace:

Skupina prostiedkii:

Urcené pouziti:

Klasifikace:

Skupina prostiedkii:

Urcené pouziti:

Klasifikace:

Skupina prostiedkii:

Urcené pouziti:

Klasifikace:

Skupina prostredki:

Urcené pouziti:

Klasifikace:

Skupina prostredki:

Urcené pouziti:

Klasifikace:

Skupina prostiedkii:

Urcené pouziti:

Klasifikace:

Skupina prostiedkii:

Urcené pouziti:

Strana 2 ze 3

Tfida lla
R020107 — TERMOREGULOVANE DYCHACI OKRUHY
-

Tfida lla
R020104 — DYCHACI OKRUHY PRO CPAP A NIV
-

Tfida lla
2120301 - PODPURNE NASTROJE PRO ANESTEZII A
PLICNI VENTILACI

-

TFida lla
R030101 — VENTILACNI MASKY
-

Tfida lla
R0203 — KONEKTORY PRO ANESTEZII A RESUSCITACI
-/-

Trida Ila
R0280 — DYCHACI OKRUHY A DRZAKY KATETRU -
PRISLUSENSTVi

/-

TFida lla
R030102 — VZDUCHOVE/KYSLIKOVE MASKY A NOSNi
-

TFida lla
R040199 — VENTILACNI FILTRY — OSTATNI
-

Tiida llb
2120301 - PODPURNE NASTROJE PRO ANESTEZII A
PLICNI VENTILACI

Poskytovani kontinualni nebo pferuSované ventilacni podpory

u pacient(, ktefi potfebuji neinvazivni ¢i invazivni ventilaci

TUV SUD Product Service GmbH je oznameny subjekt s identifikacnim ¢. 0123
TUV SUD Product Service GmbH « Oznameny subjekt * Ridlerstral’e 65 « 80339 Mnichov « Némecko
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*, K
E 0 4 WX
[ Product Service
e EU Certifikat systému fizeni kvality (MDR)
E V souladu s nafizenim (EU) 2017/745 o zdravotnickych prostfedcich, Pfiloha IX Kapitoly I a lll
(zafizeni tfidy lla a tfidy IIb)
= C. G10 049861 0162 Rev. 04
4
o
a
Klasifikace: TFida lla
=L ) - ; ,
(L Skupina prostredki: 2120302 — NASTROJE PRO MONITOROVANI ZIVOTNICH FUNKCI
a— Urcené pouziti: -/-
lode
= N
o Platnost tohoto certifikatu je -/-
L podminéna a/nebo omezena
(X nasledujicim zplisobem:
4
— Historie revizi:
: Rev. Datum Zprava Popis
00 7.10.2020 JA1437662 -
S 01 10.2.2022 JA1634396 -
02 4.8.2022 JA36117609 -
©
03 2.10.2024 JA36068807 Doplnéni: Pfidani prostfedku /
s skupin prostredka
| 04 2024-12-09 JA200350004813 Doplnéni: Pfidani prostfedku /
o, " prostredkd
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ZERTIFIKAT & CERTIFICATE ¢

f !.__§ ji fiir Gesundheitsschutz

% * ‘rf({‘(* Benannt durch Designated by

Zen r Lander

bei Arzneimitteln und

*;— ** Medizinprodukten
® de W BS-MDR-099

www.zlg de

Product Service

EU Quality Management System Certificate (MDR)

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

No. G10 049861 0162 Rev. 04

Manufacturer: ResMed Pty Ltd

1 Elizabeth Macarthur Drive
Bella Vista NSW 2153
AUSTRALIA

SRN Manufacturer - AU-MF-000011753

Authorized Reshied SAS ,
R P Parc Technologique de Lyon, 292 Allée Jacques Monod, 69791
epresentative: 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, Certification, Validation and Verification Regulations TUV
SUD Group have to be complied with.

For details and certificate validity see: www.tuvsud.com/ps-cert?g=cert:G10 049861 0162 Rev. 04

Report No.: JA200350004813
Preceding Certificate No.: G10 049861 0162 Rev. 03
Valid from: 2024-12-09

Valid until: 2025-10-06

Date of Initial Issuance: 2020-10-07

C@IL\/

Christoph Dicks
Issue date: 2024-12-09 Head of Certification/Notified Body

Page 1 of 3
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* * * ** Benannt durch Designated by

Y  Zentralstelle der Linder 2
|4 | Y fiir Gesundheitsschutz =&
=i bei Arzneimitteln und
% *“? Medizinprodukten £
A
w S

b ¢ BS-MDR-099

% %
l
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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 IlI

(Class lla and Class llb Devices)

No. G10 049861 0162 Rev. 04

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:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Page 2 of 3

Class lla
R020107 - THERMOREGULATED BREATHING CIRCUITS
/-

Class lla
R020104 - CPAP AND NIV BREATHING CIRCUITS
.8

Class lla

Z120301 - ANAESTHESIA AND PULMONARY VENTILATION
SUPPORT INSTRUMENTS

-

Class lla
R030101 - VENTILATION MASKS
-/-

Class lla
R0203 - ANAESTHESIA AND RESUSCITATION CONNECTORS
/-

Class lla

R0280 - BREATHING CIRCUITS AND CATHETER MOUNTS -
ACCESSORIES

-

Class lla
R030102 - AIR/OXYGEN MASKS AND NASAL CANNULAS
A

Class lla
R040199 - VENTILATION FILTERS - OTHER
-

Class llb
Z120301 - ANAESTHESIA AND PULMONARY VENTILATION
SUPPORT INSTRUMENTS

To provide continuous or intermittent ventilatory support for
patients requiring non-invasive or invasive ventilation

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH » Certification Body ¢ Ridlerstrae 65 « 80339 Munich « Germany
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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 IlI
(Class lla and Class Ilb Devices)

No. G10 049861 0162 Rev. 04

Classification: Class lla
Device Group: 2120302 - VITAL SIGNS MONITORING INSTRUMENTS
Intended Purpose: -/-

!
—

The validity of this certificate
depends on conditions and/or
is limited to the following:

Revision History:

Rev. Dated Report Description

00 2020-10-07 JA1437662 -

01 2022-02-10 JA1634396

02 2022-08-04 JA36117609 -

03 2024-10-02 JA36068807 Supplemented: Device(s)/group of
device(s) added

04 2024-12-09 JA200350004813 Supplemented: Device(s)/group of
device(s) added
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