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ResMed

RED Declaration of Conformity

Manufacturer: European Representative: Notified Body:

ResMed Pty Ltd ResMed SAS DEKRA Testing and Certification, S.A.U.,
1 Elizabeth Macarthur Drive, Parc Technologique de Lyon Parque Tecnoldgico de Andalucia, C/
Bella Vista 292 Allée Jacques Monod Severo Ochoa n? 2,

2153 New South Wales, 69791 Saint Priest Cedex 29590 Campanillas - Malaga

Australia France Spain, Notified Body No: 1909

Product Description:
Product Type: Bi-level Positive Airway Pressure (BiPAP) Device with Integrated Wireless Connectivity
Trade Name(s): ResMed
Commercial name(s): AirCurve™ 11
Model(s): 39500
39501
39502
39503
39504
39505
39506
39507
39508
39509
Software Version(s): SW04600
Accessories: PSU 390001, PSU 390002
Product Characteristics: - LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28
- Bluetooth® Wireless Technology Low Energy 5.0

Standards Applied:

Health, RED, Article 3.1a: EN 50566:2017; EN62209-2:2010/A1:2019

Safety, RED, Article 3.1a: EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017

EMC RED, Article 3.1b: EN 301 489-1 V2.2.3; EN 301 489-17 V3.2.4 & Draft EN 301 489-52 V1.1.2

Radio Spectrum RED, Article 3.2: EN 301 908-1V13.1.1; EN 301 908-13 V13.1.1 & EN 300 328 v2.2.2

We herewith declare that the product meets national law of the essential requirements. The object of the declaration described
above is in conformity with the relevant Union Harmonization Legislation: Directive 2014/53/EU (RED).

The conformity assessment procedure referred to in Directive 2014/53/EU has been followed with the involvement of the
following Notified Body:

DEKRA Testing and Certification, S.A.U., Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n? 2, 29590 Campanillas — Malaga
Spain, Notified Body No: 1909 and issued the EU-type examination certificate: 72827RNB.001

Thus, C € is placed on the product.

Note: Any labelling of the product and printed material showing CE 0123, relates to the Medical Device Regulation (EU) 2017/745.
This declaration is issued under the sole responsibility of ResMed Pty Ltd.
Signed at Sydney, Australia on 16™ May, 2023:

Christopher Jenkins

Manager — Systems Engineering

ResMed Pty Ltd

Telephone: +61 2 8884 1517

e-mail: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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ResMed

RED peknapauma 3a cboTBeTcTBME

NMpoussoauren:

EBponeiicku npeacTasuten: HotuduunpaH opraH:

ResMed Pty Ltd

1 Elizabeth Macarthur Drive,
Bella Vista

2153 New South Wales,
ABcTpanus

ResMed SAS
TeXHONOrMYHUAT NapK Ha JInoH

TectBaHe n ceptndurumpaHe Ha DEKRA, SAU,
Parque Tecnoldgico de Andalucia, C/

292 Allée Jacques Monod
69791 Saint Priest Cedex
PpaHuma

Severo Ochoa n? 2,
29590 Campanillas - Malaga
Ncnanua, Hotuoumumpan opran Ne: 1909 r

OnucaHue Ha npodyKma:
Buo Ha npodykma:

Twvpaoscko(u) ume(Ha):
Tvpaosecko(u) ume(Ha):
Moden(u):

Bepcusa(u) Ha coppmyepa:
AKcecoapu:

Xapakmepucmuku Ha npodykma:

[BycTeneHHO YCTPOMCTBO 3a MOJIOXKMUTENHO HaNAraHe B guxaTenHuTe nbTuia (BiPAP)
C MHTerpupaHa 6e3xunyHa Bpb3Ka

ResMed

AirCurve™ 11

39500

39501

39502

39503

39504

39505

39506

39507

39508

39509

SW04600

PSU 390001, PSU 390002

- LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28
- Be3xnyHa TexHosormaA Bluetooth® Low Energy 5.0

MpunoxceHu cmaHdapmu:
30pase, APC, 4neH 3,

napaepag 1, 6ykea a):
BezonacHocm, [IPC, uneH 3,
napaepag 1, 6ykea a):

EMC, APC, uneH 3, napazpadp 1,
bykea 6):

PaduoyecmomeH cnekmwup, [PC,
YneH 3, napaepag 2:

EN 50566:2017; EN62209-2:2010/A1:2019

EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017

EN 301 489-1V2.2.3; EN 301 489-17 V3.2.4 & Draft EN 301 489-52 V1.1.2

EN 301 908-1V13.1.1; EN 301 908-13 V13.1.1 & EN 300 328 v2.2.2

C HaCTOAWLOTO AEKNapupame, Ye NPOAYKTLT OTrOBaps Ha HaLMOHANHOTO 3aKOHOAATENCTBO 38 OCHOBHUTE M3UCKBaHWA.
MpeaMeTbT Ha AeKnapalmaTa, OnucaH No-rope, e B CbOTBETCTBME CbC ChOTBETHOTO 3aKOHOAATENCTBOTO Ha Cbio3a 3a
xapMmoHusauma: Aupektusa 2014/53/EC (4PC).

Mpoueaypara 3a oUeHABaHe Ha CbOTBETCTBMETO, MocodeHa B [Aunpextusa 2014/53/EC, e cnaseHa € y4acTMETO Ha CAeaHuUA

HOTUOULMPAH OpraH:

DEKRA Testing and Certification, S.A.U., Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n® 2, 29590 Campanillas —
Malaga Ucnarnus, HomuguyupaH opaaH Ne: 1909 u uzdasa cepmugpuxkam 3a EC uzcnedsaHe Ha muna: 72827RNB.001

Mo mo3u HayuH, C € ce nocmass 8vbpxy NPoOyKkma.

3abenexKa: BcAKo eTMKeTMpaHe Ha NpoayKTa U neyaTHUTe maTepuanu, nokassawo CE 0123, e cebp3aHo ¢ PernameHT (EC)
2017/745 3a MeAULMHCKUTE U3aenms.
HacTosAwaTa geknapauma ce u3gasa nog eaHoIMYHaTa OTroBOpHOCT Ha ResMed Pty Ltd.

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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ResMed

MognucaHo B CngHu, ABCTpanua Ha 16 maii 2023 r.:

Christopher Jenkins

MeHunabp — CUCTEMHO UHXEHepCcTBO
ResMed Pty Ltd

TenedoH: +61 2 8884 1517

umeinn: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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ResMed

Izjava o sukladnosti prema direktivi RED

Proizvodac: Europski predstavnik: Prijavljeno tijelo:
ResMed Pty Ltd ResMed SAS DEKRA Testing and Certification, S.A.U.,
1 Elizabeth Macarthur Drive, Parc Technologique de Lyon Parque Tecnoldgico de Andalucia, C/
Bella Vista 292 Allée Jacques Monod Severo Ochoa n? 2,
2153 New South Wales, 69791 Saint Priest Cedex 29590 Campanillas - Malaga
Australija Francuska Spanjolska, broj prijavljenog tijela: 1909
Opis proizvoda:
Vrsta proizvoda: Proizvod za dvofazni pozitivni tlak u diSnim putovima (BiPAP) s integriranom
bezicnom povezivoscu
Trgovacki naziv(i): ResMed
Marketinski naziv(i): AirCurve 11
Model(i): 39500
39501
39502
39503
39504
39505
39506
39507
39508
39509
Verzija(e) softvera: SW04600
Dodatni pribor: PSU 390001, PSU 390002
Karakteristike proizvoda: — LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28

— Bluetooth® bezi¢na tehnologija niske energije 5.0

Primijenjene norme:

Zdravlje, RED, ¢lanak 3.1.a: EN 50566:2017; EN62209-2:2010/A1:2019
Sigurnost, RED, ¢lanak 3.1.a: EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017
EMC RED, ¢lanak 3.1.b: EN 301 489-1V2.2.3; EN 301 489-17 V3.2.4 i nacrt EN 301 489-52 V1.1.2

Radiofrekvencijski spektar RED, ¢lanak 3.2: EN 301 908-1V13.1.1; EN 301 908-13 V13.1.1i EN 300 328 v2.2.2

Ovime izjavljujemo da je proizvod sukladan s nacionalnim zakonom za bitne zahtjeve. Predmet prethodno opisane izjave u skladu je
s relevantnim zakonodavstvom Unije o uskladivanju: Direktiva 2014/53/EU (RED).

Postupak ocjenjivanja sukladnosti iz Direktive 2014/53/EU proveden je uz sudjelovanje sljedeceg prijavljenog tijela:

DEKRA Testing and Certification, S.A.U., Parque Tecnoldgico de Andalucia, C/ Severo Ochoa br. 2, 29590 Campanillas — Malaga,
Spanjolska, broj prijavijenog tijela: 1909., a izdana je potvrda o EU ispitivanju tipa: 72827RNB.001

S tim se u vezi oznaka C € stavlja na proizvod.

Napomena: svako oznacivanje proizvoda i tiskanog materijala oznakom CE 0123 odnosi se na Uredbu o medicinskim proizvodima
(EU) 2017/745.

Ova izjava izdaje se pod isklju¢ivom odgovorno$¢u drustva ResMed Pty Ltd.

Potpisano u Sydneyu, Australija 16. svibnja 2023.

/.

