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English
Device Group as per EC
Certificate R030101 — Ventilation Masks
Intended Purpose as per EC | Class lla
Certificate
Medical Device Family F&P OSA Masks
Manufacturer Fisher & Paykel Healthcare Ltd

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, New Zealand
SRN NZ-MF-000002556

Authorised Representative |Fisher & Paykel Healthcare SAS

10 Avenue du Québec, Batiment F5, BP 512, Villebon-sur-Yvette,
91946 Courtaboeuf Cedex, France

SRN FR-AR-000000294

Notified Body TUV SUD Product Service GmbH
Ridlerstr 65, D-80339 Minchen, Germany
NB number 0123

Conformity Assessment Class lla, llb, lll: Annex IX — QMS and Annex IX Chap Il

Validity of this Declaration This Declaration of Conformity, for each model listed, is valid from
the start date recorded against the model and for as long as the
model is listed on the DoC.

When a model is no longer covered by the DoC, a discontinued
date is added.

EC certificate (MDR) EC Certificate No. G10 010815 0039

This EU Declaration of Conformity is issued under the sole responsibility of the manufacturer.

We, the manufacturer, declare that the stated medical devices:
e Are in conformity with Regulation 2017/745 on medical devices (MDR).
e Are in conformity with any other relevant Union legislation that provides for the issuing of an
EU declaration of conformity, noted below:

Other Legislation

1) Directive 2011/65/EU amended by 2015/863 on the restriction of the use of certain
hazardous substances in electrical and electronic equipment (RoHS).
It has been demonstrated that the requirements specified in Article 4 have been met.

2) Directive 2014/53/EU Radio Equipment (RED).
We, the manufacturer, declare under our sole responsibility that the stated medical
devices meet the provisions of the Council Directive 2014/53/EU.
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Doc. No:

REG- 1317

Revision: F

Intended Purpose

The OSA Mask is intended to be used as a patient interface in a non-invasive positive airway pressure (PAP) therapy system to deliver pressurized air from
the breathing tube to the patient’s upper airway. The patients are intended to be adults weighing = 66 Ib (30 kg). The mask is intended to be used for single
patient re-use in the home for the treatment of a respiratory condition and multi-patient re-use in a hospital or other clinical setting to investigate the optimal
pressure required for the treatment of a respiratory condition.

The specific technical details, contra-indications and warnings are contained in the instructions for use of each device listed on this Declaration

Medical Devices

Vitera models

REF Trade Name Basic UDI-DI EMDN CEMmED Class |Rule Other Legislation
Specifications
viTisy  |F&P Vitera Full Face PAP | 1000 0 0\ iTERAFEMOTPH | (050101 - la  |Rule2Scl1 ;
Therapy Mask - Small U
i R030101 ;
viTimu | P8P Vitera FullFace PAP g /05445 4\ TERAFFMO1PH 03010 - lla Rule 2 Scl 1
Therapy Mask - Medium U
- R030101 ;
viTiLu | F8P Vitera Full Face PAP | g\ o00.0 4/ iTERAFFMOTPH | (02010 ] la  |Rule2 Scl1
Therapy Mask - Large U
F&P Vitera Full Face PAP R030101 -
VIT1SSU | Therapy Mask - 94200124VITERAFFMO1PH - lla Rule 2 Scl 1
Small/Small U
F&P Vitera Full Face PAP R030101 -
VITIMMU | Therapy Mask - 94200124VITERAFFMO1PH - lla Rule 2 Scl 1
Medium/Medium U
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VIT1LLU

F&P Vitera Full Face PAP
Therapy Mask -
Large/Large U

94200124VITERAFFMO1PH

R030101

lla

Rule 2 Scl 1

VIT1IMLU

F&P Vitera Full Face PAP
Therapy Mask -
Medium/Large U

94200124VITERAFFMO1PH

R030101

lla

Rule 2 Scl 1

VIT1SZ

F&P Vitera Full Face PAP
Therapy Mask - Small Z

94200124VITERAFFMO1PH

R030101

lla

Rule 2 Scl 1

VIT1MZ

F&P Vitera Full Face PAP
Therapy Mask - Medium Z

94200124VITERAFFMO1PH

R030101

lla

Rule 2 Scl 1

VIT1LZ

F&P Vitera Full Face PAP
Therapy Mask - Large Z

94200124VITERAFFMO1PH

R030101

lla

Rule 2 Scl 1

VIT1SSZ

F&P Vitera Full Face PAP
Therapy Mask -
Small/Small Z

94200124VITERAFFMO1PH

R030101

lla

Rule 2 Scl 1

VIT1IMMZ

F&P Vitera Full Face PAP
Therapy Mask -
Medium/Medium Z

94200124VITERAFFMO1PH

R030101

lla

Rule 2 Scl 1

VIT1LLZ

F&P Vitera Full Face PAP
Therapy Mask -
Large/Large Z

94200124VITERAFFMO1PH

R030101

lla

Rule 2 Scl 1

VIT1SSL

F&P Vitera Full Face PAP
Therapy Mask - Small SL

94200124VITERAFFMO1PH

R030101

lla

Rule 2 Scl 1

VIT1MSL

F&P Vitera Full Face PAP
Therapy Mask - Medium SL

94200124VITERAFFMO1PH

R030101

lla

Rule 2 Scl 1

Created using TMP-432_g — Parent procedure JI-651
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VIT1LSL

F&P Vitera Full Face PAP
Therapy Mask - Large SL

94200124VITERAFFMO1PH

R030101

lla

Rule 2 Scl 1

VIT1MLSL

F&P Vitera Full Face PAP
Therapy Mask -
Medium/Large SL

94200124VITERAFFMO1PH

R030101

lla

Rule 2 Scl 1

SLN1SU

F&P Solo™ Nasal (Nasal
PAP Therapy Mask) —
Small U

94200124SOLONMO01BF

R030101

lla

Rule 2 Scl 1

SLN1MU

F&P Solo™ Nasal (Nasal
PAP Therapy Mask) —
Medium U

94200124SOLONMO01BF

R030101

lla

Rule 2 Scl 1

SLN1LU

F&P Solo™ Nasal (Nasal
PAP Therapy Mask) —
Large U

94200124SOLONMO01BF

R030101

lla

Rule 2 Scl 1

SLN1WU

F&P Solo™ Nasal (Nasal
PAP Therapy Mask) — Wide
u

94200124SOLONMO01BF

R030101

lla

Rule 2 Scl 1

SLN1SML
u

F&P Solo™ Nasal (Nasal
PAP Therapy Mask) — SML
U

94200124SOLONMO01BF

R030101

lla

Rule 2 Scl 1

SLN1SSU

F&P Solo™ Nasal (Nasal
PAP Therapy Mask) —
Small Small U

94200124SOLONMO01BF

R030101

lla

Rule 2 Scl 1

SLN1MMU

F&P Solo™ Nasal (Nasal
PAP Therapy Mask) —
Medium Medium U

94200124SOLONMO01BF

R030101

lla

Rule 2 Scl 1
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SLN1LLU

F&P Solo™ Nasal (Nasal
PAP Therapy Mask) —
Large Large U

94200124SOLONMO01BF

R030101

lla

Rule 2 Scl 1

SLP1SU

F&P Solo™ Pillows (Nasal
Pillows PAP Therapy Mask)
—-Small U

94200124SOLOPMO001C5

R030101

lla

Rule 2 Scl 1

SLP1MU

F&P Solo™ Pillows (Nasal
Pillows PAP Therapy Mask)
— Medium U

94200124SOLOPMO001C5

R030101

lla

Rule 2 Scl 1

SLP1LU

F&P Solo™ Pillows (Nasal
Pillows PAP Therapy Mask)
—Large U

94200124SOLOPMO001C5

R030101

lla

Rule 2 Scl 1

SLP1SML
u

F&P Solo™ Pillows (Nasal
Pillows PAP Therapy Mask)
-SML U

94200124SOLOPMO001C5

R030101

lla

Rule 2 Scl 1

SLP1SSU

F&P Solo™ Pillows (Nasal
Pillows PAP Therapy Mask)
— Small Small U

94200124SOLOPMO001C5

R030101

lla

Rule 2 Scl 1

SLP1MMU

F&P Solo™ Pillows (Nasal
Pillows PAP Therapy Mask)
— Medium Medium U

94200124SOLOPMO001C5

R030101

lla

Rule 2 Scl 1

SLP1LLU

F&P Solo™ Pillows (Nasal
Pillows PAP Therapy Mask)
— Large Large U

94200124SOLOPMO001C5

R030101

lla

Rule 2 Scl 1

SLN1SSL

F&P Solo™ Nasal (Nasal
PAP Therapy Mask) —
Small SL

94200124SOLONMSL017D

R030101

lla

Rule 2 Scl 1

Created using TMP-432_g — Parent procedure JI-651
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F&P Solo™ Nasal (Nasal |[94200124SOLONMSL017D R030101
SLN1MSL |PAP Therapy Mask) — - lla Rule 2 Scl 1
Medium SL
F&P Solo™ Nasal (Nasal |94200124SOLONMSLO017D R030101
SLN1LSL |PAP Therapy Mask) — - lla Rule 2 Scl 1
Large SL
F&P Solo™ Nasal (Nasal |[94200124SOLONMSL017D R030101
SLN1WSL |PAP Therapy Mask) — Wide - lla Rule 2 Scl 1
SL
F&P Solo™ Nasal (Nasal 94200124SOLONMSL017D R030101
SENTSML pAP Therapy Mask) — SML 0010 - lla  Rule 2 Scl 1
SL
SL
F&P Solo™ Pillows (Nasal |94200124SOLOPMSL0187 R030101
SLP1SSL | Pillows PAP Therapy Mask) - lla Rule 2 Scl 1
— Small SL
F&P Solo™ Pillows (Nasal |94200124SOLOPMSL0187 R030101
SLP1MSL |Pillows PAP Therapy Mask) - lla Rule 2 Scl 1
— Medium SL
F&P Solo™ Pillows (Nasal [94200124SOLOPMSL0187 R030101
SLP1LSL |Pillows PAP Therapy Mask) - lla Rule 2 Scl 1
— Large SL
F&P Solo™ Pillows (Nasal [94200124SOLOPMSL0187 R030101
g::ms'v"- Pillows PAP Therapy Mask) - lla  |Rule 2 Scl1
— SML SL
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EMDN Code Description

R030101 Ventilation Masks

Standards Compliance MDR

Standard Reference

Standard Title

ISO 5356-1:2015/ EN ISO 5356-
1:2015

Anaesthetic and respiratory equipment — Conical connectors — Part 1: Cones and Sockets

ISO 10993-1:2018* / EN ISO 10993-
1:2020

Biological evaluation of medical devices — Part 1: Evaluation and testing within a risk management process

ISO 18562-1:2017*/ EN ISO 18562-
1:2020

Biocompatibility evaluation of breathing gas pathways in healthcare applications — Part 1: Evaluation and testing within a risk
management process

EN ISO 17510:2020

Sleep apnoea breathing therapy. Sleep apnoea breathing therapy equipment

ISO 17664-1:2017*/ EN ISO 17664-
1:2021

Processing of health care products. Information to be provided by the medical device manufacturer for the processing of
medical devices

EN ISO 15223-1:2016*

Medical devices. Symbols to be used with medical device labels, labelling and information to be supplied

EN ISO 20417: 2021

Medical devices- Information to be supplied by the manufacturer.

* Standard applied by Vitera.