Christopher Jenkins

Voditelj — InZenjering sustava

ResMed Pty Ltd

Telefon: +61 2 8884 1517

E-posta: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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ResMed

Prohlaseni o shodé RED

Vyrobce: Evropsky zastupce: Oznameny subjekt:
ResMed Pty Ltd ResMed SAS DEKRA Testing and Certification, S.A.U.,
1 Elizabeth Macarthur Drive, Parc Technologique de Lyon Parque Tecnoldgico de Andalucia, C/
Bella Vista 292 Allée Jacques Monod Severo Ochoa n.o 2,
2153 New South Wales, 69791 Saint Priest Cedex 29590 Campanillas - Malaga
Australie Francie Spanélsko, oznameny subjekt ¢.: 1909
Popis produktu:
Typ produktu: Zafizeni pro bipolarni pozitivni tlak v dychacich cestach (BiPAP) s integrovanym
bezdratovym pfipojenim
Obchodni ndzev(ndzvy): ResMed
Komercni ndzev(ndzvy): AirCurve™ 11
Model(y): 39500
39501
39502
39503
39504
39505
39506
39507
39508
39509
Verze softwaru: SW04600
Prislusenstvi: PSU 390001, PSU 390002
Charakteristika produktu: - LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28

- Bezdratova technologie Bluetooth® 5.0, nizka spotfeba energie

Pouzité normy:

Zdravi, RED, ¢ldnek 3.1a: EN 50566:2017; EN62209-2:2010/A1:2019
Bezpecnost, RED, cldnek 3.1a: EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017
EMC RED, ¢lanek 3.1b: EN 301 489-1V2.2.3; EN 301 489-17 V3.2.4 a navrh EN 301 489-52 V1.1.2

Rddiové spektrum RED, ¢ldnek 3.2: EN 301 908-1V13.1.1; EN 301 908-13 V13.1.1 a EN 300 328 v2.2.2

Timto prohlasujeme, Ze vyrobek splnuje zakladni pozadavky vnitrostatniho prava. Vyse popsany predmét prohlaseni je v souladu
s pfislusnymi harmonizaénimi pravnimi predpisy Unie: Smérnice 2014/53/EU (RED).

Postup posuzovani shody uvedeny ve smérnici 2014/53/EU byl dodrZen za Gcasti tohoto oznameného subjektu:

DEKRA Testing and Certification, S.A.U., Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n® 2, 29590 Campanillas — Malaga,
Spanélsko, ozndmeny subjekt ¢.: 1909, ktery vydal certifikdt EU o pfezkouseni: 72827RNB.001

Z tohoto ddvodu byl na vyrobku umistén symbol C € .

Poznamka: Veskeré oznaceni vyrobku a tisténé materialy s oznacenim CE 0123 se vztahuji k nafizeni o zdravotnickych prostredcich
(EU) 2017/745.

Toto prohlaseni je vydano na vyhradni odpovédnost spolec¢nosti ResMed Pty Ltd.

V Sydney, Australie, dne 16. kvétna 2023 podepsal:

/-

Christopher Jenkins

Manazer — Systémové inZenyrstvi

ResMed Pty Ltd

Tel.: +61 2 8884 1517

e-mail: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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ResMed

RED-overensstemmelseserklzering

Producent:

Europaisk repraesentant: Bemyndiget organ:

ResMed Pty Ltd

1 Elizabeth Macarthur Drive,

Bella Vista
2153 New South Wales,
Australien

ResMed SAS DEKRA Testing and Certification, S.A.U.,
Parc Technologique de Lyon Parque Tecnoldgico de Andalucia, C/
292 Allée Jacques Monod Severo Ochoa n? 2,

69791 Saint Priest Cedex 29590 Campanillas - Malaga

Frankrig Spanien, nr. for det bemyndigede organ:

1909

Produktbeskrivelse:

Produkttype:
Handelsnavn(e):
Kommercielt navn:

Bi-level Positive Airway Pressure (BiPAP)-apparat med integreret tradlgs forbindelse
ResMed
AirCurve™ 11

Model(ler): 39500
39501
39502
39503
39504
39505
39506
39507
39508
39509
Softwareversion: SW04600
Tilbehgr: PSU 390001, PSU 390002
Produktegenskaber: - LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28
- Bluetooth® 5.0 med tradlgs teknologi og lavenergi

Anvendte standarder:
Sundhed, RED, artikel 3.1a: EN 50566:2017; EN62209-2:2010/A1:2019

Sikkerhed, RED, artikel 3.1a: EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017

EMC, RED, artikel 3.1b: EN 301 489-1 V2.2.3; EN 301 489-17 V3.2.4 og udkast til EN 301 489-52 V1.1.2

Radiospektrum RED, artikel 3.2: EN 301 908-1 V13.1.1; EN 301 908-13 V13.1.1 og EN 300 328 v2.2.2

Vi erkleerer hermed, at produktet overholder de vaesentlige krav inden for national lovgivning. Formalet med erklzaeringen
beskrevet ovenfor er i overensstemmelse med den relevante EU-harmoniseringslovgivning: Direktiv 2014/53/EU (RED).

Overensstemmelsesvurderingsproceduren, der henvises til i direktiv 2014/53/EU, er blevet fulgt med inddragelse af fglgende
bemyndigede organ:

DEKRA Testing and Certification, SAU, Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n® 2, 29590 Campanillas — Malaga
Spanien, nr. for det bemyndigede organ: 1909 og udstedte EU-typeunders@gelsesattesten: 72827RNB.001

Dermed erc € placeret pd produktet.

Bemaerk: Enhver maerkning af produktet og trykt materiale, der viser CE 0123, vedrgrer forordningen om medicinsk udstyr
(EU) 2017/745.

Denne erklaering udstedes under det fulde ansvar af ResMed Pty Ltd.

Underskrevet i Sydney, Australien den 16. maj 2023:

Christopher Jenkins

Manager — Systems Engineering

ResMed Pty Ltd

Telefon: +61 2 8884 1517

e-mail: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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ResMed

Raadioseadmete direktiivi (RED)
vastavusdeklaratsioon

Tootja: Euroopa esindaja: Teavitatud asutus:

ResMed Pty Ltd ResMed SAS DEKRA Testing and Certification, S.A.U.
1 Elizabeth Macarthur Drive Parc Technologique de Lyon Parque Tecnoldgico de Andalucia, C/
Bella Vista 292 Allée Jacques Monod Severo Ochoan? 2,

2153 New South Wales, 69791 Saint Priest Cedex 29590 Campanillas — Malaga
Austraalia. Prantsusmaa Hispaania, teavitatud asutuse nr: 1909

Toote kirjeldus:
Toote tiiiip: Integreeritud juhtmevaba ihenduvusega kahetasemeline hingamisteede positiivse rohu
(BiPAP) seade
Kaubanimi(-nimed): ResMed
Kaubanimi(-nimed): AirCurve™ 11
Mudel(id): 39500
39501
39502
39503
39504
39505
39506
39507
39508
39509
Tarkvaraversioon(id): SW04600
Lisatarvikud: PSU 390001, PSU 390002
Toote omadused: - LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28
- Bluetooth®-i madala energiatarbega juhtmevaba tehnoloogia 5.0

Kohaldatavad standardid:

Tervis, RED, artikkel 3.1a: EN 50566:2017; EN62209-2:2010/A1:2019
Ohutus, RED, artikkel 3.1a: EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017
EMU RED, artikkel 3.1b: EN 301 489-1V2.2.3; EN 301 489-17 V3.2.4 & Draft EN 301 489-52 V1.1.2

Raadiospektri RED, artikkel 3.2: EN 301 908-1V13.1.1; EN 301 908-13 V13.1.1 & EN 300 328 v2.2.2

Kaesolevaga kinnitame, et toode vastab riigisisese diguse olulistele nGuetele. Eespool kirjeldatud deklaratsiooni ese
on vastavuses asjakohaste liidu digust ihtlustavate digusaktidega: Direktiiv 2014/53/EL (RED).

Jargitud on direktiivis 2014/53/EL osutatud vastavushindamismenetlust, milles osales jargmine teavitatud asutus:

DEKRA Testing and Certification, S.A.U., Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n® 2, 29590 Campanillas —
Malaga Hispaania, teavitatud asutuse nr: 1909, ja vdljastas ELi tiiibihindamistéendi: 72827RNB.001

Seega on tootele paigutatud c € .

Mérkus. Toote ja trikitud materjali CE 0123 margistus on seotud meditsiiniseadmete maarusega (EL) 2017/745.
Deklaratsioon on valja antud ResMed Pty Ltd ainuvastutusel.
Allkirjastatud Austraalias Sydneys: 16. mail 2023:

Christopher Jenkins

Juhataja — siisteemide projekteerimine
ResMed Pty Ltd

Telefon: +61 2 8884 1517

e-post: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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ResMed

RED-vaatimustenmukaisuusvakuutus

Valmistaja: Edustaja Euroopassa: limoitettu laitos:

ResMed Pty Ltd ResMed SAS DEKRA Testing and Certification, S.A.U.

1 Elizabeth Macarthur Drive, Parc Technologique de Lyon Parque Tecnoldgico de Andalucia, C/

Bella Vista 292 Allée Jacques Monod Severo Ochoa n? 2,

2153 New South Wales, 69791 Saint Priest Cedex 29590 Campanillas - Malaga

Australia Ranska Espanja, ilmoitetun laitoksen numero:
1909

Tuotteen kuvaus:
Tuotetyyppi: BiPAP (Bi-level Positive Airway Pressure ) -laite, jossa langaton yhdistettavyys
Kauppanimi/-nimet: ResMed
Myyntinimitykset: AirCurve™ 11
Malli(t): 39500
39501
39502
39503
39504
39505
39506
39507
39508
39509
Ohjelmistoversio(t): SW04600
Lisdvarusteet: PSU 390001, PSU 390002
Tuotteen ominaisuudet: - LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28
- Bluetooth® Wireless Technology Low Energy 5.0

Sovelletut standardit:

Terveys, RED, artikla 3.1a: EN 50566:2017; EN62209-2:2010/A1:2019
Turvallisuus, RED, artikla 3.1a: EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017
Sdhkémagneettinen

yhteensopivuus, RED, artikla 3.1b:  EN 301 489-1V2.2.3; EN 301 489-17 V3.2.4 ja luonnos EN 301 489-52 V1.1.2
Radiotaajuusspektri, RED,
artikla 3.2: EN 301 908-1V13.1.1; EN 301 908-13 V13.1.1 ja EN 300 328 v2.2.2

Vakuutamme taten, ettd tuote tayttaa kansallisen lain olennaisten vaatimusten osalta. Edelld kuvatun vakuutuksen kohde on
asiaankuuluvan unionin harmonisointilainsdddannon vaatimusten mukainen: Direktiivi 2014/53/EU (RED eli radiolaitedirektiivi).

Direktiivissd 2014/53/EU tarkoitettua vaatimustenmukaisuuden arviointimenettelyd on noudatettu yhdessa seuraavan
ilmoitetun laitoksen kanssa:

DEKRA Testing and Certification, S.A.U., Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n® 2, 29590 Campanillas — Malaga,
Espanja, ilmoitetun laitoksen numero: 1909, ja sen pohjalta on myénnetty EU-tyyppitarkastustodistus: 72827RNB.001

Ndin ollen tuotteessa on merkintd c € .

Huomautus: Tuotteessa ja siihen liittyvdssa painetussa materiaalissa ndkyvat merkinnat, joissa on symboli CE 0123, liittyvat
laakinnallisia laitteita koskevaan direktiiviin (EU) 2017/745.
Tama vakuutus annetaan yksinomaan ResMed Pty Ltd:n vastuulla.

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2



.
.
.
. .I
® e
%90

ResMed

Allekirjoitettu Sydneyssa, Australiassa 16. toukokuuta 2023:

Christopher Jenkins

Manager — Systems Engineering

ResMed Pty Ltd

Puhelin: +61 2 8884 1517

sahkopostiosoite: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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ResMed

Déclaration de conformité RED

Fabricant : Représentant européen : Organisme notifié :

ResMed Pty Ltd ResMed SAS DEKRA Testing and Certification, S.A.U.,
1 Elizabeth Macarthur Drive, Parc Technologique de Lyon Parque Tecnoldgico de Andalucia, C/
Bella Vista 292 allée Jacques Monod Severo Ochoan® 2,

2153 New South Wales, 69791 Saint Priest Cedex 29590 Campanillas - Malaga

Australie France Espagne, organisme notifié n°: 1909

Description du produit :
Type de produit : Appareil a deux niveaux de pression positive (BiPAP) avec connectivité sans fil intégrée
Nom(s) de commerce : ResMed
Nom(s) commercial/commerciaux :  AirCurve™ 11
Modele(s) : 39500
39501
39502
39503
39504
39505
39506
39507
39508
39509
Version(s) du logiciel : SW04600
Accessoires : PSU 390001, PSU 390002
Caractéristiques du produit : - LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28
- Technologie sans fil Bluetooth® Basse consommation d’énergie 5.0

Normes appliquées :

Santé, RED, Article 3.1a : EN 50566:2017 ; EN62209-2:2010/A1:2019

Sécurité, RED, Article 3.1a : EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017

CEM RED, Article 3.1b : EN 301 489-1V2.2.3; EN 301 489-17 V3.2.4 et Projet EN 301 489-52 V1.1.2
Spectre radio RED, Article 3.2 : EN 301 908-1V13.1.1; EN 301 908-13 V13.1.1 et EN 300 328 v2.2.2

Nous déclarons par la présente que le produit est conforme a la législation nationale des exigences essentielles. L’objet de la
déclaration décrite ci-dessus est conforme a la législation d’harmonisation de I’'Union pertinente : Directive 2014/53/UE (RED).

La procédure d’évaluation de la conformité visée par la directive 2014/53/UE a été suivie avec la participation de I'organisme
notifié suivant :

DEKRA Testing and Certification, S.A.U., Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n® 2, 29590 Campanillas — Malaga
Espagne, organisme notifié n° : 1909 délivre le certificat d’examen de type UE : 72827RNB.001

Ainsi, c € est apposé sur le produit.

Remarque : Tout étiquetage du produit et du matériel imprimé indiquant CE 0123, se rapporte au réglement sur les dispositifs
médicaux (UE) 2017/745.

Cette déclaration est émise sous la seule responsabilité de ResMed Pty Ltd.

Signé a Sydney, Australie, le 16 mai 2023 :

Christopher Jenkins

Gestionnaire — Ingénierie des systémes
ResMed Pty Ltd

Téléphone : +61 2 8884 1517

E-mail : Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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ResMed

RED-Konformitatserklarung

Hersteller: Europdischer Vertreter: Benannte Stelle:

ResMed Pty Ltd ResMed SAS DEKRA Testing and Certification, S.A.U,

1 Elizabeth Macarthur Drive, Parc Technologique de Lyon Parque Tecnoldgico de Andalucia, C/

Bella Vista 292 Allée Jacques Monod Severo Ochoa n? 2,

2153 New South Wales, 69791 Saint Priest Cedex 29590 Campanillas — Malaga

Australien Frankreich Spanien, Nummer der benannten Stelle:
1909

Produktbeschreibung:
Produkttyp: BiPAP-Gerat (BiLevel positiver Atemwegsdruck) mit integrierter drahtloser Konnektivitat
Markenname(n): ResMed
Handelsname(n): AirCurve™ 11
Modell(e): 39500
39501
39502
39503
39504
39505
39506
39507
39508
39509
Software-Version(en): SW04600
Zubehor: PSU 390001, PSU 390002
Produktmerkmale: - LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28
- Bluetooth® Wireless Technology Low Energy 5.0

Angewandte Normen:

Gesundheit, RED, Artikel 3.1a: EN 50566:2017; EN 62209-2:2010/A1:2019

Sicherheit, RED, Artikel 3.1a: EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017

EMV, RED, Artikel 3.1b: EN 301 489-1V2.2.3; EN 301 489-17 V3.2.4 und Entwurf EN 301 489-52 V1.1.2
Funkspektrum, RED, Artikel 3.2: EN 301 908-1V13.1.1, EN 301 908-13 V13.1.1 und EN 300 328 v2.2.2

Hiermit erklaren wir, dass das Produkt den nationalen Rechtsvorschriften der wesentlichen Anforderungen entspricht. Der
Gegenstand der oben beschriebenen Erklarung steht im Einklang mit den einschlagigen Harmonisierungsrechtsvorschriften
der Union: Richtlinie 2014/53/EU (RED).

Das in der Richtlinie 2014/53/EU genannte Konformitdtsbewertungsverfahren wurde unter Einbeziehung der folgenden
benannten Stelle durchgefihrt:

DEKRA Testing and Certification, S.A.U., Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n® 2, 29590 Campanillas - Mdlaga,
Spanien, Benannte Stelle Nr.: 1909 und Aussteller der EU-Baumusterpriifbescheinigung: 72827RNB.001

Daher wird c € auf dem Produkt platziert.

Hinweis: Jegliche Kennzeichnung auf dem Produkt und in Drucksachen mit der Angabe CE 0123 bezieht sich auf die Verordnung
(EU) 2017/745 lber Medizinprodukte.
Diese Erklarung wird unter der alleinigen Verantwortung von ResMed Pty Ltd. abgegeben.

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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Unterzeichnet in Sydney, Australien, am 16. Mai 2023:

Christopher Jenkins

Manager — Systems Engineering

ResMed Pty Ltd

Telefon: +61 2 8884 1517

E-Mail: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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ResMed

AnAwon cuppopdwonc RED

Kataokevaotig:

Avtunpoowmnog yia tnv Eupwrnn: Kowomnolnuévog opyaviopnog:

ResMed Pty Ltd

1 Elizabeth Macarthur Drive,
Bella Vista

2153 New South Wales,

ResMed SAS
Parc Technologique de Lyon

DEKRA Testing and Certification, S.A.U.,
Parque Tecnoldgico de Andalucia, C/
Severo Ochoa n? 2,

29590 Campanillas - Malaga

292 Allée Jacques Monod
69791 Saint Priest Cedex

Auotpalia FoAAia lomavia, AptB. KOLVOTIOLNLEVOU OpYaVIOHOU:
1909

Nepypacpn npoiovrog:

Tumog mpoiovrog: Juokeun BeTikng tieong agpaywywv Vo ermédwv (BiPAP) e evowpatwlévn aclpUaTn

Eumnopikn(€c) enwvuuia(ec):
Eumtopikri(€g) ovouaoia(eg):
Movrtédo(a):

Exboaon(eic) Aoytouikou:
MapeAkoueva:
Xapaktnplotika mpoiovrog:

ouvdeootTnTa

ResMed

AirCurve™ 11

39500

39501

39502

39503

39504

39505

39506

39507

39508

39509

SW04600

PSU 390001, PSU 390002

- LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28
- Bluetooth® Wireless Technology Low Energy 5.0

Epapuolousva npotuna:

Yyeia, RED, ApSpo 3.1a:
Aopadleta, RED, Apdpo 3.1a:
HMS, RED, ApSpo 3.18:
Qaoua padtoouyvotitwv RED,
ApUpo 3.2:

EN 50566:2017, EN62209-2:2010/A1:2019
EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017
EN 301 489-1V2.2.3, EN 301 489-17 V3.2.4 kat MNpoox£dio EN 301 489-52 V1.1.2

EN 301 908-1V13.1.1, EN 301 908-13 V13.1.1 kaw EN 300 328 v2.2.2

Al Tou apdvTog SnAwWvVou e OTL To Tpolov MAnpol tnv €Bvikn vopoBeaia 60ov adopd TIG OUCLWEELG amalThoELS. To
QVTIKE(PEVO TNG SAAWGONG TTOU TIEPLYPAPETAL TAPATAVW Eival cUUPWVO LE TN OXETIKA EVwaolakh vopoBeaia evapuoviong:

06nyia 2014/53/EE (RED).

AkohouBnnke n Sladikacia afloAdynong tng cuppopdwaong mou avadepetat otnv odnyia 2014/53/EE pe tn cUMUETOXN
TOU 0KOAOUBOU KOLVOTIOLNUEVOU OPYQAVLOHOU:

DEKRA Testing and Certification, S.A.U., Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n® 2, 29590 Campanillas — Malaga
lortavia, Aptd. kotvomoinuévou opyaviauou: 1909 kat ek509NkKe To mLoTomoLnTiko eéétaong tumou EE: 72827RNB.001

JUVENWC, TO c € tortodeteital oto npoiov.

Ynueiwon: KaBe emiofipaven tou mpoidvtog Kot Tou €VTumou UALKOU, ou ¢épel T orjpavon CE 0123, oxetiletal pe tov
Kavoviopo yla ta tatpotexvoloyikd rpoiovta (EE) 2017/745.
H napoloa 6nAwon ekdidetal pe amokAeLotikr) euBUvn Tng ResMed Pty Ltd.