Materials Compliance — Applicable to all products

Reference

Description

REACH 1907:2006

Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the
Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), establishing a European Chemicals Agency

POP 2019/1021

Regulation (EU) 2019/1021 of the European Parliament and of the Council of 20 June 2019 on persistent organic pollutants
(recast)

Created using TMP-432_g — Parent procedure JI-651
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Homep Ha gokymeHT: REG-1317

Pepakuma: F

Bulgarian 6bnrapcku

Fpyna Ha usgenueto cnopepn
EO ceptuchukara

R030101 — BEHTUNALMOHHN MacCKu;

MpepHasHa4vyeHue cnopea EO
ceptudmkara

Knac lla

CemencTBO Ha
MeAULMHCKO nsgenue

F&P OSA Masks

NMpousBoauTten Fisher & Paykel Healthcare Ltd
15 Maurice Paykel Place, East Tamaki,
Auckland 2013, Hosa 3enanaus
SRN NZ-MF-000002556
YnbnHomolyeH Fisher & Paykel Healthcare SAS
npeacraBuTen 10 Avenue du Québec, Batiment F5, BP 512,

Vilbobon-sur-Yvette, 91946 Courtaboeuf Cedex, ®paHuus
SRN FR-AR-000000294

Hotudmumpax opran

TUV SUD Product Service GmbH
Ridlerstr 65, D-80339 Minchen, 'epmaHus
NB Homep 0123

OueHKa Ha
CBbOTBETCTBUETO

Knac lla, llb, llI: MpunoxeHue IX — CYK u MNpunoxeHue IX, Maga ll

BanuagHocT Ha HacTosdALlaTa
AeKnapauus

HacToswara [Jeknapauus 3a CbOTBETCTBUE 3a BCEKM N3BPOEH
MoJen e BanuaHa oT HayanHaTa garta, 3anucaHa go moaena, u
JokaTo modensT e nocoyeH B [1C.

Korato papeH mogen Beye He e obxBaHaT oT [IC, ce nobass garta
Ha npekpaTtsiBaHe.

EO ceptucpmukar (MDR)

EO ceptudumkar Ne G10 010815 0039

npoussoaunTens.

Hacrtosauwarta Oeknapauusa 3a cboTBeTcTBMe Ha EC ce nsgasa noa M3kniounTenHata oTroBOPHOCT Ha

Hwue, nponssoanTenar, geknapupame, 4e NOCOYEeHNTE MeaULMHCKN N3Oenust:
e Ca B cboTtBetcTBue ¢ PernameHnT 2017/745 3a megnunHckmte nsgenusa (MDR).
e Ca B CbOTBETCTBME C BCAKO APYro NPUIOXUMO 3akoHogaTenctso Ha Cblo3a, KoeTo
npeaBwkaa n3gaBaHeTo Ha Aeknapauus 3a cbotBeTcTBue Ha EC, otbensasaHo no-gony:

Opyro 3akoHoaa-TencrBo

1) Oupektusa 2011/65/EC ¢ nameHeHne ot 2015/863 OTHOCHO OrpaHM4YeHNETOo 3a
ynoTpebaTa Ha onpeeneHn onacHN BeLLecTBa B €NEKTPUYECKOTO U eNIEKTPOHHOTO
obopyasaHe (RoHS).

[okasaHo e, 4e N3NCKBAHUATA, MOCOYEHUN B YreH 4, ca U3MbITHEHMW.

Onpektnea 2014/53/EC oTHOCHO pagmocbopbxeHuaTa (RED).

Huve, B Ka4eCTBOTO CM Ha NPOU3BOAMUTEN, AEeKNapypaMe Ha Halla U3KNYnTenHa
OTrOBOPHOCT, Y€ NOCOYEHUTE MEAMLMHCKN U3AENns OTroBapsiT Ha pasnopeabuTe Ha
Oupektnea 2014/53/EC Ha CobBeTa.

Created using TMP-432_g— Parent procedure JI-651
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Deknapaums 3a cbotBeTcTBNE ¢ MDR — EBponeincku cuios

Ctpanuua 11 ot 92

F&P OSA Masks Homep Ha gokymeHT: REG- 1317
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MeguumHckun usgenus
PE®. REIACECHS Bazos UDI-DI EMDN | OOuwm Knac |Mpasuno |BPYro 3akoHona-

HauMeHoBaHue cneundukaumm TencrBo

TepaneBTuyHa PAP macka |94200124VITERAFFMO1PH
VITISU  |3a usino nuue F&P Vitera™ RO30101 1 lla ggl'e; 2

—manka U

TepaneBTudHa PAP macka |94200124VITERAFFMO1PH -
VIT1IMU 3a ysano nuue F&P Vitera™ R030101 - lla ggllt—:; 2

—cpegHa U

TepaneBTuyHa PAP macka |94200124VITERAFFMO1PH R030101 -
VITILU  |3a usino nuue F&P Vitera™ ] lla ggl'ﬁ 2

—ronama U

TepanestuyHa PAP macka |94200124VITERAFFMO1PH R030101 -
VIT1SSU 3a ysano nuue F&P Vitera™ - lla 22:61 2

— manka/manka U

TepanestuyHa PAP macka |94200124VITERAFFMO1PH R030101 -
VITIMMU |3a ysano nuue F&P Vitera™ - lla gglle% 2

— cpeaHa/cpegHa U

TepanestuyHa PAP macka |94200124VITERAFFMO1PH R030101 -
VITILLU  |3a usino nuue F&P Vitera™ ; lla ggl'i 2

— ronama/ronama U

TepanestuyHa PAP macka |94200124VITERAFFMO1PH R 101 -
VITIMLU |3a ysano nuue F&P Vitera™ 03010 - lla gglle% 2

— cpeaHa/ronama U
Created using TMP-432_g— Parent procedure JI-651
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Croatian Hrvatski

Grupa proizvoda prema
potvrdi EZ-a

R030101 — maske za ventilaciju;

Namjena prema potvrdi EZ-a

Klasa lla

Asortiman medicinskih
proizvoda

F&P OSA Masks

Proizvodac

Fisher & Paykel Healthcare Ltd

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, Novi Zeland

SRN NZ-MF-000002556

Ovlasteni zastupnik

Fisher & Paykel Healthcare SAS

10 Avenue du Québec, Batiment F5, BP 512,
Villebon-sur-Yvette, 91946 Courtaboeuf Cedex, Francuska
SRN FR-AR-000000294

Ovlasteno tijelo

TUV SUD Product Service GmbH
Ridlerstr 65, D-80339 Minchen, Njemacka
NB broj 0123

Procjena sukladnosti

Klasa lla, llb, IlI: Prilog IX — QMS i Prilog IX Poglavlje Il

Valjanost ove izjave

Ova Izjava o sukladnosti, za svaki navedeni model, vrijedi od
datuma pocetka zabiljezenog na modelu i sve dok je model
naveden na lzjavi o sukladnosti.

Kada model vise nije obuhvaéen Izjavom o sukladnosti, dodaje se
datum obustave.

»EZ” potvrda (MDR)

,EZ” potvrda br. G10 010815 0039

Ova EU izjava o sukladnosti izdaje se iskljuCivo na odgovornost proizvodaca.

Mi, proizvoda¢ izjavljujemo da su navedeni medicinski proizvodi:
e sukladni s Uredbom 2017/745 o medicinskim proizvodima,
e sukladni s drugim relevantnim zakonima Unije kojim se predvida izdavanje EU izjave o
sukladnosti, kako je navedeno u nastavku:

Ostali zakoni

1) Direktiva 2011/65/EU, izmijenjena i dopunjena direktivom 2015/863, o ograni¢enju
uporabe odredenih opasnih tvari u elektri¢noj i elektroni¢koj opremi (RoHS).
Pokazano je da su ispunjeni zahtjevi navedeni u ¢lanku 4.

2) Direktiva 2014/53/EU o radijskoj opremi (RED).
Mi, proizvodag, izjavljujemo pod vlastitom odgovornos$c¢u da navedeni medicinski
proizvodi ispunjavaju odredbe Direktive Vije¢a 2014/53/EU (RED).

Created using TMP-432_g — Parent procedure JI-651
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Medicinski proizvodi

REF. BR.

Trgovacki naziv

Osnovni UDI-DI

EMDN

Zajednicke
specifikacije

Klasa

Pravilo

Ostali zakoni

VIT1SU

Maska za cijelo lice F&P
Vitera™ za lije€enje
pozitivnim tlakom zraka u
di$nim putevima (PAP) — mala
U

94200124VITERAFFMO1PH

R030101

lla

Rule 2
Scl 1

VIT1IMU

Maska za cijelo lice F&P
Vitera™ za lijeCenje
pozitivnim tlakom zraka u
di$nim putevima (PAP) —
srednja U

94200124VITERAFFMO1PH

R030101

lla

Rule 2
Scl 1

VIT1LU

Maska za cijelo lice F&P
Vitera™ za lije€enje
pozitivnim tlakom zraka u
diSnim putevima (PAP) —
velika U

94200124VITERAFFMO1PH

R030101

lla

Rule 2
Scl 1

VIT1SSU

Maska za cijelo lice F&P
Vitera™ za lije€enje
pozitivnim tlakom zraka u
di$nim putevima (PAP) —
mala/mala U

94200124VITERAFFMO1PH

R030101

lla

Rule 2
Scl 1

VIT1IMMU

Maska za cijelo lice F&P
Vitera™ za lijeCenje
pozitivnim tlakom zraka u
diSnim putevima (PAP) —
srednja/srednja U

94200124VITERAFFMO1PH

R030101

lla

Rule 2
Scl 1

VIT1LLU

Maska za cijelo lice F&P
Vitera™ za lije€enje

94200124VITERAFFMO1PH

R030101

lla

Rule2 |-
Scl 1

Created using TMP-432_g — Parent procedure JI-651
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F&P OSA Masks Br. dokumenta: REG-1317
F
REF. BR. |Trgova&ki naziv Osnovni UDI-DI EMDN Zajednicke |y co | Pravilo |Ostali zakoni
specifikacije
pozitivnim tlakom zraka u
di$nim putevima (PAP) —
velika/velika U
Maska za cijelo lice F&P
Vitera™ za Iijeéenje R030101
VIT1IMLU | pozitivnim tlakom zraka u 94200124VITERAFFMO1PH - lla gglli 2

di$nim putevima (PAP) —
srednja/velika U

Created using TMP-432_g — Parent procedure JI-651
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Czech Cesky

Skupina zafizeni podle
osvédceni ES

R030101 — Dychaci masky

Zamysleny ucel podle
osvédceni ES

Tfida ll

Skupina zdravotnickych
prostiedk

F&P OSA Masks

Vyrobce

Fisher & Paykel Healthcare Ltd

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, Novy Zéland

SRN NZ-MF-000002556

Zplnomocnény zastupce

Fisher & Paykel Healthcare SAS

10 Avenue du Québec, Batiment F5, BP 512,
Villebon-sur-Yvette, 91946 Courtaboeuf Cedex, Francie
SRN FR-AR-000000294

Oznameny subjekt

TUV SUD Product Service GmbH
Ridlerstr 65, D-80339 Mlunchen, Némecko
Cislo subjektu 0123

Posuzovani shody

Trida lla, llb, IlI: Pfiloha IX — SZJ a Pfiloha 1X kapitola Il

Platnost tohoto prohlaseni

Toto prohlaseni o shodé plati pro kazdy uvedeny model od data

zahajeni stanoveného podle modelu a po dobu, po kterou je model

uveden v prohlaseni o shodé.
Pokud se prohlaseni o shodé na model jiZ nevztahuje, pfida se
datum ukonéeni.

Certifikat ES (MDR)

Certifikat ES €. G10 010815 0039

Toto EU prohlaseni o shodé se vydava na vyhradni odpovédnost vyrobce.

My, vyrobce, prohlaSujeme, Zze uvedené zdravotnické prostfedky:
e Jsou v souladu s nafizenim 2017/745 o zdravotnickych prostfedcich (MDR).
e Jsou v souladu s dalSimi, pfislusnymi pravnimi pfedpisy Unie, které upravuji vydavani EU
prohlaseni o shodé, a které jsou uvedeny nize:

Ostatni pravni predpisy

1) Smérnice 2011/65/EU ve znéni 2015/863 o omezeni pouzivani nékterych
nebezpeclnych latek v elektrickych a elektronickych zafizenich (RoHS).
Bylo prokazano, ze byly splnény pozadavky uvedené v ¢lanku 4.