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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Yrnioypadnke oto Zidvel tng Auotpaliag otig 16 Maiou 2023:

Christopher Jenkins

AteuBuvtng — Mnxovikn ZUoTNUATWY
ResMed Pty Ltd

TnAédwvo: +61 2 8884 1517

e-mail: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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Resl;;;c.; c €

A radidberendezésekre vonatkozo (radio
equipment directive — RED) megfelel6ségi
nyilatkozat

Gyarto: Eurdpai képviseld: Bejelentett szervezet:

ResMed SAS
Parc Technologique de Lyon

ResMed Pty Ltd
1 Elizabeth Macarthur Drive,

DEKRA Testing and Certification, S.A.U.,
Parque Tecnoldgico de Andalucia, C/

Bella Vista 292 Allée Jacques Monod Severo Ochoan? 2,
2153 New South Wales, 69791 Saint Priest Cedex 29590 Campanillas — Malaga
Ausztralia Franciaorszag Spanyolorszag, bejelentett szervezet szama:

1909

A termék leirdsa:
Terméktipus: Kétszintli pozitiv [éguti nyomdst (BiPAP) biztosito eszkoz integralt vezeték nélkili
kapcsolattal
ResMed
Madrkanév (-nevek): AirCurve™ 11
Modell(ek): 39500

39501

39502

39503

39504

39505

39506

39507

39508

39509

Kereskedelmi név (nevek):

Szoftververzio(k):
Tartozékok:
Termékjellemzék:

SW04600
PSU 390001, PSU 390002
—LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28

— Bluetooth® vezeték nélkiili technoldgia, alacsony energidju, 5.0

Vonatkozo szabvdnyok:
Egészségligy, RED, 3.1a cikk:
Biztonsdgossdg, RED, 3.1a cikk:
EMC RED, 3.1b cikk:
Rddidspektrum RED, 3.2. cikk:

EN 50566:2017; EN62209-2:2010/A1:2019

EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017

EN 301 489-1V2.2.3; EN 301 489-17 V3.2.4 és EN 301 489-52 V1.1.2 vazlata
EN 301 908-1V13.1.1; EN 301 908-13 V13.1.1 és EN 300 328 v2.2.2

Ezennel kijelentjiuk, hogy a termék megfelel az alapvet6 kévetelményekre vonatkozé nemzeti jogszabalyoknak. A fent leirt
nyilatkozat trgya dsszhangban van a vonatkozé unids harmonizacids jogszabélyokkal: 2014/53/EU iranyelv (RED).

A 2014/53/EU irdnyelvben emlitett megfelelGségértékelési eljarast a kovetkezd bejelentett szervezet bevonaséval kovették:
DEKRA Testing and Certification, S.A.U., Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n ° 2, 29590 Campanillas — Malaga

Spanyolorszdg, Bejelentett szervezet szama: 1909 és a kidllitott EU-tipusvizsgdlati tanusitvany: 72827RNB.001

igy a c € jelélés keriil a termékre.

Megjegyzés: A termék és a CE 0123 jelolést visel6 nyomtatott anyagok cimkézése az orvostechnikai eszk6zokrdl sz616 (EU)
2017/745 rendelethez kapcsolddik.
Ezt a nyilatkozatot ResMed Pty Ltd. kizardlagos felel6ssége mellett adjuk ki.

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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Alairta az ausztrdliai Sydney-ben 2023. januar 16-an:

Christopher Jenkins

Menedzser — Rendszertervezés

ResMed Pty Ltd

Telefonszam: +61 2 8884 1517

e-mail-cim: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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ResMed

Samramisyfirlysing samkvamt tilskipun
um pradlausan fjarskiptabunad (RED)

Framleidandi:

Umbodsadili i Evropu: Tilkynntur adili:

ResMed Pty Ltd

1 Elizabeth Macarthur Drive,
Bella Vista

2153 New South Wales,
Astralia

ResMed SAS

Parc Technologique de Lyon
292 Allée Jacques Monod
69791 Saint Priest Cedex
Frakkland

DEKRA Testing and Certification, S.A.U.,
Parque Tecnoldgico de Andalucia, C/
Severo Ochoan? 2,

29590 Campanillas - Malaga

Spann, tilkynntur adili nr.: 1909

Lysing d véru:
Vérutegund:

Vidskiptaheiti:
Auglyst heiti:
Gerd(ir):

Hugbunadarutgdfa/-utgdfur:

Aukabunadur:
Einkenni véru:

Taeki fyrir bi-level jakvaedan prysting i dndunarvegi (BiPAP) med Innbyggda pradlausa
tengingu

ResMed

AirCurve™ 11

39500

39501

39502

39503

39504

39505

39506

39507

39508

39509

SW04600

PSU 390001, PSU 390002

- LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28
- Bluetooth® pradlaus lagorkutaekni 5.0

Notadir stadlar:
Heilsa, RED, grein 3.1a:
Oryggi, RED, grein 3.1a:
EMC RED, grein 3.1b:

Radio Spectrum RED, grein 3.2:

EN 50566:2017; EN62209-2:2010/A1:2019

EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017

EN 301 489-1V2.2.3; EN 301 489-17 V3.2.4 & Drog EN 301 489-52 V1.1.2
EN 301 908-1V13.1.1; EN 301 908-13 V13.1.1 & EN 300 328 v2.2.2

Vid lysum pvi hér med yfir ad varan uppfyllir landslog um grunnkréfur. Varan sem yfirlysingin hér ad ofan a vid um er i samraemi
vid videigandi dkvaedi samramingarléggjafar ESB: Tilskipun 2014/53/ESB (tilskipun um pradlausan fjarskiptabunad).

Samramismatsferlinu sem visad er til i tilskipun 2014/53/ESB hefur verid fylgt med adkomu eftirtalinna tilkynntra adila:

DEKRA Testing and Certification, S.A.U., Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n® 2, 29590 Campanillas — Malaga,
Spadnn, tilkynntur adili nr.: 1909 og gaf ut ESB-gerdarprofunarvottordid: 72827RNB.001

bvi, c € er sett d véruna.

Athugid: Allar merkingar & vérunni og prentad efni sem synir CE 0123 tengist reglugerd um laekningataeki (ESB) 2017/745.
bessi yfirlysing er gefin Ut eingdngu a abyrgd ResMed Pty Ltd.
Undirritad i Sydney i Astraliu pann 16. mai 2023:

iy -

Christopher Jenkins

Adstodarframkvaemdastjori — kerfisverkfraedideild

ResMed Pty Ltd
Simi: +61 2 8884 1517

netfang: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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ResMed

Dichiarazione di conformita RED

Produttore: Rappresentante europeo: Organismo notificato:

ResMed Pty Ltd ResMed SAS DEKRA Testing and Certification, S.A.U.,
1 Elizabeth Macarthur Drive, Parc Technologique de Lyon Parque Tecnoldgico de Andalucia, C/
Bella Vista 292 Allée Jacques Monod Severo Ochoa n? 2,

2153 New South Wales, 69791 Saint Priest Cedex 29590 Campanillas - Malaga

Australia Francia Spagna, N. organismo notificato: 1909

Descrizione del prodotto:

Tipo di prodotto: Dispositivo a pressione positiva delle vie respiratorie bilevel (BiPAP) con connettivita
wireless integrata
Nomi commerciali: ResMed
Nomi prodotto commerciali: AirCurve™ 11
Modelli: 39500
39501
39502
39503
39504
39505
39506
39507
39508
39509
Versione software: SW04600
Accessori: PSU 390001, PSU 390002
Caratteristiche del prodotto: - LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28
- Bluetooth® Tecnologia wireless 5.0 a basso consumo energetico

Standard applicati:

Salute, RED, Articolo 3.1a: EN 50566:2017; EN62209-2:2010/A1:2019
Sicurezza, RED, Articolo 3.1a: EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017
EMC, RED, Articolo 3.1b: EN 301 489-1V2.2.3; EN 301 489-17 V3.2.4 e Bozza EN 301 489-52 V1.1.2

Spettro radio, RED, Articolo 3.2: EN 301 908-1V13.1.1; EN 301 908-13 V13.1.1 ed EN 300 328 v2.2.2

Con la presente dichiariamo che il prodotto soddisfa la norma nazionale dei requisiti essenziali. L'oggetto della dichiarazione
sopra descritta & conforme alla pertinente Normativa dell’Unione sull’armonizzazione: Direttiva 2014/53/UE (RED).

La procedura di valutazione della conformita di cui alla Direttiva 2014/53/UE & stata seguita con il coinvolgimento del seguente
Organismo notificato:

DEKRA Testing and Certification, S.A.U., Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n? 2, 29590 Campanillas — Malaga
Spagna, N. organismo notificato: 1909 e ha rilasciato il certificato di esame di tipo UE: 72827RNB.001

Pertanto, il marchio c € viene applicato sul prodotto.

Nota: le etichette del prodotto e i materiali stampati recanti il marchio CE 0123 fanno riferimento al Regolamento sui dispositivi
medici (UE) 2017/745.

Questa dichiarazione viene rilasciata sotto la responsabilita esclusiva di ResMed Pty Ltd.

Firmato a Sydney, Australia in data 16 maggio 2023:

iy

Christopher Jenkins

Manager — Systems Engineering

ResMed Pty Ltd

Telefono: +61 2 8884 1517

e-mail: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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ResMed
RED atbilstibas deklaracija

RaZotajs: Eiropas parstavis: Pilnvarota iestade:

ResMed Pty Ltd ResMed SAS DEKRA Testing and Certification, S.A.U.,
1 Elizabeth Macarthur Drive, Parc Technologique de Lyon Parque Tecnoldgico de Andalucia, C/
Bella Vista 292 Allée Jacques Monod Severo Ochoa n? 2,

2153 New South Wales, 69791 Saint Priest Cedex 29590 Campanillas - Malaga

Australija Francija Spanija, Pilnvarotas iestades Nr.: 1909

Izstraddjuma apraksts:
Izstraddjuma tips: Divu limenu pozitiva elpcelu spiediena (BiPAP) ierice ar integrétu bezvadu savienojamibu
Tirdzniecibas nosaukums(-i): ResMed
Komercnosaukums(-i): AirCurve™ 11
Modelis(-li): 39500
39501
39502
39503
39504
39505
39506
39507
39508
39509
Programmatiras versija(-as): SW04600
Piederumi: PSU 390001, PSU 390002
Izstradajuma raditaji: - LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28
- Bluetooth® bezvadu tehnologija Low Energy 5.0

Piemérotie standarti:
Veseliba, RED 3. panta

1. Punkta a) apakspunkts: EN 50566:2017; EN 62209-2:2010/A1:2019

Drosums, RED 3. panta

1. Punkta a) apakspunkts: EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017

EMS, RED 3. panta

1. Punkta b) apakspunkts: EN 301 489-1V2.2.3; EN 301 489-17 V3.2.4 un Projekts EN 301 489-52 V1.1.2
Radiofrekvencu spektrs,

RED 3. panta 2. punkts: EN 301 908-1 V13.1.1; EN 301 908-13 V13.1.1 un EN 300 328 v2.2.2

Ar So més apliecinam, ka izstradajums atbilst valsts tiesibu aktos noteiktajam pamatprasibam. leprieks aprakstitais deklaracijas
priek$mets atbilst attiecigajiem Eiropas Savienibas saskanosanas tiesibu aktiem: Direktiva 2014/53/ES (RED).

Atbilstitbas novértésanas procedira, kas minéta Direktiva 2014/53/ES, ir veikta, iesaistot $adu pilnvaroto iestadi:
DEKRA Testing and Certification, S.A.U., Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n? 2, 29590 Campanillas — Malaga,
Spanija, pilnvarotas iestades Nr.: 1909, ta izsniedza ES tipa parbaudes sertifikatu: 72827RNB.001

Tadeé|l uz izstradajuma ir atrodama C € .

Piezime. Jebkurs izstradajuma un drukata materiala markéjums, kura noradits CE 0123, attiecas uz Regulu (ES) 2017/745 par
medicinas iericém.
ST deklaracija ir izdota tikai uz ResMed Pty Ltd atbildibu.

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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Parakstits Sidneja, Australija, 2023. gada 16. maija:

/-

Christopher Jenkins

Vaditajs — sistému inZenierija

ResMed Pty Ltd

Talrunis: +61 2 8884 1517

E-pasts: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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ResMed
RED atitikties deklaracija

Gamintojas: Atstovas Europoje: Notifikuotoji jstaiga:

,ResMed Pty Ltd.” ,ResMed SAS“ ,DEKRA Testing and Certification, S.A.U.“

1 Elizabeth Macarthur Drive, Parc Technologique de Lyon Parque Tecnoldgico de Andalucia, C/

Bella Vista 292 Allée Jacques Monod Severo Ochoa n? 2,

2153 New South Wales, 69791 Saint Priest Cedex 29590 Campanillas - Malaga

Australia (Australija) France (Prancizija) Spain (Ispanija), notifikuotosios jstaigos
Nr. 1909

Gaminio aprasymas:
Gaminio tipas: Dviejy lygiy teigiamo kvépavimo taky slégio (BiPAP) jrenginys su integruotu
belaidZiu rysiu
Komercinis (-iai) pavadinimas (-ai): »ResMed”
Prekinis pavadinimas (-ai): ,AirCurve 11
Modelis (-iai): 39500
39501
39502
39503
39504
39505
39506
39507
39508
39509
Programinés jrangos versija (-o0s): SW04600
Priedai: PSU 390001, PSU 390002
Gaminio charakteristikos: - ,LTE Cat-M1“: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28
— ,Bluetooth®” belaidé technologija ,Low Energy 5.0“

Taikomi standartai:

Sveikata, RED, 3.1a straipsnis: EN 50566:2017; EN62209-2:2010/A1:2019
Sauga, RED, 3.1a straipsnis: EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017
EMS, RED, 3.1b straipsnis: EN 301 489-1V2.2.3; EN 301 489-17 V3.2.4 & Projektas EN 301 489-52 V1.1.2

Radijo spektras, RED, 3.2 straipsnis: ~ EN 301 908-1 V13.1.1; EN 301 908-13 V13.1.1

Siuo dokumentu pareigkiame, kad gaminys atitinka vietiniy teisés akty esminius reikalavimus. Pirmiau aprasytas deklaracijos
objektas atitinka atitinkamus teisés aktus dél Europos Sajungos teisés normy suderinimo: Direktyva 2014/53/ES (RED).

Direktyvoje 2014/53/ES nurodyta atitikties vertinimo procedtra buvo atlikta dalyvaujant Siai notifikuotajai jstaigai:

,DEKRA Testing and Certification, S.A.U.”“, Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n° 2, 29590 Campanillas —
Malaga, Spain (Ispanija), notifikuotosios jstaigos Nr. 1909, taip pat buvo iSduotas ES tipo bandymy sertifikatas: 72827RNB.001

Todél gaminys buvo paZenklintas c € Zenklu.

Pastaba: bet koks gaminio ir spausdintos medziagos, pazymétos CE 0123 Zenklu, Zenklinimas yra susijes su Reglamentu (ES)
2017/745 dél medicinos priemoniy.

Si deklaracija i§duota tik ,ResMed Pty Ltd.“ atsakomybe.

Pasirasyta Sidnéjuje, Australijoje

iy /-

Christopher Jenkins

Vadovas, sistemy inZinerija

,ResMed Pty Ltd”

Tel. + 61 2 8884 1517

El. pastas Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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ResMed

RED-samsvarserklzering

Produsent: Representant i EU: Teknisk kontrollorgan:

ResMed Pty Ltd ResMed SAS DEKRA Testing and Certification, S.A.U.,
1 Elizabeth Macarthur Drive, Parc Technologique de Lyon Parque Tecnoldgico de Andalucia, C/
Bella Vista 292 Allée Jacques Monod Severo Ochoa n2 2

2153 New South Wales, 69791 Saint Priest Cedex 29590 Campanillas — Malaga

Australia Frankrike Spania, teknisk kontrollorgannr.: 1909

Produktbeskrivelse:
Produkttype: Bi-level Positive Airway Pressure (BiPAP)-enhet med integrert tradlgs tilkobling
Handelsnavn: ResMed
Kommersielt(-elle) navn: AirCurve™ 11-apparat
Modell(er): 39500
39501
39502
39503
39504
39505
39506
39507
39508
39509
Programvareversjon(er): SW04600
Tilbehgr: PSU 390001, PSU 390002
Produktegenskaper: - LTE kat. M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28
- Bluetooth® Wireless Technology Low Energy 5.0

Standarder som brukes:

Helse, RED, artikkel 3.1a: EN 50566:2017; EN62209-2:2010/A1:2019
Sikkerhet, RED, artikkel 3.1a: EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017
EMC RED, artikkel 3.1b: EN 301 489-1V2.2.3; EN 301 489-17 V3.2.4 og utkast til EN 301 489-52 V1.1.2

Radiospektrum RED, artikkel 3.2: EN 301 908-1V13.1.1; EN 301 908-13 V13.1.1 og EN 300 328 v2.2.2

Vi erklaerer herved at produktet oppfyller nasjonal lovgivning om de grunnleggende kravene. Hensikten med erklaeringen
beskrevet ovenfor er i samsvar med relevant EU-harmoniseringslovgivning: Direktiv 2014/53/EU (RED).

Samsvarsvurderingsprosedyren referert til i direktiv 2014/53/EU har blitt fulgt under tilsyn av fglgende tekniske kontrollorgan:

DEKRA Testing and Certification, S.A.U., Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n® 2, 29590 Campanillas — Malaga
Spania, teknisk kontrollorgannr.: 1909 og utstedte EU-typepravingssertifikatet: 72827RNB.001

Dermed erc € trykket pd produktet.

Merk: Enhver merking av produktet og trykt materiale som viser CE 0123, er relatert til forskriften om medisinsk utstyr (EU)
2017/745.

Denne erkleeringen utstedes under eneansvar av ResMed Pty Ltd.

Undertegnet i Sydney, Australia den 16. Mai 2023:

/-

Christopher Jenkins

Manager — Systems Engineering

ResMed Pty Ltd

Telefon: +61 2 8884 1517

e-post: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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ResMed
Deklaracja zgodnosci z dyrektywg RED

Producent: Przedstawiciel na Europe: Jednostka notyfikowana:
ResMed Pty Ltd ResMed SAS DEKRA Testing and Certification, S.A.U.,
1 Elizabeth Macarthur Drive, Parc Technologique de Lyon Parque Tecnoldgico de Andalucia, C/
Bella Vista 292 Allée Jacques Monod Severo Ochoa n? 2,
2153 Nowa Potudniowa Walia, 69791 Saint Priest Cedex 29590 Campanillas - Malaga
Australia Francja Hiszpania, jednostka notyfikowana nr:
1909
Opis produktu:
Typ produktu: Urzadzenie do dwupoziomowe;j terapii cisnieniem dodatnim w drogach oddechowych
(BiPAP) ze zintegrowang tacznoscig bezprzewodowa
Nazwa(-y) handlowa(-e): ResMed
Nazwa(-y) towarowa(-e): AirCurve™ 11
Model(e): 39500
39501
39502
39503
39504
39505
39506
39507
39508
39509
Wersja(-e) oprogramowania: SW04600
Akcesoria: Zasilacz 390001, zasilacz 390002
Charakterystyka produktu: - LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28

- Technologia bezprzewodowa, niskoenergetyczna Bluetooth® 5.0

Zastosowane normy:

Zdrowie, RED, Artykut 3.1a: EN 50566:2017; EN62209-2:2010/A1:2019

Bezpieczenistwo, RED, Artykut 3.1a: EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017

Zgodnos¢ elektromagnetyczna,

RED, Artykut 3.1b: EN 301 489-1V2.2.3; EN 301 489-17 V3.2.4 oraz Projekt EN 301 489-52 V1.1.2
Widmo radiowe, RED, Artykut 3.2: EN 301 908-1 V13.1.1; EN 301 908-13 V13.1.1 oraz EN 300 328 v2.2.2

Niniejszym oswiadczamy, ze wyrdb spetnia przepisy prawa krajowego dotyczace podstawowych wymagan. Opisany powyzej
przedmiot deklaracji jest zgodny z odpowiednim unijnym prawodawstwem harmonizacyjnym: Dyrektywa 2014/53/UE (RED).

Procedura oceny zgodnosci, o ktérej mowa w dyrektywie 2014/53/UE, zostata przeprowadzona z udziatem nastepujgcej
jednostki notyfikowanej:

DEKRA Testing and Certification, S.A.U., Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n® 2, 29590 Campanillas —
Malaga Hiszpania, jednostka notyfikowana nr: 1909 i wydano certyfikat badania typu UE: 72827RNB.001

Zatem C € jest umieszczony na produkcie.