2) Smérnice 2014/53/EU o radiovych zafizenich (RED).
My, vyrobce, na vlastni odpovédnost prohlasujeme, Ze uvedené zdravotnické
prostfedky splfiuji ustanoveni smérnice Rady 2014/53/EU.
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Zdravotnické prostredky

Spole¢né L]
REF Obchodni nazev Zakladni UDI-DI EMDN polec Trfida |Pravidlo |pravni

specifikace L

predpisy
N/A
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Enhedsgruppe i henhold til
EF-certifikat

R030101 — Respirationsmasker

Formal ifelge EF-certifikat

Klasse lla

Gruppe af medicinsk udstyr

F&P OSA Masks

Producent

Fisher & Paykel Healthcare Ltd

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, New Zealand

SRN NZ-MF-000002556

Autoriseret reprasentant

Fisher & Paykel Healthcare SAS

10 Avenue du Québec, Batiment F5, BP 512,
Villebon-sur-Yvette, 91946 Courtaboeuf Cedex, Frankrig
SRN FR-AR-000000294

Underrettede organ

TUV SUD Product Service GmbH
Ridlerstr 65, D-80339 Miunchen, Tyskland
NB-nummer 0123

Overensstemmelses-
vurdering

Klasse lla, b, lll: Bilag IX — QMS og bilag IX, kapitel Il

Denne erklerings gyldighed

Denne overensstemmelseserklaering, for hver af de anfarte
modeller, er gyldig fra den startdato, der er registreret i forhold til
modellen, og sa leenge modellen er anfert pa
overensstemmelseserklzeringen.

Nar en model ikke lzengere er daekket af
overensstemmelseserkleeringen, tilfgjes en udgaet-dato.

EF-certifikat (MDR)

EF-certifikat nr. G10 010815 0039

Denne EU-overensstemmelseserklzering er udstedt udelukkende under producentens ansvar.

Vi, producenten, erkleerer hermed, at det angivne medicinske udstyr:
e Erioverensstemmelse med forordning 2017/745 om medicinsk udstyr (MDR).
o Erioverensstemmelse med enhver anden form for relevant EU-lovgivning, der indeholder
bestemmelser om udstedelse af en EU-overensstemmelseserklaering, som anfert nedenfor:

Anden lovgivning

1) Direktiv 2011/65/EU eendret ved 2015/863 om begraensning af anvendelsen af visse
farlige stoffer i elektrisk og elektronisk udstyr (RoHS).
Det er pavist, at de praeciserede krav i artikel 4 er opfyldt.

2) Direktiv 2014/53/EU Radioudstyr (RED).
Vi, producenten, erkleerer pa eget ansvar, at det angivne medicinske udstyr opfylder
bestemmelserne i Radets direktiv 2014/53/EU.

Created using TMP-432_g— Parent procedure JI-651
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Medicinsk udstyr
REF Handelsnavn Grundlaeggende UDI-DI EMDN Almu:u_iellge Klasse |Regel Andc_en .
specifikationer lovgivning
1 ™ _ -
VITISU P8P Vitera™ Full Face PAP- | 94500124vITERAFFMO1PH |R030101 |- la  |Rue2
terapi maske — Lille U Scl1
i ™ _ -
VITIMU | F&P Vitera™ Full Face PAP 94200124VITERAFFMO1PH |R030101 |- lla Rule 2
terapi maske — Medium U Scl 1
1 ™ _ -
VITILU P8P Vitera™ Full Face PAP- | 94500124vITERAFFMO1PH |R030101 |- la  |Rue2
terapi maske — Stor U Scl1
VITISSU |F&P Vitera™ Full Face PAP- i
terapi maske — Lille/Lille U 94200124VITERAFFMo1pH |R030101 1. la  |ga%?
VITIMMU | F&P Vitera™ Full Face PAP- i
terapi maske — Medium/Medium  |94200124VITERAFFMo1PH |R030101 | lla g::‘l'j 2
u
1 ™ _ -
VITILLU P8P Vitera™ Full Face PAP- | 94500124vITERAFFMO1PH |R030101 |- la  |Rue2
terapi maske — Stor/Stor U Scl1
VITIMLU |F&P Vitera™ Full Face PAP- i
terapi maske - Medium/Stor U | 94200124VITERAFFMo1PH | R03010T | la  |gu%?
VITISSL |F&P Vitera™ Full Face PAP- i
terapi maske — Lille SL 94200124VITERAFFMO1PH |RO3010T | la  |gu%?
VITIMSL |F&P Vitera™ Full Face PAP- i
terapi maske — Medium SL 94200124VITERAFFMo1PH |R03010T 1 la  |5o8?
VITILSL |F&P Vitera™ Full Face PAP- i
terapi maske  Stor SL 94200124VITERAFFM01PH | R03010T | la  |gu%?
VITIMLSL |F&P Vitera™ Full Face PAP- i
terapi maske — Medium/Stor SL | 94200124VITERAFFMo1PH | R03010T | lla Nt
Created using TMP-432_g— Parent procedure JI-651
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REF Handelsnavn Grundlaeggende UDI-DI EMDN AImlr.lfiellge Klasse |Regel Andt.an .
specifikationer lovgivning
SLN1SU F&P Solo™ Nasal (naesemaske |94200124SOLONMO01BF R030101 |- lla Rule 2 -
til PAP-behandling) — Small U Scl1
SLN1MU |F&P Solo™ Nasal (naesemaske |94200124SOLONMOOQ1BF R030101 |- lla Rule 2 -
til PAP-behandling) — Medium U Scl 1
SLN1LU F&P Solo™ Nasal (naesemaske |94200124SOLONMO01BF R030101 |- lla Rule 2 -
til PAP-behandling) — Large U Scl 1
SLN1WU |F&P Solo™ Nasal (neesemaske |94200124SOLONMO01BF  |R030101 Rule 2 -
til PAP-behandling) — Wide U - lla Scl 1
SLN1SML |F&P Solo™ Nasal (neesemaske |94200124SOLONMO01BF  |R030101 Rule 2 -
u til PAP-behandling) — SML U - lla Sl 1
SLN1SSU |F&P Solo™ Nasal (haesemaske |94200124SOLONMOO1BF Rule 2 -
til PAP-behandling) — Small Small R030101 |- lla Sl 1
U
SLN1MMU |F&P Solo™ Nasal (naesemaske |94200124SOLONMOOQ1BF -
til PAP-behandling) — Medium R030101 | lla g(‘:‘l'ﬁ 2
Medium U
™ -
SLN1LLU E&P Solo Na§al (neesemaske |94200124SOLONMOO1BF R030101 Rule 2
til PAP-behandling) — Large - lla Scl 1
Large U
SLP1SU F&P Solo™ I_Dillows (maske_med 94200124SOLOPMO001C5 R030101 Rule 2 -
naesepuder til PAP-behandling) — - lla Scl 1
Small U
™ i -
SLP1MU |F&P Solo P|Ilows (maske'med 94200124SOLOPMO001C5 R030101 Rule 2
neaesepuder til PAP-behandling) — - lla Scl 1
Medium U
SLP1LU F&P Solo™ Pillows (maske med |94200124SOLOPMO001C5 -
naesepuder til PAP-behandling) — R030101 | lla 52:61 2
Large U
Created using TMP-432_g— Parent procedure JI-651
Danish
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SLP1SML |F&P Solo™ Pillows (maske med |94200124SOLOPMO001C5 R030101 -
u naesepuder til PAP-behandling) — - lla g::‘l'j 2
SML U
SLP1SSU |F&P Solo™ Pillows (maske med |94200124SOLOPMO001CS5 | Rp30101 Rule 2 -
naesepuder til PAP-behandling) — - lla Scl 1
Small Small U
SLP1MMU |F&P Solo™ Pillows (maske med |94200124SOLOPMO001C5 R030101 -
neesepuder til PAP-behandling) — - lla gglle% 2
Medium Medium U
SLP1LLU |F&P Solo™ Pillows (maske med |94200124SOLOPMO001CS5 | Rp30101 Rule 2 -
naesepuder til PAP-behandling) — - lla Scl 1
Large Large U
SLN1SSL |F&P Solo™ Nasal (neesemaske |94200124SOLONMSLO017D |R030101 Rule 2 -
til PAP-behandling) — Small SL - lla Scl 1
SLN1MSL |F&P Solo™ Nasal (neesemaske |94200124SOLONMSLO017D |R030101 Rule 2 -
til PAP-behandling) — Medium SL - lla Sl 1
SLN1LSL |F&P Solo™ Nasal (neesemaske |94200124SOLONMSLO017D |R030101 Rule 2 -
til PAP-behandling) — Large SL - lla Scl 1
SLN1WSL |F&P Solo™ Nasal (neesemaske |94200124SOLONMSLO017D |R030101 Rule 2 -
til PAP-behandling) — Wide SL - lla Scl 1
SLN1SML |F&P Solo™ Nasal (neesemaske |94200124SOLONMSLO017D |R030101 Rule 2 -
SL til PAP-behandling) — SML SL - lla Sl 1
SLP1SSL |F&P Solo™ Pillows (maske med |94200124SOLOPMSL0187 | rn30101 -
naesepuder til PAP-behandling) — - lla gglle% 2
Small SL
SLPIMSL |F&P Solo™ Pillows (maske med |94200124SOLOPMSLO0187 | rn30101 Rule 2 -
naesepuder til PAP-behandling) — - lla Scl 1
Medium SL
Created using TMP-432_g— Parent procedure JI-651
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SLP1LSL |F&P Solo™ Pillows (maske med |94200124SOLOPMSL0187 R030101
neesepuder til PAP-behandling) — - lla §g||e1 2
Large SL
SLP1SML |F&P Solo™ Pillows (maske med |94200124SOLOPMSLO187 |Ry30101
sL naesepuder til PAP-behandling) — ; lla g{‘:‘l’ﬁ 2
SML SL
Created using TMP-432_g— Parent procedure JI-651
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Dutch Nederlands
Apparaatgroep volgens EG-
certificaat R030101 - Beademingsmaskers
Beoogd doel volgens EG- Klasse lla
certificaat
Familie van medische F&P OSA Masks
hulpmiddelen
Fabrikant Fisher & Paykel Healthcare Ltd
15 Maurice Paykel Place, East Tamaki,
Auckland 2013, Nieuw-Zeeland
SRN NZ-MF-000002556
Gemachtigde Fisher & Paykel Healthcare SAS
vertegenwoordiger 10 Avenue du Québec, Batiment F5, BP 512,

Villebon-sur-Yvette, 91946 Courtaboeuf Cedex, Frankrijk
SRN FR-AR-000000294

Aangemelde instantie TUV SUD Product Service GmbH
Ridlerstr 65, D-80339 Munchen, Duitsland
NB-nummer 0123

Beoordeling conformiteit Klasse lla, b, llI: Bijlage IX - QMS en bijlage IX, hoofdstuk I

Geldigheid van deze Deze Conformiteitsverklaring is voor elk model in de lijst geldig
verklaring vanaf de datum waarop het model in gebruik is genomen en
zolang het model in de DoC is opgenomen.

Wanneer een model niet langer onder de DoC valt, wordt een
datum van stopzetting toegevoegd.

EG-certificaat (MDR) EG-certificaat nr. G10 010815 0039

Deze EU-conformiteitsverklaring wordt afgegeven onder de uitsluitende verantwoordelijkheid van de
fabrikant.

Wij, de fabrikant, verklaren dat de vermelde medische hulpmiddelen:
e In overeenstemming zijn met Verordening 2017/745 betreffende medische hulpmiddelen
(MDR).
e |In overeenstemming zijn met alle andere relevante wetgeving van de Unie die voorziet in de
afgifte van een EU-conformiteitsverklaring, zoals hieronder vermeld:

Andere wetgeving

1) Richtlijn 2011/65/EU, gewijzigd door 2015/863 betreffende beperking van het gebruik
van bepaalde gevaarlijke stoffen in elektrische en elektronische apparatuur (RoHS).
Er werd aangetoond dat aan de eisen van artikel 4 is voldaan.