Uwaga: Wszelkie oznaczenia na produkcie i materiatach drukowanych w postaci znaku CE 0123 odnoszg sie do
Rozporzadzenia (UE) 2017/745 w sprawie wyrobéw medycznych.
Niniejsza deklaracja zostata wydana na wytaczng odpowiedzialnos¢ ResMed Pty Ltd.

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2



..o..-
.. K
. ®
.. .
vge®

ResMed

Podpisano w Sydney w Australii dnia 16 maja 2023 r.:

/-

Christopher Jenkins

Kierownik — Inzynieria Systemdw

ResMed Pty Ltd

Telefon: +61 2 8884 1517

e-mail: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2


mailto:Christopher.jenkins@resmed.com.au

..o..-
L .
] ‘
. ..
.l...

ResMed

C€

Declaracao de conformidade com a Diretiva RED

Fabricante:

Representante na Europa: Organismo notificado:

ResMed Pty Ltd

1 Elizabeth Macarthur Drive,
Bella Vista

2153 New South Wales,
Austrdlia

ResMed SAS

Parc Technologique de Lyon
292 Allée Jacques Monod
69791 Saint Priest Cedex
Franga

DEKRA Testing and Certification, S.A.U.,
Parque Tecnoldgico de Andalucia, C/
Severo Ochoan? 2,

29590 Campanillas - Malaga

Espanha, Organismo notificado n.2: 1909

Descri¢do do produto:
Tipo de produto:

Denominagdo(Ges) comercial(ais):

Nome(s) comercial(ais):
Modelo(s):

Versdo(des) do software:
Acessdrios:
Caracteristicas do produto:

Dispositivo de pressdo positiva das vias aéreas com dois niveis de pressdo (BiPAP)
e conectividade sem fios integrada

ResMed

AirCurve™ 11

39500

39501

39502

39503

39504

39505

39506

39507

39508

39509

SW04600

PSU 390001, PSU 390002

- LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28

- Tecnologia sem fios Bluetooth® de baixa poténcia 5.0

Normas aplicadas:
Saude, RED, Artigo 3.1a:
Seguranga, RED, Artigo 3.1a:
CEM, RED, Artigo 3.1b:
Espectro de radiofrequéncias,
RED, Artigo 3.2:

EN 50566:2017; EN62209-2:2010/A1:2019
EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017
EN 301 489-1V2.2.3; EN 301 489-17 V3.2.4 e versdo preliminar EN 301 489-52 V1.1.2

EN 301 908-1V13.1.1; EN 301 908-13 V13.1.1 e EN 300 328 v2.2.2

Declaramos pelo presente que o produto cumpre a legislagdo do pais referente aos requisitos essenciais. O objeto da
declaragdo acima descrita esta em conformidade com a legislagdo em matéria de harmonizagdo relevante da Unido Europeia:

Diretiva 2014/53/UE (RED).

O procedimento de avaliagdo de conformidade referido na Diretiva 2014/53/UE foi seguido com a participa¢do do seguinte

Organismo notificado:

DEKRA Testing and Certification, S.A.U., Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n® 2, 29590 Campanillas — Mdlaga
Espanha, Organismo notificado n.2: 1909 e emitiu o certificado de exame UE de tipo: 72827RNB.001

Assim, a marca C € é colocada no produto.

Nota: Qualquer rotulagem do produto e material impresso que apresente CE 0123 refere-se ao Regulamento (UE) 2017/745

relativo a dispositivos médicos.

Esta declaracdo é emitida sob a exclusiva responsabilidade da ResMed Pty Ltd.

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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ResMed

Assinado em Sydney, Australia, a 16 de maio de 2023:

Christopher Jenkins

Diretor — Engenharia de Sistemas

ResMed Pty Ltd

Telefone: +61 2 8884 1517

E-mail: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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ResMed

Declaratie de conformitate conform
directivei RED

Producator: Reprezentant in Comunitatea Organism notificat:

Europeana:
ResMed Pty Ltd ResMed SAS DEKRA Testing and Certification, S.A.U.,
1 Elizabeth Macarthur Drive, Parc Technologique de Lyon Parque Tecnoldgico de Andalucia, C/
Bella Vista 292 Allée Jacques Monod Severo Ochoa n? 2,
2153 New South Wales, 69791 Saint Priest Cedex 29590 Campanillas - Malaga
Australia Franta Spania, nr. organism notificat: 1909

Descrierea produsului:
Tipul produsului: Dispozitiv de presiune pozitiva bi-nivel (BiPAP) cu conectivitate wireless integrata
Denumiri comerciale: ResMed
Denumire(i) comerciald(e): AirCurve 11
Model(e): 39500
39501
39502
39503
39504
39505
39506
39507
39508
39509
Versiuni software: SW04600
Accesorii: PSU 390001, PSU 390002
Caracteristicile produsului: - LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28
- Tehnologie wireless Bluetooth® Low Energy 5.0

Standarde aplicate:

Sdndtate, directiva RED, articolul 3.1a: EN 50566:2017; EN62209-2:2010/A1:2019
Siguranta, directiva RED, articolul 3.1a:  EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017
Compatibilitate electromagneticd RED,

articolul 3.1b: EN 301 489-1V2.2.3; EN 301 489-17 V3.2.4 si proiectul EN 301 489-52 V1.1.2
Spectru de frecvente radio RED,
articolul 3.2: EN 301 908-1V13.1.1; EN 301 908-13 V13.1.1

Declaram prin prezentul document ca produsul respecta legislatia nationala privind cerintele esentiale. Obiectul declaratiei
descrise mai sus este in conformitate cu legislatia relevanta a Uniunii privind armonizarea legislativa: Directiva 2014/53/UE (RED).

Procedura de evaluare a conformitatii mentionata in Directiva 2014/53/UE a fost urmata cu implicarea urmatorului organism
notificat:

DEKRA Testing and Certification, S.A.U., Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n? 2 29590 Campanillas — Malaga,
Spania, organism notificat nr.: 1909 si a fost eliberat certificatul de examinare UE de tip: 72827RNB.001

Prin urmare, c € este plasat pe produs.

Nota: Orice etichetare a produsului si orice material tiparit care afiseaza CE 0123 fac referire la Directiva privind dispozitivele
medicale (UE) 2017/745.
Prezenta declaratie de conformitate este emisa pe raspunderea exclusivd a ResMed Pty Ltd.

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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Semnat la Sydney, Australia, la data de:

/.

Christopher Jenkins

Manager — Systems Engineering

ResMed Pty Ltd

Telefon: +61 2 8884 1517

e-mail: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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ResMed

[leknapaumns o coOoTBETCTBUM (CcornacHo
NunpeKktuse o paamoannapatype (RED))

MNpoussogutens:

EBponeiickoe NpeACTaBUTENbCTBO:

HoTuduumnposaHHbIii opraH:

ResMed Pty Ltd

1 Elizabeth Macarthur Drive,
Bella Vista

2153 New South Wales,
ABcTpanusa

ResMed SAS

Parc Technologique de Lyon
292 Allée Jacques Monod
69791 Saint Priest Cedex,
PpaHuma

DEKRA Testing and Certification, S.A.U.,
Parque Tecnoldgico de Andalucia, C/
Severo Ochoan? 2,

29590 Campanillas — Malaga,

McnaHua, HoTuduumMpoBaHHbIN opraH Ne:
1909

OnucaHue npodykma:
Tun npodykma:

dupmeHHoe (-bie) HaumeHosaHue (-A):
Topaogoe (-ble) HaumeHosaHue (-A):
Mooensb (-u):

Bepcus (-u) npo2pammHo20
obecrie4eHusA:
JonoaHumernsHele
npuHadnexHocmu:
Xapakmepucmuku npodykma:

Mpr6op Ans co3aaHNUA ABYX YPOBHEN NONOKUTENBHOTO AABAEHWA B AbIXaTENbHbIX

nyTax (BiPAP) co BcTpoeHHOI 6ecnpoBoaHOM CBA3bIO

ResMed
AirCurve™ 11
39500
39501
39502
39503
39504
39505
39506
39507
39508
39509

SW04600

PSU 390001, PSU 390002

- LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28

- TexHonorus pagmocsasu Bluetooth® c HU3KMM sHepronoTpebneHnem 5.0

npUMGHHEMbIe cmaHOapmbl:
30oposbe, RED, cmames 3.1a:
bezonacHocme, RED, cmames 3.1a:

EN 50566:2017; EN 62209-2:2010/A1:2019

EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017
SneKkmpomazcHUMHas
cosmecmumocme, RED, cmames 3.1b:  EN 301 489-1 V2.2.3; EN 301 489-17 V3.2.4 v npoekT cTaHaapTta EN 301 489-52 V1.1.2
PaduoyacmommHsili cnekmp, RED,

cmameoA 3.2: EN 301 908-1V13.1.1; EN 301 908-13 V13.1.1 n EN 300 328 v2.2.2

HacToslwmMMm mMbl 3a8BASIEM, YTO MPOAYKT COOTBETCTBYET HALMOHAIbHOMY 3aKOHOA,ATe/IbCTBY B NaHE OCHOBOMONAratoLLmMx
TpebosaHuii. OBBEKT ONUCAHHOM BbilE AEeKNapaLUN COOTBETCTBYET MPUMEHUMOMY 3aKoHoaaTenbeTey EC 0 rapmoHusaumm:
[Oupektuea 2014/53/EU (RED).

Mpoueaypa OLEHKM COOTBETCTBUSA, ynomaHyTas B AmpekTtuse 2014/53/EU, 6bina BbINOHEHa C yHacTUEM C/eyioLLero
HOTUULMPOBAHHOTO OpraHa:

DEKRA Testing and Certification, S.A.U., Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n® 2, 29590 Campanillas — Malaga,
UcnaHus, HomuguyuposaHHbIl opear Ne: 1909, u bbia 8bl0aH cepmugukam akcrnepmu3ssi muna EC: 72827RNB.001

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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Takum obpasom, Ha NPoOyKme pasmeujaemcs 3HaK c € .

MpumeyaHue. /llobaa mapKMPOBKa NPoOAYKTa 1 NeyaTHOro matepmnana obosHaveHnem CE 0123 oTHocuTcs K PernameHTy
0 MeanuMHCKuX usgenusax (EC) 2017/745.

HacTosawasa aeknapauus BblgaHa Nnog UCKAKYUTENbHYO OTBETCTBEHHOCTL ResMed Pty Ltd.

NoanucaHo B CugHee, Asctpanua, 16 masa 2023 r.

Ay -

Christopher Jenkins

MeHeakep no paspaboTke cuctem

ResMed Pty Ltd

TenedoH: +61 2 8884 1517

dnekTpoHHan nouta: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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Vyhlasenie o zhode so smernicou o radiovych
zariadeniach (RED)

Vyrobca: Europsky zastupca: Notifikovany organ:
ResMed Pty Ltd ResMed SAS DEKRA Testing and Certification, S.A.U.,
1 Elizabeth Macarthur Drive, Parc Technologique de Lyon Parque Tecnoldgico de Andalucia, C/
Bella Vista 292 Allée Jacques Monod Severo Ochoan? 2,
2153 New South Wales, 69791 Saint Priest Cedex 29590 Campanillas - Malaga
Australia Francuzsko Spanielsko, notifikovany organ ¢.: 1909
Opis produktu:
Typ produktu: Zariadenie na dvojurovinovy pozitivny tlak v dychacich cestach (BiPAP)
s integrovanym bezdrotovym pripojenim
Obchodny(-€) ndzov(-vy): ResMed
Predajny(-€) ndzov(-vy): AirCurve™ 11
Model(-y): 39500
39501
39502
39503
39504
39505
39506
39507
39508
39509
Verzia(-e) softvéru: SW04600
Prislusenstvo: PSU 390001, PSU 390002
Charakteristiky produktu: - LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28

- Bluetooth® bezdrétova technolégia Low Energy 5.0

Pouzité normy:

Ochrana zdravia podla smernice

o rddiovych zariadeniach,

clanok 3.1 pismeno a): EN 50566:2017; EN62209-2:2010/A1:2019

Ochrana bezpecnosti podla

smernice o rddiovych zariadeniach,

clanok 3.1 pismeno a): EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017
Elektromagnetickd kompatibilita

(EMC) podla smernice o rddiovych

zariadeniach, ¢lanok 3.1 pismeno b): EN 301 489-1V2.2.3; EN 301 489-17 V3.2.4 a ndvrh normy EN 301 489-52 V1.1.2
Rddiové spektrum podla smernice

o rddiovych zariadeniach, ¢ldnok 3.2: EN 301 908-1V13.1.1; EN 301 908-13 V13.1.1 a EN 300 328 v2.2.2

Tymto vyhlasujeme, Ze vyrobok spifia vnutroitatne pravne predpisy v ramci zékladnych poziadaviek. Vy$sie uvedeny predmet
vyhldsenia je v stlade s prislusnymi harmonizaénymi pravnymi predpismi Ginie: Smernica 2014/53/EU (RED).

Postup posudzovania zhody uvedeny v smernici 2014/53/EU bol vykonany za Gcasti tohto notifikovaného orgénu:

DEKRA Testing and Certification, S.A.U.,Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n2 2, 29590 Campanillas — Malaga
Spanielsko, Notifikovany orgdn ¢.: 1909, ktory vydal osvedcenie o typovej skuske EU: 72827RNB.001

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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Preto je na produkte umiestnend znacka C € .

Poznamka: Akékolvek oznadenie produktu a tlaéeného materialu s ozna¢enim CE 0123 sa vztahuje na nariadenie o zdravotnickych
pomockach (EU) 2017/745.

Toto vyhlasenie sa vydava na vyhradnd zodpovednost spolo¢nosti ResMed Pty Ltd.

Podpisané v Sydney, Austrélia dfia 16. maja 2023:

Christopher Jenkins

Manazér — Systémové inZinierstvo

ResMed Pty Ltd

Telefén: +61 2 8884 1517

e-mail: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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ResMed

C€

Izjava o skladnosti z direktivo o radijski opremi

Proizvajalec:

Predstavnik za Evropo: Priglaseni organ:

ResMed Pty Ltd

1 Elizabeth Macarthur Drive,
Bella Vista

2153 New South Wales,
Avstralija

ResMed Ltd
Parc Technologique de Lyon

DEKRA Testing and Certification, S.A.U.,
Parque Tecnoldgico de Andalucia, C/
292 Allée Jacques Monod Severo Ochoa st. 2,

69791 Saint Priest Cedex 29590 Campanillas - Malaga

Francija Spanija, §t. priglasenega organa: 1909

Opis izdelka:
Vrsta izdelka:

Trgovsko ime/imena:
Komercialno ime/imena:
Model/modeli:

Razlicica programske opreme:

Pripomocki:
Lastnosti izdelka:

Dvostopenjska naprava s pozitivnim tlakom v dihalnih poteh (BiPAP) z integrirano
brezzi¢no povezljivostjo

ResMed

AirCurve 11

39500

39501

39502

39503

39504

39505

39506

39507

39508

39509

SW04600

Psu 390001, psu 390002

- LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28

- Brezzi¢na tehnologija Bluetooth® Low Energy 5.0

Uporabljeni standardi:
Zdravje, direktiva o radijski
opremi, ¢len 3.1a: EN 50566:2017; EN62209-2:2010/A1:2019
Varnost, direktiva o radijski
opremi, ¢len 3.1a: EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017
EMZ, direktiva o radijski opremi,
c¢len 3.1b:

Radijski spekter, direktiva o

EN 301 489-1V2.2.3; EN 301 489-17 V3.2.4 in osnutek EN 301 489-52 V1.1.2

radijski opremi, ¢len 3.2: EN 301 908-1V13.1.1; EN 301 908-13 V13.1.1

Izjavljamo, da izdelek izpolnjuje nacionalno zakonodajo glede bistvenih zahtev. Predmet zgoraj opisane izjave je v skladu z ustrezno
harmonizacijsko zakonodajo Unije: Direktiva 2014/53/EU (direktiva o radijski opremi).

V postopek ugotavljanja skladnosti po Direktivi 2014/53/EU je bil vklju¢en naslednji priglaseni organ:
DEKRA Testing and Certification, S.A.U., Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n® 2, 29590 Campanillas — Malaga
Spanija, §t. priglasenega organa: 1909, ki je izdal potrdilo o tipskem pregledu EU: 72827RNB.001

Na tej podlagi se na izdelku namesti oznaka c € .

Opomba: Vse oznake na izdelku in v natisnjenem gradivu, ki prikazujejo oznako 0123, se nanasajo na direktivo o medicinskih
pripomockih (EU) 2017/745.
Ta izjava je izdana pod izklju¢no odgovornostjo druzbe ResMed Pty Ltd.

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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ResMed

Podpisano v Sydneyju, Avstralija, na dan:

Christopher Jenkins

Vodja — sistemsko inZenirstvo

ResMed Pty Ltd

Telefon: +61 2 8884 1517

e-posta: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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C€

Declaracion de conformidad segun la RED

de la UE

Fabricante: Representante europeo: Organismo notificado:

ResMed Ltd ResMed SAS DEKRA Testing and Certification, S.A.U.,
1 Elizabeth Macarthur Drive, Parc Technologique de Lyon Parque Tecnoldgico de Andalucia, C/
Bella Vista 292 Allée Jacques Monod Severo Ochoa N.2 2,

2153 New South Wales,
Australia

69791 Saint Priest Cedex
Francia

29590 Campanillas - Malaga
Espafia, Organismo Notificado N.2: 1909

Descripcion del producto:

Tipo de producto:

Marca comercial:
Nombre comercial:
Modelos:

Version de software:
Accesorios:
Caracteristicas del producto:

Dispositivo de presion positiva binivel en las vias respiratorias (BiPAP) con conectividad
inaldmbrica integrada

ResMed

AirCurve 11

39500

39501

39502

39503

39504

39505

39506

39507

39508

39509

SW04600

PSU 390001, PSU 390002

- LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28
- Tecnologia inaldmbrica Bluetooth® Low Energy 5.0

Normas aplicadas:
Salud, RED, Articulo 3.1a:
Seguridad, RED, Articulo 3.1a:
EMC RED, articulo 3.1b:
Espectro de radiofrecuencia,
RED, articulo 3.2:

EN 50566:2017; EN62209-2:2010/A1:2019
EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017
EN 301 489-1V2.2.3; EN 301 489-17 V3.2.4 y borrador EN 301 489-52 V1.1.2

EN 301 908-1V13.1.1; EN 301 908-13 V13.1.1 y EN 300 328 v2.2.2

Por la presente declaramos que el producto cumple con la legislacién nacional en cuanto a sus requisitos esenciales. El objeto de
la declaracion descrita anteriormente es conforme a la legislacion pertinente de la Unidén Europea en materia de armonizacién:

Directiva 2014/53/UE (RED).

Se ha seguido un procedimiento de evaluacién de conformidad contemplado en la Directiva 2014/53/UE con la participacion
del siguiente organismo notificado:

DEKRA Testing and Certification, S.A.U., Parque Tecnoldgico de Andalucia, C/ Severo Ochoa N.2 2, 29590 Campanillas — Mdlaga,
Espaiia, Organismo Notificado N.2: 1909 y ha emitido el certificado de examen tipo UE: 72827RNB.001

Por lo tanto, C € se ha incluido la marca en el producto.

Nota: Cualquier etiquetado del producto y material impreso que muestre CE 0123, se refiere al Reglamento de Productos
Sanitarios (UE) 2017/745.
Esta declaracidn se emite bajo la responsabilidad exclusiva de ResMed Pty Ltd.