2) Richtlijn 2014/53/EU betreffende radioapparatuur (RED).
Wij, de fabrikant, verklaren onder onze uitsluitende verantwoordelijkheid dat de
vermelde medische hulpmiddelen voldoen aan de bepalingen van Richtlijn
2014/53/EU van de Raad.

Created using TMP-432_g — Parent procedure JI-651
Dutch Nederlands @



Fisher&Paykel

HEALTHCARE

MDR-conformiteitsverklaring - Europese Unie
F&P OSA Masks

Pagina 23 van 92

Doc. Nr.:

REG -1317

Herziening:

F

Medische hulpmiddelen

REF Handelsnaam Basis UDI-DI EMpDN |Gemeenschappelifke |\ o o |Regel |ANdere
specificaties wetgeving

F&P Vitera™ Full Face- Rue2 |-
VIT1SU masker voor PAP-therapie, 94200124VITERAFFMO01PH |R030101 |- lla Scl 1

Small U

F&P Vitera™ Full Face- Rue2 |-
VIT1MU masker voor PAP-therapie, 94200124VITERAFFM01PH |R030101 |- lla Scl 1

Medium U

F&P Vitera™ Full Face- Rue2 |-
VIT1LU masker voor PAP-therapie, 94200124VITERAFFMO01PH |R030101 |- lla Sl 1

Large U

F&P Vitera™ Full Face- Rue2 |-
VIT1SSU |masker voor PAP-therapie, 94200124VITERAFFM01PH |R030101 |- lla Scl 1

Small/Small U

F&P Vitera™ Full Face- Rue2 |-
VITIMMU | masker voor PAP-therapie, 94200124VITERAFFMO01PH |R030101 |- lla

) . Scl 1

Medium/Medium U

F&P Vitera™ Full Face- Rue2 |-
VIT1LLU masker voor PAP-therapie, 94200124VITERAFFMO01PH |R030101 |- lla Scl 1

Large/Large U

F&P Vitera™ Full Face- Rue2 |-
VITIMLU |masker voor PAP-therapie, 94200124VITERAFFMO01PH |R030101 |- lla Sl 1

Medium/Large U

F&P Vitera™ Full Face- Rue2 |-
VIT1SSL |masker voor PAP-therapie, 94200124VITERAFFMO01PH |R030101 |- lla Scl 1

Small SL

F&P Vitera™ Full Face- Rue2 |-
VIT1IMSL |masker voor PAP-therapie, 94200124VITERAFFMO01PH |R030101 |- lla Scl 1

Medium SL
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F&P Vitera™ Full Face-

VIT1LSL masker voor PAP-therapie, 94200124VITERAFFMO01PH |R030101 |- lla gglli 2

Large SL

F&P Vitera™ Full Face- Rule 2
VIT1MLSL |masker voor PAP-therapie, 94200124VITERAFFM01PH |R030101 |- lla Scl 1

Medium/Large SL

F&P Solo™ Nasal (nasaal Rule 2
SLN1SU PAP-therapiemasker) — Small | 94200124SOLONMO01BF R030101 |- lla Sl 1

U

F&P Solo™ Nasal (nasaal Rule 2
SLN1MU | PAP-therapiemasker) — 94200124SOLONMO01BF R030101 |- lla Scl 1

Medium U

F&P Solo™ Nasal (nasaal Rule 2
SLN1LU PAP-therapiemasker) — 94200124SOLONMO01BF R030101 |- lla Sl 1

Large U

F&P Solo™ Nasal (nasaal Rule 2
SLN1WU | PAP-therapiemasker) — Wide |94200124SOLONMO01BF R030101 |- lla Scl 1

U

F&P Solo™ Nasal (nasaal
ﬁLMSML PAP-therapiemasker) — SML |94200124SOLONMOO1BF  |R030101 |- lla g::‘l'e; 2

U

F&P Solo™ Nasal (nasaal Rule 2
SLN1SSU |PAP-therapiemasker) — Small |94200124SOLONMO01BF R030101 |- lla Sl 1

Small U

F&P Solo™ Nasal (nasaal Rule 2
SLN1MMU | PAP-therapiemasker) — 94200124SOLONMO01BF R030101 |- lla Scl 1

Medium Medium U

F&P Solo™ Nasal (nasaal Rule 2
SLN1LLU |PAP-therapiemasker) — 94200124SOLONMO01BF R030101 |- lla Sl 1

Large Large U

F&P Solo™ Nasal (nasaal Rule 2
SLN1SSL |PAP-therapiemasker) — Small |94200124SOLONMSL017D |R030101 |- lla Scl 1

SL
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F&P Solo™ Nasal (nasaal

SLN1MSL |PAP-therapiemasker) — 94200124SOLONMSL017D |R030101 |- lla gglli 2
Medium SL
F&P Solo™ Nasal (nasaal Rule 2

SLN1LSL |PAP-therapiemasker) — 94200124SOLONMSL017D |R030101 |- lla Scl 1
Large SL
F&P Solo™ Nasal (nasaal Rule 2

SLN1WSL |PAP-therapiemasker) — Wide |94200124SOLONMSL017D |R030101 |- lla Scl 1
SL
F&P Solo™ Nasal (nasaal

SLNTSML | pAP-therapiemasker) — SML [94200124SOLONMSLO17D  |R030101 | - la  |Rule2

SL SL Scl 1

SLP1SU F&P Solo™ PiIIows.(NasaI 94200124SOLONMO01BF R030101 Rule 2
Pillows PAP-therapiemasker) - lla Scl 1
—Small U

™ i

SLP1MU Ff&P Solo P|Ilows.(NasaI 94200124SOLONMO01BF R030101 Rule 2
Pillows PAP-therapiemasker) - lla Scl 1
— Medium U

SLP1LU F&P Solo™ PiIIows_(NasaI 94200124SOLONMO01BF R030101 Rule 2
Pillows PAP-therapiemasker) - lla Scl 1
—Large U

SLP1SML |F&P Solo™ Pillows (Nasal 94200124SOLONMO01BF

u Pillows PAP-therapiemasker) R030101 | lla ggllt—:; 2
—-SMLU

SLP1SSU F&P Solo™ PiIIows_(NasaI 94200124SOLONMO01BF R030101 Rule 2
Pillows PAP-therapiemasker) - lla Scl 1
— Small Small U

™ i

SLP1MMU Ff&P Solo P|Ilows.(NasaI 94200124SOLONMO01BF R030101 Rule 2
Pillows PAP-therapiemasker) - lla Scl 1
— Medium Medium U

SLP1LLU F&P Solo™ PiIIows_(NasaI 94200124SOLONMO01BF R030101 Rule 2
Pillows PAP-therapiemasker) - Ila Scl 1

— Large Large U
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SLP1SSL Ff&P Solo™ PiIIows.(NasaI 94200124SOLONMO01BF R030101 Rule 2
Pillows PAP-therapiemasker) lla
Scl 1
— Small SL
SLP1MSL F&P Solo™ PiIIows_(NasaI 94200124SOLONMSL017D R030101 Rule 2
Pillows PAP-therapiemasker) - lla Scl 1
— Medium SL
SLP1LSL Ff&P Solo™ PiIIows.(NasaI 94200124SOLONMSL017D R030101 Rule 2
Pillows PAP-therapiemasker) lla
Scl 1
—Large SL
SLP1SML |F&P Solo™ Pillows (Nasal 94200124SOLONMSL017D
SL Pillows PAP-therapiemasker) RO30101 | lla ggﬁ 2

—SML SL
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Seadmeriihm vastavalt EU
sertifikaadile

R030101 — ventilatsioonimaskid;

Sihtotstarve vastavalt EU lla klass

sertifikaadile

Meditsiiniseadmete F&P OSA Masks

perekond

Tootja Fisher & Paykel Healthcare Ltd.

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, Uus-Meremaa
SRN NZ-MF-000002556

Volitatud esindaja

Fisher & Paykel Healthcare SAS

10 Avenue du Québec, Batiment F5, BP 512, Villebon-sur-Yvette,
91946 Courtaboeuf Cedex, Prantsusmaa

SRN FR-AR-000000294

Teavitatud asutus

TUV SUD Product Service GmbH
Ridlerstr 65, D-80339 Miinchen, Saksamaa
NB nr 0123

Vastavushindamine

[la, lb, Il klass: IX lisa — QMS ja IX lisa Il peattikk

Kaesoleva deklaratsiooni
kehtivus

Kaesolev vastavusdeklaratsioon kehtib iga loetletud mudeli puhul
alates mudeli kohta registreeritud alguskuupaevast ja seni, kuni
mudel on vastavusdeklaratsioonis loetletud.

Kui vastavusdeklaratsioon ei hdlma enam mudelit, siis lisatakse
katkestamise kuupaev.

EU sertifikaat (MDR)

EU sertifikaat nr G10 010815 0039

Kaesolev ELi vastavusdeklaratsioon antakse valja tootja ainuvastutusel.

Meie, tootja, kinnitame, et nimetatud meditsiiniseadmed:
o vastavad meditsiiniseadmeid kasitlevale maarusele 2017/745.
e on kooskodlas muude asjakohaste liidu digusaktidega, millega nahakse ette Eli
vastavusdeklaratsiooni valjaandmine, nagu on margitud allpool:

Muud odigusaktid

1) Direktiivi 2011/65/EL on muudetud direktiiviga 2015/863 teatavate ohtlike ainete
kasutamise piiramise kohta elektri- ja elektroonikaseadmetes.
On téendatud, et artiklis 4 satestatud néuded on taidetud.

2) Direktiiv 2014/53/EL Raadioseadmed.
Meie, tootja, kinnitame oma ainuvastutusel, et nimetatud meditsiiniseadmed vastavad
ndukogu direktiivi 2014/53/EL.
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MDR-vaatimustenmukaisuusvakuutus — Euroopan unioni
F&P OSA Masks

Sivu 29/92

Asiakirjan nro: REG—1317

Versio: F

Finnish Suomi

Laiteryhma EY-todistuksen
mukaan

R030101 — ventilaatiomaskit

Kayttotarkoitus EY-
todistuksen mukaan

Luokka lla

Laakinnallisten laitteiden
valikoima

F&P OSA Masks

Valmistaja

Fisher & Paykel Healthcare Ltd

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, New Zealand

SRN NZ-MF-000002556

Valtuutettu edustaja

Fisher & Paykel Healthcare SAS

10 Avenue du Québec, Batiment F5, BP 512, Villebon-sur-Yvette,
91946 Courtaboeuf Cedex, France

SRN FR-AR-000000294

limoitettu laitos

TUV SUD Product Service GmbH
Ridlerstr 65, D-80339 Miinchen, Saksa
[Imoitetun laitoksen nro 0123

Vaatimustenmukaisuuden
arviointi

Luokka lla, llb, IlI: Liite IX — QMS ja liitteen IX luku Il

Taman vakuutuksen
voimassaolo

Tama vaatimustenmukaisuusvakuutus on voimassa kunkin
luetellun mallin osalta malliin kirjatusta aloituspaivasta alkane ja
niin kauan kuin malli on ilmoitettu
vaatimustenmukaisuusvakuutuksessa.

Kun asiakirja ei enda koske mallia, lisdtdan lopetuspaivamaara.

EY-todistus (MDR)

EY-todistuksen nro G10 010815 0039

Tama EU-vaatimustenmukaisuusvakuutus annetaan yksinomaan valmistajan vastuulla.

Me, valmistaja, vakuutamme, etta ilmoitetut 1aakinnalliset laitteet:
e ovat laakinnallisista laitteista annetun asetuksen 2017/745 mukaisia
¢ noudattavat unionin muita asianmukaisia lakeja, joissa saadetaan
EUvaatimustenmukaisuuslausekkeen julkaisemisesta, katso alla:

Muu lainsaadanto

1) Direktiivi 2011/65/EU, muokattu 2015/863, joka koskee tiettyjen vaarallisten aineiden
kayttoa sahkoisissa ja elektronisissa laitteissa (RoHS).
On osoitettu, ettd artiklassa 4 tdsmennetyt vaatimukset tayttyvat.