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2



..o..-
.. K
. ®
.. .
vge®

ResMed

Firmado en Sydney (Australia), a fecha 16 de mayo de 2023:

i/

Christopher Jenkins

Director - Ingenieria de sistemas

ResMed Pty Ltd

Teléfono: +61 2 8884 1517

Correo electrénico: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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RED-forsakran om overensstammelse

Tillverkare: Europeisk representant: Anmalt organ:

ResMed Pty Ltd ResMed SAS DEKRA Testing and Certification, S.A.U.,
1 Elizabeth Macarthur Drive, Parc Technologique de Lyon Parque Tecnoldgico de Andalucia, C/
Bella Vista 292 Allée Jacques Monod Severo Ochoa n? 2,

2153 New South Wales, 69791 Saint Priest Cedex 29590 Campanillas - Malaga

Australien Frankrike Spanien, anmalt organ nr: 1909

Produktbeskrivning:
Produkttyp: Enhet for positivt bilevel-luftvdgstryck (BiPAP) med inbyggd tradlos anslutning
Handelsnamn: ResMed
Kommersiellt namn: AirCurve™ 11
Modellnummer: 39500
39501
39502
39503
39504
39505
39506
39507
39508
39509
Programvaruversion: SW04600
Tillbehér: PSU 390001, PSU 390002
Produktegenskaper: — LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28
— Bluetooth® Wireless Technology Low Energy 5.0

Tillimpade standarder:

Hélsa, RED, artikel 3.1a: EN 50566:2017; EN62209-2:2010/A1:2019
Sdkerhet, RED, artikel 3.1a: EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017
EMC RED, artikel 3.1b: EN 301 489-1V2.2.3; EN 301 489-17 V3.2.4 och utkastet till EN 301 489-52 V1.1.2

Radio Spectrum RED, artikel 3.2: EN 301 908-1V13.1.1; EN 301 908-13 V13.1.1 och EN 300 328 v2.2.2

Vi forsakrar harmed att produkten 6verensstammer med de vasentliga kraven i nationell lagstiftning. Innehallet i deklarationen
ovan dverensstimmer med relevant unionslagstiftning om harmonisering: direktiv 2014/53/EU (RED).

Forfarandet for bedomning av 6verensstimmelse som avses i direktiv 2014/53/EU har féljts med medverkan av féljande
anmalda organ:

DEKRA Testing and Certification, SAU, Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n? 2, 29590 Campanillas — Mdlaga,
Spanien, anmdlt organ nr: 1909 och féljande EU-typintyg har utfdrdats: 72827RNB.001

Sdledes dr c € placerad pad produkten.

Obs! Alla CE 0123-markningar pa produkten och tryckt material avser EU-férordningen 2017/745 om medicintekniska produkter.
Den héar deklarationen utfardas pa eget ansvar av ResMed Pty Ltd.
Undertecknat i Sydney, Australien den 16 maj 2023:

/-

Christopher Jenkins

Chef — Systems Engineering

ResMed Pty Ltd

Telefon: +61 2 8884 1517

E-post: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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ResMed
RED Uygunluk Beyani

Uretici: Avrupa Temsilcisi: Onaylayan Kurulus:

ResMed Pty Ltd ResMed SAS DEKRA Testing and Certification, S.A.U.,
1 Elizabeth Macarthur Drive, Parc Technologique de Lyon Parque Tecnoldgico de Andalucia, C/
Bella Vista 292 Allée Jacques Monod Severo Ochoa n? 2,

2153 New South Wales, 69791 Saint Priest Cedex 29590 Campanillas - Malaga

Avustralya Fransa ispanya, Onaylayan Kurulus No.: 1909

Uriin Tanimi:
Uriin Tipi: Entegre Kablosuz Baglantili, iki Seviyeli Pozitif Havayolu Basinci (BiPAP) Cihazi
Ticari Adi/Adlari: ResMed
Satis Adi/Adlari: AirCurve™ 11
Model/Modeller: 39500
39501
39502
39503
39504
39505
39506
39507
39508
39509
Yazilim Sirdmd/Sarimleri: SW04600
Aksesuarlar: PSU 390001, PSU 390002
Uriin Ozellikleri: - LTE Cat-M1: FDD 1, FDD 3, FDD 8, FDD 20, FDD 28
- Bluetooth® Kablosuz Teknolojisi Dlslk Enerji 5.0

Gegerli Standartlar:

Saghk, RED, Madde 3.1a: EN 50566:2017; EN62209-2:2010/A1:2019
Giivenlik, RED, Madde 3.1a: EN 62368-1:2014 + AC:2015 + AC:2017 + A11:2017
EMC RED, Madde 3.1b: EN 301 489-1V2.2.3; EN 301 489-17 V3.2.4 ve Taslak EN 301 489-52 V1.1.2

Radyo Spektrumu RED, Madde 3.2: ~ EN 301 908-1 V13.1.1; EN 301 908-13 V13.1.1 ve EN 300 328 v2.2.2

Bu belgeyle, drtintn ilgili ulusal yasada belirtilen temel gereklilikleri karsiladigini beyan ederiz. Yukarida agiklanan beyanin
amaci su Birlik Uyum Mevzuatina uygundur: 2014/53/AB sayili Direktif (RED).

2014/53/AB sayil Direktifte atifta bulunulan uygunluk degerlendirme prosediiri, asagidaki Onaylayan Kurulusun katihmiyla
takip edilmistir:

DEKRA Testing and Certification, S.A.U., Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n® 2, 29590 Campanillas — Malaga,
ispanya, Onaylayan Kurulus No.: 1909 ve yayinlanan AB tipi inceleme sertifikasi: 72827RNB.001

Boylece C € isareti rdiniin lzerine yerlestirilmistir.

Not: Uriin ve basili malzemede CE 0123'ii gdsteren herhangi bir etiket, Tibbi Cihaz Yonetmeligi (AB) 2017/745 ile ilgilidir.
Bu beyan, ResMed Pty Ltd. sirketinin miinhasir sorumlulugu altinda yayilanmistir.
16 Mayis 2023 tarihinde Sidney, Avustralya’da imzalanmistir.

/-

Christopher Jenkins

Mudir — Sistem Mihendisligi

ResMed Pty Ltd

Telefon: +61 2 8884 1517

E-posta: Christopher.jenkins@resmed.com.au

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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DEKRA Testing and Certification, S.A.U., ResMed SAS ResMed Pty Ltd

Parque Tecnoldgico de Andalucia, C/
Severo Ochoan? 2,
29590 Campanillas — Malaga

Parc Technologique de Lyon
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1 Elizabeth Macarthur Drive,
Bella Vista
2153 New South Wales,
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AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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DEKRA Testing and Certification, S.A.U., ResMed SAS ResMed Pty Ltd
Parque Tecnoldgico de Andalucia, C/ Parc Technologique de Lyon 1 Elizabeth Macarthur Drive,
Severo Ochoan? 2, 292 Allée Jacques Monod Bella Vista

29590 Campanillas - Malaga 69791 Saint Priest Cedex 2153 New South Wales,
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ResMed Pty Ltd
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AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2
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DEKRA Testing and Certification, S.A.U., ResMed SAS ResMed Pty Ltd
Parque Tecnoldgico de Andalucia, C/ Parc Technologique de Lyon 1 Elizabeth Macarthur Drive,
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Campanillas - Malaga 29590 69791 Saint Priest Cedex 2153 New South Wales,
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ResMed Pty Ltd
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AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2


mailto:Christopher.jenkins@resmed.com.au

..o..-
L .
] *
. ..
.l...

ResMed

~aSle ) RED 8 Casylas

130 Ll o soaiilad )5 1525 glia
(S.AU. (S o Iy Sl DEKRA ResMed SAS 3 (5 1553 ResMed

Parque Tecnoldgico de Andalucia, C/

Parc Technologique de Lyon

1 Elizabeth Macarthur Drive,

Severo Ochoa n? 2, 292 Allée Jacques Monod Bella Vista
Campanillas - Malaga 29590 69791 Saint Priest Cedex 2153 New South Wales,
1909 : i 3L 38lasi 55 «Spain France Australia
i S E63y
) 533 (BIPAP) iy o5 i) e (oadas 53 W15 (58S G 5 31y Kl jid S 8 slas
ResMed PR PN
AirCurve™ 11 Pl
39500 (H3Le)J3La

39501

39502

39503

39504

39505

39506

39507

39508

39509
SW04600 Aodos =S)odas S Ay Sila

PSU 390002 «PSU 390001 sl jl gl
FDD 28 ,FDD 20 ,FDD 8 ,FDD 3 ,FDD 1 .LTE Cat-M1 - s pas ‘_;Sfj.ua.«
5.0 )5 oS o S L 515 Bluetooth® -

EN62209 -2:2010/A1:2019 ;EN 50566:2017

A11:2017 + AC:2017 + AC:2015 + EN 62368-1:2014
EN 301 489-52 V1.1.2 &3 sl EN 301 489-1 V2.2.3; EN 301 489-17 V3.2.4
EN 300328 v2.2.2 L3 EN 301 908-1 V13.1.1; EN 301 908-13 V13.1.1

3.10 (5 RED «na
:3.1a (3 RED «cbilia
:3.1b < EMC RED

:3.2 (3 RED p iyl gd

O Ailae 5 Mg madlel 038 G gl ot S sy 58 sl oash S (pmalil (a3 S35 50 a8 (o 58 ) 13 mn b
2014/53/EU (RED) <) © 2 (ke S a0 5 30

fm o8 S m e S S gald S 630 TS 5 D~ pdie S ARyl S (e (S Cillas ) S0 e EU/53/2014 555 03

S.A.U., Parque Tecnoldgico de Andalucia, C/ Severo Ochoa n® 2, 29590 Campanillas — Malaga « ~iX8s s 3isl Kt DEKRA
RNB.00172827 :L& LS (sl CuKiit pu IS ils lHEU s/ 1909 i 530 3iilisssi Spain

= b l«—@),agjwc € b

- Glie i (EU) 2017/745 il Ko o) 583 JSaSa 05 ¢ 53 W8 LWLeSa CE 0123 Uy o Kl gn (A58 (oS 3 5m 02d &y 5 B85 5 158
= LS (ol @nd S (5 )y ~ed L i S ResMed Pty Ltd ~dle) ~
03 Jadii (e Ll a8 2023 s 16

S g S
‘3-.’ ;”..” ‘ v L _ .”.'
Sl (s %) 50 Pty Ltd
+61 2 8884 1517 :0ysiilis
Christopher.jenkins@resmed.com.au :Jx !

AirCurve is a trademark and/or registered trademark of the ResMed family of companies. The Bluetooth® word mark and logos are registered
trademarks owned by Bluetooth SIG, Inc. and any use of such marks by the ResMed Group is under license. Objective ID: A5319040 Version 2