2) Radiolaitedirektiivi 2014/53/EU (RED).
Me, valmistaja, vakuutamme omalla vastuullamme, etta ilmoitetut Idakinnalliset laitteet
tayttavat neuvoston direktiivin 2014/53/EU vaatimukset.
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Laakinnéilliset laitteet
. Muu
VITE  |Kauppanimi Perus-UDI-DI empn | Yleiset |Luokk |gisnts  |lainsazdant
tekniset tiedot |a 6
F&P Vitera™ - Rule 2
VIT1SU kokokasvomaski 94200124VITERAFFMO1PH R030101 |- lla Scl 1 -
ylipainehoitoon — pieni U
F&P Vitera™ - -
viTiMy | Kokokasvomaski 94200124VITERAFFMO1PH  |R030101 |- lla Rule 2
ylipainehoitoon — Scl1
keskikokoinen U
F&P Vitera™ - Rule 2 -
VIT1LU kokokasvomaski 94200124VITERAFFMO1PH R030101 |- lla Scl 1
ylipainehoitoon — suuri U
F&P Vitera™ - -
viTissy |Kokokasvomaski 94200124VITERAFFMO1PH  |R030101 |- la  |Rule2
ylipainehoitoon — pieni / pieni Scl1
U
F&P Vitera™ - -
kokokasvomaski Rule 2
VITIMMU |ylipainehoitoon — 94200124VITERAFFMO1PH R030101 |- lla Scl 1
keskikokoinen /
keskikokoinen U
F&P Vitera™ - -
VITILLY |KOkokasvomaski — —  1o1500104VITERAFFMOTPH  |R030101 |- lla Rule 2
ylipainehoitoon — suuri / suuri Scl1
U
F&P Vitera™ - -
kokokasvomaski Rule 2
VIT1MLU S . 94200124VITERAFFMO1PH R030101 |- lla
ylipainehoitoon — Scl 1
keskikokoinen / suuri U
Created using TMP-432_g — Parent procedure JI-651
Finnish
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(fi) F&P Solo™ Nasal 94200124SOLONMO01BF -
SLN1SU | (nenamaski ylipainehoitoon) R030101 lla 52:61 2

— pieni U

(fi) F&P Solo™ Nasal 94200124SOLONMO01BF -
SLN1MU | (nenamaski ylipainehoitoon) RO30101 | lla ggﬁ 2

— keskikokoinen U

(fi) F&P Solo™ Nasal 94200124SOLONMO01BF -
SLN1LU | (nen&maski ylipainehoitoon) R030101 lla 52:61 2

—suuriU

(fi) F&P Solo™ Nasal 94200124SOLONMO01BF -
SLN1WU | (nenamaski ylipainehoitoon) RO30101 | lla ggﬁ 2

—levea U
SLN1SML (fi) F__&P Sqlof“" l\'lasal' 94200124SOLONMO01BF R030101 Rule 2 -
U (nendmaski ylipainehoitoon) - lla Scl 1

~SML U ¢

(fi) F&P Solo™ Nasal 94200124SOLONMO01BF -
SLN1SSU | (nen&maski ylipainehoitoon) R030101 la  |gu%?

— pieni, pieni U

(fi) F&P Solo™ Nasal 94200124SOLONMO01BF -
SLN1MMU (nenamask|'yl|pa|neh0|toon) R030101 | lla Rule 2

— keskikokoinen, Scl 1

keskikokoinen U

(fi) F&P Solo™ Nasal 94200124SOLONMO01BF -
SLN1LLU |(nen&maski ylipainehoitoon) R030101 lla 52:61 2

— suuri, suuri U

(fi) F&P Solo™ Pillows 94200124SOLOPMO001C5 -
SLP1SU (qengtyyny ) o R030101 | lla Rule 2

ylipainehoitomaskiin) — pieni Scl1

U

(fi) F&P Solo™ Pillows 94200124SOLOPMO001C5 -
SLP1MU (qengtyyny ) R030101 | lla Rule 2

ylipainehoitomaskiin) — Scl 1

keskikokoinen U
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(fi) F&P Solo™ Pillows 94200124SOLOPMO001C5 -
SLP1LU (qengtyyny ) ' R030101 | lla Rule 2

ylipainehoitomaskiin) — suuri Scl 1

U

(fi) F&P Solo™ Pillows 94200124SOLOPMO001C5 -
SLP1SML |(nenatyynyt R030101 | _ lla Rule 2
U ylipainehoitomaskiin) — SML Scl1

U

(fi) F&P Solo™ Pillows 94200124SOLOPMO001C5 -
SLP1SSU (qengtyynyt ) o R030101 | lla Rule 2

ylipainehoitomaskiin) — pieni, Scl 1

pieni U

(fi) F&P Solo™ Pillows 94200124SOLOPMO001C5 -

(nenatyynyt
SLP1MMU | ylipainehoitomaskiin) — RO30101 | lla ggl'ﬁ 2

keskikokoinen, keskikokoinen

U

(fi) F&P Solo™ Pillows 94200124SOLOPMO001C5 -
SLP1LLU (nen._atyynyt ) _ R030101 |_ lla Rule 2

ylipainehoitomaskiin) — suuri, Scl1

suuri U

(fi) F&P Solo™ Nasal 94200124SOLONMSL017D -
SLN1SSL |(nenamaski ylipainehoitoon) R030101 |_ lla ggl'ﬁ 2

— pieni SL

(fi) F&P Solo™ Nasal 94200124SOLONMSL017D -
SLN1MSL | (nenamaski ylipainehoitoon) RO30101 | 2 |5o8?

— keskikokoinen SL

(fi) F&P Solo™ Nasal 94200124SOLONMSL017D -
SLN1LSL |(nenamaski ylipainehoitoon) R030101 | lla ggﬁ 2

— suuri SL

(fi) F&P Solo™ Nasal 94200124SOLONMSL017D -
SLN1WSL | (nenamaski ylipainehoitoon) RO30101 | 2 |5o8?

—leved SL
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F&P OSA Masks Asiakirjan nro: REG—1317
Versio: F

(fiy F&P Solo™ Nasal -
SLN1SML | \ensimaski ylipainehoitoon)  |94200124SOLONMSLo17D | R930101 lla Rule 2
SL Scl 1

— SML SL

(fi) F&P Solo™ Pillows 94200124SOLOPMSL0187 -
SLP1SSL (qengtyyny ) o R030101 | lla Rule 2

ylipainehoitomaskiin) — pieni Scl1

SL

(fiy F&P Solo™ Pillows 94200124SOLOPMSL0187 -
SLP1MSL (qengtyyny ) R030101 | lla Rule 2

ylipainehoitomaskiin) — Scl 1

keskikokoinen SL

(fi) F&P Solo™ Pillows 94200124SOLOPMSL0187 -
SLP1LSL (qengtyyny ) _ R030101 | lla Rule 2

ylipainehoitomaskiin) — suuri Scl1

SL

(fiy F&P Solo™ Pillows 94200124SOLOPMSL0187 -
SLP1SML |(nenatyynyt R030101 | lla Rule 2
SL ylipainehoitomaskiin) — SML Scl1

SL
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N°dudoc.: REG-1317

Révision: F

French Francais

Groupe de dispositifs selon
le certificat CE

R030101 — Masques de ventilation

Objectif prévu selon le
certificat CE

Classe lla

Gamme de dispositifs
médicaux

F&P OSA Masks

Fabricant

Fisher & Paykel Healthcare Ltd

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, Nouvelle-Zélande
SRN NZ-MF-000002556

Représentant autorisé

Fisher & Paykel Healthcare SAS

10 Avenue du Québec, Batiment F5, BP 512, Villebon-sur-Yvette,
91946 Courtaboeuf Cedex, France

SRN FR-AR-000000294

Organisme notifié

TUV SUD Product Service GmbH
Ridlerstr 65, D-80339 Miunchen, Allemagne
Numéro NB 0123

Evaluation de la conformité

Classe lla, lIb, Il : Annexe IX - QMS et Annexe IX Chap. Il

Validité de cette
déclaration

Cette déclaration de conformité, pour chaque modéle répertorié,
est valable a partir de la date de début enregistrée par rapport au
modéle et aussi longtemps que le modele est répertorié sur la DC.
Lorsqu’un modele n’est plus couvert par la DC, une date d’arrét est
ajoutée.

Certificat CE (MDR)

Certificat CE n° G10 010815 0039

Cette déclaration de conformité UE est émise sous la seule responsabilité du fabricant.

Nous, le fabricant, déclarons que les dispositifs médicaux mentionnés:
e Sont conformes au réglement 2017/745 sur les dispositifs médicaux (RDM).
e Sont conformes a toute autre législation pertinente de I'UE prévoyant la délivrance d'une
déclaration de conformité UE, indiquée ci-dessous:

Autre législation

1) Directive 2011/65/UE modifiée par 2015/863 sur la limitation de I'utilisation de
certaines substances dangereuses dans les équipements électriques et électroniques

(RoHS).

Il a été démontré que les exigences spécifiées a l'article 4 ont été satisfaites.

2) Directive relative aux équipements radioélectriques (RED) 2014/53/UE.
Nous, le fabricant, déclarons sous notre seule responsabilité que les dispositifs
meédicaux mentionnés satisfont aux dispositions de la directive du Conseil 2014/53/UE.

Created using TMP-432_g — Parent procedure JI-651
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Déclaration de conformité RDM - Union européenne

F&P OSA Masks

Page 35 de 92

N° du doc. :

REG -1317

Révision: F

Dispositifs médicaux

REF. Marque de commerce UDI-DI de base EMDN ezl Classe Reg_leme A:ut_re .
S communes ntation législation
Masque facial pour traitement Rule 2
VIT1SU par PPC F&P Vitera™ — Petit | 94200124VITERAFFM01PH R030101 |- lla Sl 1
u
Masque facial pour traitement Rule 2 -
VIT1MU par PPC F&P Vitera™ — 94200124VITERAFFMO1PH R030101 |- lla Scl 1
Moyen U
Masque facial pour traitement Rule 2 -
VIT1LU par PPC F&P Vitera™ — 94200124VITERAFFMO1PH R030101 |- lla Sl 1
Grand U
Masque facial pour traitement Rule 2 -
VIT1SSU |par PPC F&P Vitera™ — 94200124VITERAFFMO1PH R030101 |- lla Scl 1
Petit/Petit U
Masque facial pour traitement Rule 2 -
VITIMMU |par PPC F&P Vitera™ — 94200124VITERAFFMO1PH R030101 |- lla Scl 1
Moyen/Moyen U
Masque facial pour traitement Rule 2 -
VIT1LLU par PPC F&P Vitera™ — 94200124VITERAFFMO1PH R030101 |- lla Sl 1
Grand/Grand U
Masque facial pour traitement Rule 2 -
VITIMLU |par PPC F&P Vitera™ — 94200124VITERAFFMO1PH R030101 |- lla
Scl1
Moyen/Grand U
Masque facial pour traitement Rule 2 -
VIT1SSL |par PPC F&P Vitera™ — Petit | 94200124VITERAFFMO1PH R030101 |- lla S::ﬁ
SL
Masque facial pour traitement Rule 2 -
VITIMSL |par PPC F&P Vitera™ — 94200124VITERAFFMO1PH R030101 |- lla Sl 1
Moyen SL
Created using TMP-432_g— Parent procedure JI-651
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Déclaration de conformité RDM - Union européenne -
Révision: F

Masque facial pour traitement Rule 2 -
VITILSL |par PPC F&P Vitera™ — 94200124VITERAFFMO1PH R030101 |- lla Sl 1

Grand SL

Masque facial pour traitement Rule 2 -
VIT1IMLSL |par PPC F&P Vitera™ — 94200124VITERAFFMO1PH R030101 |- lla Scl 1

Moyen/Grand SL

F&P Solo™ Nasal (masque |94200124SOLONMO01BF -
SLN1SU nasal de traitement par PPC) R030101 |_ lla ggllt—:; 2

— Petit U

F&P Solo™ Nasal (masque |94200124SOLONMO001BF -
SLN1MU |nasal de traitement par PPC) R030101 | lla ggﬁ 2

— Moyen U

F&P Solo™ Nasal (masque |94200124SOLONMO001BF -
SLN1LU nasal de traitement par PPC) R030101 | lla ggllt—:; 2

— Grand U

F&P Solo™ Nasal (masque |94200124SOLONMO01BF -
SLN1WU | nasal de traitement par PPC) R030101 | lla gglle% 2

—Large U
SLN1SML F&P SoIoT“"_NasaI (masque |94200124SOLONMO01BF R030101 Rule 2 -
U nasal de traitement par PPC) - lla Scl 1

-SML U

F&P Solo™ Nasal (masque |94200124SOLONMO01BF -
SLN1SSU |nasal de traitement par PPC) R030101 |_ lla ggllt—:; 2

— Petit Petit U

F&P Solo™ Nasal (masque |94200124SOLONMO01BF -
SLN1MMU |nasal de traitement par PPC) R030101 | lla ggﬁ 2

— Moyen Moyen U

F&P Solo™ Nasal (masque |94200124SOLONMO01BF -
SLNILLU |nasal de traitement par PPC) R030101 |_ lla 52:61 2

— Grand Grand U

F&P Solo™ Pillows (masque |94200124SOLOPMO001C5 -
SLP1SU narinaire de traitement par R030101 | lla ggﬁ 2

PPC) — Petit U

Created using TMP-432_g— Parent procedure JI-651
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Déclaration de conformité RDM - Union européenne -
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F&P Solo™ Pillows (masque |94200124SOLOPMO001C5 -
SLP1MU narinaire de traitement par R030101 lla ggllt—:; 2
PPC) — Moyen U
F&P Solo™ Pillows (masque |94200124SOLOPMO001C5 -
SLP1LU narinaire de traitement par R030101 | lla ggﬁ 2
PPC) — Grand U
SLP1SML F&l.: S.oloTM PiIIlows (masque |94200124SOLOPMO001C5 R030101 Rule 2 -
U narinaire de traitement par - lla Scl 1
PPC)-SML U
F&P Solo™ Pillows (masque |94200124SOLOPMO001C5 -
SLP1SSU |narinaire de traitement par R030101 | lla ggﬁ 2
PPC) — Petit Petit U
F&P Solo™ Pillows (masque |94200124SOLOPMO001C5 -
SLP1MMU |narinaire de traitement par R030101 |_ lla ggllt—:; 2
PPC) — Moyen Moyen U
F&P Solo™ Pillows (masque |94200124SOLOPMO001C5 -
SLP1LLU |narinaire de traitement par R030101 |_ lla gglle% 2
PPC) — Grand Grand U
F&P Solo™ Nasal (masque |94200124SOLONMSL017D -
SLN1SSL |nasal de traitement par PPC) R030101 | lla Rule 2
. Scl1
— Petit SL
F&P Solo™ Nasal (masque |94200124SOLONMSLO017D -
SLN1MSL |nasal de traitement par PPC) R030101 |_ lla g“'e 2
cl1
— Moyen SL
F&P Solo™ Nasal (masque |94200124SOLONMSL017D -
SLN1LSL [|nasal de traitement par PPC) R030101 | lla Rule 2
Scl1
— Grand SL
F&P Solo™ Nasal (masque |94200124SOLONMSLO017D -
SLN1WSL |nasal de traitement par PPC) R030101 |_ lla g“'e 2
cl1
—Large SL
™ -
SLN1SML F&P Solo _Nasal (masque |94200124SOLONMSL017D R030101 Rule 2
SL nasal de traitement par PPC) - lla Scl 1
— SML SL
Created using TMP-432_g— Parent procedure JI-651
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F&P Solo™ Pillows (masque |94200124SOLOPMSL0187 -
SLP1SSL |narinaire de traitement par R030101 lla g:;lllt—:; 2

PPC) — Petit SL

F&P Solo™ Pillows (masque |94200124SOLOPMSL0187 -
SLP1MSL |narinaire de traitement par R030101 | lla ggﬁ 2

PPC) — Moyen SL

F&P Solo™ Pillows (masque |94200124SOLOPMSL0187 -
SLP1LSL |narinaire de traitement par R030101 lla g:;lllt—:; 2

PPC) — Grand SL
SLP1SML F&E S_oloTM PiII.ows (masque |94200124SOLOPMSL0187 R030101 Rule 2 -
SL narinaire de traitement par - lla Scl 1

PPC) — SML SL

Created using TMP-432_g— Parent procedure JI-651
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Revision: F

German Deutsch

Gerategruppe gemal EC-
Zertifikat

R030101 — Beatmungsmasken

Verwendungszweck gemaR
EC-Zertifikat

Klasse lla

Medizinproduktgruppe

F&P OSA Masks

Hersteller

Fisher & Paykel Healthcare Ltd

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, Neuseeland

SRN NZ-MF-000002556

Bevollmachtigter Vertreter

Fisher & Paykel Healthcare SAS

10 Avenue du Québec, Batiment F5, BP 512, Villebon-sur-Yvette,
91946 Courtaboeuf Cedex, Frankreich

SRN FR-AR-000000294

Benannte Stelle

TUV SUD Produkt Service GmbH
Ridlerstr 65, D-80339 Munchen, Deutschland
NB-Nummer 0123

Konformitatsbewertung

Klasse lla, llb, Ill: Anhang IX — QMS und Anhang IX Kap. Il

Giiltigkeit dieser Erklarung

Diese Konformitatserklarung ist fiir jedes aufgelistete Modell ab
dem flr das Modell eingetragenen Startdatum und so lange gliltig,
wie das Modell in der DoC aufgeflihrt ist.

Wenn ein Modell nicht mehr durch die DoC abgedeckt ist, wird ein
Auslaufdatum hinzugeflgt.

EG-Zertifikat (MDR)

EG-Zertifikat Nr G10 010815 0039

Diese EU-Konformitatserklarung wird in alleiniger Verantwortung des Herstellers ausgestellit.

Wir, der Hersteller, erklaren, dass die genannten Medizinprodukte:
¢ mit der Verordnung 2017/745 tGber Medizinprodukte (MDR) konform sind.
e mit allen anderen einschlagigen Rechtsvorschriften der Union konform sind, die die
Ausstellung einer EU-Konformitatserklarung vorsehen (siehe unten):

Andere Gesetzgebung

1) Richtlinie 2011/65/EU, geandert durch 2015/863, zur Beschrankung der Verwendung
bestimmter gefahrlicher Stoffe in Elektro- und Elektronikgeraten (RoHS).
Es wurde nachgewiesen, dass die in Artikel 4 genannten Anforderungen erfullt sind.

2) Richtlinie 2014/53/EU Funkanlagen (RED).
Wir, der Hersteller, erklaren in alleiniger Verantwortung, dass die genannten
Medizinprodukte den Bestimmungen der Richtlinie 2014/53/EU das Rates

entsprechen.
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Medizinprodukte
Allgemeine Andere
REF Handelsname Basic UDI-DI EMDN Spezifikatione |Klasse |Regel Gesetzgebung
n
F&P Vitera™ Rule 2 |
VIT1SU Vollgesichtsmaske fiir die PAP- |94200124VITERAFFMO1PH |R030101 |- lla Sl 1
Therapie — Klein U
F&P Vitera™ Rule 2 |
VIT1MU Vollgesichtsmaske fiir die PAP- |94200124VITERAFFMO1PH |R030101 |- lla
) . Scl1
Therapie — Mittel U
F&P Vitera™ Rule 2 |
VIT1LU Vollgesichtsmaske fir die PAP- |94200124VITERAFFMO1PH |R030101 |- lla
) Scl1
Therapie — Grofl3 U
F&P Vitera™ Rule 2 |
VIT1SSU |Vollgesichtsmaske fiir die PAP- |94200124VITERAFFMO1PH |R030101 |- lla
: . . Scl1
Therapie — Klein/Klein U
F&P Vitera™ Rule 2 |
VITIMMU |Vollgesichtsmaske fir die PAP- |94200124VITERAFFMO01PH |R030101 |- lla
) . . Scl1
Therapie — Mittel/Mittel U
F&P Vitera™ Rule 2 |
VIT1LLU |Vollgesichtsmaske fiir die PAP- |94200124VITERAFFMO1PH |R030101 |- lla
: Scl1
Therapie — Grof3/Grol3 U
F&P Vitera™ Rule 2 |
VIT1IMLU |Vollgesichtsmaske fir die PAP- |94200124VITERAFFMO1PH |R030101 |- lla
) . Scl1
Therapie — Mittel/Grof3 U
F&P Vitera™ Rule 2 |
VIT1SSL |Vollgesichtsmaske fiir die PAP- |94200124VITERAFFMO1PH |R030101 |- lla Scl 1
Therapie — Klein SL
F&P Vitera™ Rule 2 |
VITIMSL |Vollgesichtsmaske fiir die PAP- |94200124VITERAFFMO1PH |R030101 |- lla
) . Scl1
Therapie — Mittel SL
Created using TMP-432_g — Parent procedure JI-651
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F&P Vitera™ Rule 2 |

VITILSL |Vollgesichtsmaske fiir die PAP- |94200124VITERAFFMO01PH |R030101 |- lla S
. cl1

Therapie — Grof3 SL

F&P Vitera™ Rule 2 |-
VITIMLSL |Vollgesichtsmaske fir die PAP- |94200124VITERAFFMO01PH |R030101 |- lla Scl 1

Therapie — Mittel/Grof} SL
SLN1SU F&P Solo™ Nasal (Nasale 94200124SOLONMO01BF R030101 | _ lla Rule 2 |-

PAP-Therapiemaske) — Klein U Scl 1
SLN1MU F&P Solo™ Nasal (Nasale 94200124SOLONMO01BF R030101 | _ lla Rule 2 |-

PAP-Therapiemaske) — Mittel U Scl1
SLN1LU F&P Solo™ Nasal (Nasale 94200124SOLONMO01BF R030101 | _ lla Rule 2 |-

PAP-Therapiemaske) — Grof3 U Scl1
SLN1WU F&P Solo™ Nasal (Nasale 94200124SOLONMO01BF R030101 | _ lla Rule 2 |-

PAP-Therapiemaske) — Weite U Scl 1
SLN1SML |F&P Solo™ Nasal (Nasale 94200124SOLONMO01BF R030101 |_ lla Rule 2 |-
U PAP-Therapiemaske) — SML U Scl1

F&P Solo™ Nasal (Nasale 94200124SOLONMO01BF -
SLN1SSU |PAP-Therapiemaske) — Klein R030101 | la  |ga%?

Klein U

F&P Solo™ Nasal (Nasale 94200124SOLONMO01BF -
SLN1MMU |PAP-Therapiemaske) — Mittel RO30101 | 2 |5o8?

Mittel U

F&P Solo™ Nasal (Nasale 94200124SOLONMO01BF -
SLN1LLU |PAP-Therapiemaske) — GroR R030101 | lla ggl'ﬁ 2

GroR U

F&P Solo™ Pillows 94200124SOLONMO01BF -
SLP1SU  |(Nasenkissen fiir PAP- RO30101 | 2 |5o8?

Therapiemaske) — Klein U

F&P Solo™ Pillows 94200124SOLONMO01BF -
SLPIMU |(Nasenkissen fiir PAP- R030101 | lla ggl'ﬁ 2

Therapiemaske) — Mittel U
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F&P Solo™ Pillows 94200124SOLONMO01BF -
SLP1LU | (Nasenkissen fir PAP- R030101 lla 52:61 2
Therapiemaske) — Grof3 U
sLp1sML |F&P Solo™ Pillows 94200124SOLONMO01BF RO30101 Rule 2 |-
U (Nasenkissen flr PAP- - lla Scl 1
Therapiemaske) — SML U
F&P Solo™ Pillows 94200124SOLONMO01BF -
SLP1SSU |(Nasenkissen fiir PAP- R030101 |_ lla 52:61 2
Therapiemaske) — Klein Klein U
F&P Solo™ Pillows 94200124SOLONMO01BF -
(Nasenkissen flir PAP- R030101 | Rule 2
SLPAMMU | 1 e rapiemaske) — Mittel Mittel lla Scl 1
U
F&P Solo™ Pillows 94200124SOLONMO01BF -
SLPALLU |(Nasenkissen fir PAP- R030101 lla 52:61 2
Therapiemaske) — Grof3 Grof3 U
F&P Solo™ Nasal (Nasale 94200124SOLONMSL017D -
SLN1SSL |PAP-Therapiemaske) — Klein RO30101 1 la  |Rule2
Scl 1
SL
F&P Solo™ Nasal (Nasale 94200124SOLONMSLO017D -
SLNTMSL |PAP-Therapiemaske) — Mittel R030101 1. la  |Rule2
Scl 1
SL
F&P Solo™ Nasal (Nasale 94200124SOLONMSL017D -
SLN1LSL |PAP-Therapiemaske) — Gros RO30101 | la  |Rule?2
Scl 1
SL
F&P Solo™ Nasal (Nasale 94200124SOLONMSLO017D -
SLN1WSL |PAP-Therapiemaske) — Weite RO30101 | lla Rule 2
Scl 1
SL
SLN1SML |F&P Solo™ Nasal (Nasale 94200124SOLONMSL017D  |R030101 | la Rule 2 |-
SL PAP-Therapiemaske) — SML SL Scl 1
F&P Solo™ Pillows 94200124SOLOPMSL0187 -
SLP1SSL |(Nasenkissen fiir PAP- R030101 | lla ggl'ﬁ 2
Therapiemaske) — Klein SL
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F&P Solo™ Pillows 94200124SOLOPMSL0187 -
SLPIMSL |(Nasenkissen fiir PAP- RO30101 2 |5o8?

Therapiemaske) — Mittel SL

F&P Solo™ Pillows 94200124SOLOPMSL0187 -
SLP1LSL |(Nasenkissen fiir PAP- RO30101 | lla ggl'ﬁ 2

Therapiemaske) — Grof3 SL

™ i -

SLP1SML F&P Solp Pillows 94200124SOLOPMSL0187 R030101 Rule 2
SL (Nasenkissen PAP- lla Scl 1

Therapiemaske) — SML SL
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AfAwon ouppodpewong MDR — EupwTraikr) ‘Evwon
F&P OSA Masks

YeAlba 44 and 92

Ap. eyyp.: REG-1317

AvaBewpnon: F

Greek EAANVIKG

Oupada TeXVOAoyIKWV
MPOIOVTWY CUNPWVA HE TO
mioTotroIinTikKé EK

R030101 — Mdokeg agpiopou-

MpoBAemépevn Xpnon
oUu@WVA JE TO
mioToTroinTiké EK

Katnyopia lla

Oikoyévela F&P OSA Masks
I0TPOTEXVOAOYIKWV

TMPOIOVTWV

KataokeuaoTng Fisher & Paykel Healthcare Ltd

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, Néa ZnAavdia
SRN NZ-MF-000002556

ESouciodoTnuévog
AvTiITTpOoWITOG

Fisher & Paykel Healthcare SAS

10 Avenue du Québec, Batiment F5, BP 512,
Villebon-sur-Yvette, 91946 Courtaboeuf Cedex, MaAAia
SRN FR-AR-000000294

Koivotroinpévog
opyaviouog

TUV SUD Product Service GmbH
Ridlerstr 65, D-80339 Miinchen, eppavia
Ap1Buo6g NB 0123

AgloAdynon cuppépewong

Katnyopia lla, lIb, lll: Map&ptnua IX — QMS kai Mapdptnua IX
Keo. Il

EykupoétnTa Tng mapoucag
dnAwong

H mrapouoa AfAwon Zuppdpewong, yia KGBe JovTEAO TTOU
TTapaTiOeTal, I0XUElI OTTO TNV NUEPOPNVia £€vapéng TTou
Kataypd@eTal yia To JOVTEAO Kal YIa 0G0 SIACTNUA TO JOVTEAO
mepIhapBaveral otnv DoC.

Ortav éva povtélo dev kaAuTrTeTal TTAéov atrd Tnv DoC, rpooTiBeTal
Mia NuEPONVia dIAKOTTAG.

MoTomroinTiké EK (MDR)

MoTtotroinmikd EK apiB. G10 010815 0039

H mmapouca ARAwon Zuppopewong EE ekdidetal e TNV aTTOKAEIOTIKA €UBUVN TOU KATAOKEUAOTH.

Epeig, o kataokeuaaTrg, SNAWVOUUE OTI TO AVOPEPOPEVA IATPOTEXVOAOYIKA TTPOIGVTA:
o  Zuppop@wvovTtal ue Tov Kavovioud 2017/745 yia 1a iatpotexvoAloyikd mpoiévra (MDR).
e  JUMMOP®WVOVTAI PE OTTOIOBNTTOTE GAAN OXETIKN vouoBeaia Tng ‘Evwong Tou TpoBAETTEI TRV
ékdoon dnAwaong cupudpewaong EE, 6TTwg onueIwveTal TTAPAKATW:

AAAN vopoBecoia

1) Odnyia 2011/65/EE 611w¢ TpoTTotroIfienke atrd tnv odnyia 2015/863 yia Tov TTEPIOPICHO TNG
XPNONG OPICUEVWYV ETTIKIVOUVWY OUCIWV O€ NAEKTPIKG Kal NAEKTPOVIKO £€OTTAICUO(ROHS).
‘Exel katadeixBei 611 TTAnpoUvTal 01 aTTaITACEIG TOU ApBpou 4.

2) Obnyia 2014/53/EE vyia Tov padioggotTAiopo (RED).
Epeig, o kataokeuaoTAg, SNAWVOUE e ATTOKAEIOTIKA Pag euBUvn OTI TA avapepOEvVa
IOTPOTEXVOAOYIKA TTpoidvTa TTANPOUV TIG diaTtdgelg Tng Odnyiag 2014/53/EE Tou ZupouAiou.
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larpoTeXVOAOYIKA TTPOIOVTA
REF Eutropiki ovopaoia Baoiké UDI-DI EMDN N Karnyopia |Kavévag |AAAn vopoBecia
mpodlaypapég

VIT1SU Mdoka TAApoug TTpoocwTou  |94200124VITERAFFMO1P |R030101 - lla Rule 2 -
F&P Vitera™ yia Bepartreia H Scl 1
PAP — Mikpry U

VIT1MU Mdoka TARpoug TTpoocwTou  |94200124VITERAFFMO1P |R030101 - lla Rule 2 -
F&P Vitera™ yia Bepartreia H Scl 1
PAP — Meoaia U

VIT1LU Mdoka TARpoug TTpoocwTou  |94200124VITERAFFMO1P |R030101 - lla Rule 2 -
F&P Vitera™ yia Bepartreia H Scl1
PAP — MgydAn U

VIT1SSU |Mdoka mAfRpoug poocwTiou | 94200124VITERAFFMO1P  |R030101 - lla Rule 2 -
F&P Vitera™ yia Beparreia H Scl 1
PAP — Mikpry/Mikpr) U

VITIMMU |Mdoka TAfRpoug poocwTiou | 94200124VITERAFFMO1P  |R030101 - lla Rule 2 -
F&P Vitera™ yia Bepatreia H Scl 1
PAP — Meoaia/Meoaia U

VIT1LLU Mdoka TTAfpoug TTpoowTtrou | 94200124VITERAFFMO1P |R030101 - lla Rule 2 -
F&P Vitera™ yia Bepatreia H Scl 1
PAP — MeydaAn/Meydin U

VITIMLU |Mdoka mAfRpoug poocwtiou | 94200124VITERAFFMO1P |R030101 - lla Rule 2 -
F&P Vitera™ yia Bepatreia H Scl 1
PAP — Meoaia/MeydAn U
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SLN1SU F&P Solo™ Nasal (Pivikn 94200124SOLONMO01BF | R030101 - lla Rule 2
Mdoka O¢epatreiag PAP) — Scl1
Mikpn U

SLN1MU |F&P Solo™ Nasal (Pivikn 94200124SOLONMO01BF |R030101 - lla Rule 2
Mdoka O¢epatreiag PAP) — Scl 1
Meoaia U

SLN1LU F&P Solo™ Nasal (Pivikn 94200124SOLONMO01BF | R030101 - lla Rule 2
Mdoka O¢epatreiag PAP) — Scl1
Meydain U

SLN1WU |F&P Solo™ Nasal (Piviki 94200124SOLONMO0O1BF |R030101 - lla Rule 2
Mdoka Oepatreiag PAP) — Scl 1
®apdia U

SLN1SML |F&P Solo™ Nasal (Pivikn 94200124SOLONMO01BF |R030101 - lla Rule 2

U Mdaoka O¢epatreiag PAP) — Scl 1
SML U

SLN1SSU |F&P Solo™ Nasal (Pivikn 94200124SOLONMO01BF | R030101 - lla Rule 2
Mdoka O¢epatreiag PAP) — Scl 1
Mikpr} Mikpry U

SLN1MMU |F&P Solo™ Nasal (Pivikn 94200124SOLONMO01BF |R030101 - lla Rule 2
Mdoka O¢epatreiag PAP) — Scl 1
Meoaia Meoaia U

SLN1LLU |F&P Solo™ Nasal (Pivikn 94200124SOLONMO01BF | R030101 - lla Rule 2
Mdoka O¢epatreiag PAP) — Scl 1
MeydaAn Meydin U

SLP1SU F&P Solo™ Pillows (Pivikn 94200124SOLOPMO001C5 |R030101 - lla Rule 2
Mdoka O¢epatreiag PAP pe Scl 1
Maéihapdkia) — Mikpry U
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SLP1MU |F&P Solo™ Pillows (Piviki 94200124SOLOPMO001C5 |R030101 - lla Rule 2
Mdoka O¢epatreiag PAP ue Scl1
Maéihapdkia) — Meoaia U

SLP1LU F&P Solo™ Pillows (Pivikn 94200124SOLOPMO001C5 |R030101 - lla Rule 2
Mdoka Oepatreiag PAP pe Scl 1
Maéihapdkia) — MeydAn U

SLP1SML |F&P Solo™ Pillows (Piviki 94200124SOLOPMO001C5 |R030101 - lla Rule 2

U Mdoka O¢epatreiag PAP ue Scl1
MaéiAapdkia) — SML U

SLP1SSU |F&P Solo™ Pillows (Pivikr 94200124SOLOPMO001C5 |R030101 - lla Rule 2
Mdoka Oepatreiag PAP pe Scl 1
Maéihapdkia) — Mikpry Mikpn)
U

SLP1MMU |F&P Solo™ Pillows (Piviki 94200124SOLOPMO001C5 |R030101 - lla Rule 2
Mdoka O¢epatreiag PAP ue Scl 1
Maéihapdkia) — Meoaia
Meoaia U

SLP1LLU |F&P Solo™ Pillows (Pivikr 94200124SOLOPMO001C5 |R030101 - lla Rule 2
Mdoka Oepatreiag PAP pe Scl 1
Maéihapdkia) — MeydAn
MeydAn U
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HEALTHCARE

MDR-megfelel6ségi nyilatkozat — Eurdpai Unio

Véltozat: F

Hungarian Magyar

EK-tanusitvany szerinti

eszkoézcsoport R030101 — Lélegeztetémaszkok

EK-tanusitvany szerinti lla. osztaly

rendeltetés

Orvostechnikai F&P OSA Masks

eszkozcsalad

Gyarto Fisher & Paykel Healthcare Ltd

Maurice Paykel I?Iace 15, Kelet-Tamaki,
Auckland 2013, Uj-Zéland
SRN NZ-MF-000002556

Meghatalmazott képvisel6 Fisher & Paykel Healthcare SAS

10 Avenue du Québec, Batiment F5, BP 512, Villebon-sur-Yvette,
91946 Courtaboeuf Cedex, Franciaorszag

SRN FR-AR-000000294

Bejelentett szervezet TUV SUD Product Services GmbH
Ridlerstr 65, D-80339 Minchen, Németorszag
NB-szam: 0123

Megfelel6ségi értékelés lla., lib., 1ll. osztaly: IX. melléklet — MIR és IX. melléklet II. fejezet
MUszaki dokumentacio

A nyilatkozat érvényessége |Ez a megfeleléségi nyilatkozat — minden felsorolt modell esetén —
a modellhez tartozé kezd6 datumtol kezdve mindaddig érvényes,
amig a modell szerepel a megfeleléségi nyilatkozatban.

Ha egy modellre mar nem terjed ki a DoC hatalya, akkor egy
megszinési datumot kell hozzaadni.

EK-tanusitvany (MDR) G10 010815 0039 szamu EK-tanusitvany

Ezt az EU-medfeleléségi nyilatkozatot a gyartd kizarolagos feleléssége mellett allitjak ki.

Mi, a gyarto kijelentjik, hogy a megjeldlt orvostechnikai eszk6zok:

o Megfelelnek az orvostechnikai eszkdzokrél szo6ld 2017/745/EK (MDR) rendeletnek.

° Megfelelnek az alabbiakban felsorolt, az EU-megfelel6ségi nyilatkozat kiadasat el6iré egyéb
vonatkozo6 unids jogszabalyoknak:

Egyéb jogszabalyok

1) Az egyes veszélyes anyagok elektromos és elektronikus berendezésekben valo
alkalmazasanak korlatozasarol szold, a 2015/863/EU iranyelvvel médositott
2011/65/EU iranyelv.

Bebizonyosodott, hogy a 4. cikkben meghatarozott kdvetelmények teljesiinek.

2) A 2014/53/EU iranyelv radidberendezésekrél (Radio Equipment Directive — RED).
Mi, a gyartd, sajat kizarolagos felelésséglinkre kijelentjik, hogy a megadott
orvostechnikai eszkdzdk megfelelnek a 2014/53/EU tanacsi iranyelv rendelkezéseinek.
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Fisheré Paykel Oldal: 49/92
MDR-megfelel6ségi nyilatkozat — Eurdpai Unio -
F&P OSA Masks Dok. szama: REG-—-1317
Valtozat: F
Orvostechnikai eszk6zok
HIV Kereskedelmi név Egyszerii UDI-DI EmDN |K©626s Osztaly | Szabaly | E9Y€P
: specifikaciok jogszabalyok

N/A
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Dichiarazione di conformita MDR — Unione Europea )
F&P OSA Masks Doc. No:  REG—1317

Revisione: F

Italian Italiano
Gruppo di dispositivi come
da certificato CE R030101 - Maschere per ventilazione
Scopo previsto come da Classe lla
certificato CE
Famiglia di dispositivi F&P OSA Masks
medici
Produttore Fisher & Paykel Healthcare Ltd

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, Nuova Zelanda
SRN NZ-MF-000002556

Rappresentate autorizzato Fisher & Paykel Healthcare SAS

10 Avenue du Québec, Batiment F5, BP 512, Villebon-sur-Yvette,
91946 Courtaboeuf Cedex, Francia

SRN FR-AR-000000294

Organismo notificato TUV SUD Product Service GmbH
Ridlerstr 65, D-80339 Monaco, Germania
Numero ON 0123

Valutazione della Classe lla, lIb, 1lI: Allegato IX — QMS e Allegato IX Capitolo
conformita

Validita di questa La presente Dichiarazione di conformita, per ogni modello
Dichiarazione elencato, & valida dalla data di inizio registrata rispetto al modello e

per tutto il tempo in cui il modello & elencato nella DoC.
Quando un modello non & piu coperto dalla DoC, viene aggiunta
una data di cessazione.

Certificato CE (MDR) Certificato CE n. G10 010815 0039

La presente dichiarazione di conformita UE viene rilasciata sotto I'esclusiva responsabilita del
produttore.

Noi, il produttore, dichiariamo che i dispositivi medici indicati:
o  Sono conformi al Regolamento 2017/745 sui dispositivi medici (MDR).
e  Sono conformi a qualsiasi altra normativa dell’Unione Europea pertinente, che prevede |l
rilascio di una dichiarazione di conformita UE, di seguito indicata:

Altra legislazione

1) Direttiva 2011/65/UE, modificata dalla 2015/863, relativa alla limitazione dell’'uso di
determinate sostanze pericolose nelle apparecchiature elettriche ed elettroniche
(RoHS).

E stato dimostrato che i requisiti di cui all’articolo 4 sono stati soddisfatti.

2) Direttiva 2014/53/UE sulle apparecchiature radio (RED).
Noi, il produttore, dichiariamo sotto la nostra esclusiva responsabilita che i dispositivi
medici indicati soddisfano le disposizioni della Direttiva del Consiglio 2014/53/UE.
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Dispositivi medici
RIF Nome depositato UDI-DI base empn  |Specifiche |0 ce |Regola |AltrA
comuni legislazione

Maschera oro-nasale F&P Rule 2
VIT1SU Vitera™ per terapia PAP - |94200124VITERAFFM01PH R030101 - lla Scl 1 -

Small U

Maschera oro-nasale F&P Rule 2
VIT1MU Vitera™ per terapia PAP - |94200124VITERAFFM01PH R030101 - lla Sl 1 -

Medium U

Maschera oro-nasale F&P Rule 2
VIT1LU Vitera™ per terapia PAP - |94200124VITERAFFM01PH R030101 - lla Sl 1 -

Large U

Maschera oro-nasale F&P Rule 2
VIT1SSU |Vitera™ per terapia PAP - |94200124VITERAFFMO01PH R030101 - lla Sl 1 -

Small/Small U

Maschera oro-nasale F&P Rule 2
VITIMMU | Vitera™ per terapia PAP - |94200124VITERAFFMO1PH R030101 - lla Sl 1 -

Medium/Medium U

Maschera oro-nasale F&P Rule 2
VIT1LLU Vitera™ per terapia PAP - |94200124VITERAFFM01PH R030101 - lla Sl 1 -

Large/Large U

Maschera oro-nasale F&P Rule 2
VITIMLU |Vitera™ per terapia PAP - |94200124VITERAFFMO1PH R030101 - lla Sl 1 -

Medium/Large U

Maschera oro-nasale F&P Rule 2
VIT1SSL |Vitera™ per terapia PAP - |94200124VITERAFFMO1PH R030101 - lla Scl 1 -

Small SL

Maschera oro-nasale F&P Rule 2
VITIMSL |Vitera™ per terapia PAP - |94200124VITERAFFMO1PH R030101 - lla Sl 1 -

Medium SL
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Revisione: F
Maschera oro-nasale F&P Rule 2
VIT1LSL Vitera™ per terapia PAP - |94200124VITERAFFM01PH R030101 - lla Sl 1
Large SL
Maschera oro-nasale F&P Rule 2
VITIMLSL |Vitera™ per terapia PAP - |94200124VITERAFFMO01PH R030101 - lla Sl 1
Medium/Large SL
™
SLN1SU F&P Solo™ Nasal 94200124SOLONMO0O1BF R030101 Rule 2
(Maschera nasale per - lla Scl 1
terapia PAP) — Small U
™
SLN1MU |F&P Solo™ Nasal 94200124SOLONMO001BF R030101 Rule 2
(Maschera nasale per - lla Scl 1
terapia PAP) — Medium U
SLN1LU F&P Solo™ Nasal 94200124SOLONMO001BF R030101 Rule 2
(Maschera nasale per - lla Scl 1
terapia PAP) — Large U
™
SLN1WU |F&P Solo™ Nasal 94200124SOLONMO0O1BF R030101 Rule 2
(Maschera nasale per - lla Scl 1
terapia PAP) — Wide U
™
SLN1SML |F&P Solo™ Nasal 94200124SOLONMO001BF R030101 Rule 2
U (Maschera nasale per - lla Scl 1
terapia PAP) — SML U
SLN1SSU |F&P Solo™ Nasal 94200124SOLONMO0O1BF
(Maschera nasale per R030101 ) lla Rule 2
terapia PAP) — Small Small Scl 1
U
SLN1MMU |F&P Solo™ Nasal 94200124SOLONMO001BF
(Maschera nasale per RO30101 | lla Rule 2
terapia PAP) — Medium Scl1
Medium U
SLN1LLU |F&P Solo™ Nasal 94200124SOLONMO0O1BF
(Maschera nasale per R030101 ) lla Rule 2
terapia PAP) — Large Large Scl 1

u
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SLP1SU F&P Solo™ Pillows 94200124SOLOPMO001C5
(Maschera a cuscinetti R030101 lla Rule 2
nasali per terapia PAP) — Scl 1
Small U

SLP1MU |F&P Solo™ Pillows 94200124SOLOPMO001C5
(Maschera a cuscinetti R030101 lla Rule 2
nasali per terapia PAP) — Scl1
Medium U

SLP1LU F&P Solo™ Pillows 94200124SOLOPMO001C5
(Maschera a cuscinetti R030101 lla Rule 2
nasali per terapia PAP) — Scl 1
Large U

SLP1SML |F&P Solo™ Pillows 94200124SOLOPMO001C5

U (Maschera a cuscinetti R030101 lla Rule 2
nasali per terapia PAP) — Scl1
SML U

SLP1SSU |F&P Solo™ Pillows 94200124SOLOPMO001C5
(Maschera a cuscinetti R030101 lla Rule 2
nasali per terapia PAP) — Scl 1
Small Small U

SLP1MMU |F&P Solo™ Pillows 94200124SOLOPMO001C5
(Maschera a cuscinetti R030101 lla Rule 2
nasali per terapia PAP) — Scl 1
Medium Medium U

SLP1LLU |F&P Solo™ Pillows 94200124SOLOPMO001C5
(Maschera a cuscinetti R030101 lla Rule 2
nasali per terapia PAP) — Scl1
Large Large U

SLN1SSL |F&P Solo™ Nasal 94200124SOLONMSL017D R030101 Rule 2
(Maschera nasale per lla Scl 1
terapia PAP) — Small SL

SLN1MSL |F&P Solo™ Nasal 94200124SOLONMSL017D R030101 Rule 2
(Maschera nasale per lla Scl 1

terapia PAP) — Large SL
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SLN1LSL |F&P Solo™ Nasal 94200124SOLONMSL017D R030101 Rule 2
(Maschera nasale per lla Scl 1
terapia PAP) — Medium SL

SLN1WSL |F&P Solo™ Nasal 94200124SOLONMSL017D R030101 Rule 2
(Maschera nasale per - lla Scl 1
terapia PAP) — Wide SL

™

SLN1SML |F&P Solo™ Nasal 94200124SOLONMSL017D R030101 Rule 2

SL (Maschera nasale per - lla Scl 1
terapia PAP) — SML SL

SLP1SSL |F&P Solo™ Pillows 94200124SOLOPMSL0187
(Maschera a cuscinetti RO30101 | lla Rule 2
nasali per terapia PAP) — Scl1
Small SL

SLP1MSL |F&P Solo™ Pillows 94200124SOLOPMSL0187
(Maschera a cuscinetti R0O30101 | lla Rule 2
nasali per terapia PAP) — Scl 1
Medium SL

SLP1LSL |F&P Solo™ Pillows 94200124SOLOPMSL0187
(Maschera a cuscinetti RO30101 | lla Rule 2
nasali per terapia PAP) — Scl1
Large SL

SLP1SML |F&P Solo™ Pillows 94200124SOLOPMSL0187

SL (Maschera a cuscinetti R0O30101 | lla Rule 2
nasali per terapia PAP) — Scl 1

SML SL
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ESMDR atbilstibas deklaracija — Eiropas Savieniba
F&P OSA Masks

55. Ipp. n0 92

Dok. Nr.: REG-1317

ParskatiSana: F

Latvian LatvieSu

leri¢u grupa atbilstosi EK
sertifikatam

R030101 - ventilacijas maskas

Paredzétais noliks atbilstosSi
EK sertifikatam

lla klase

Medicinas iericu saime

F&P OSA Masks

Razotajs

Fisher & Paykel Healthcare Ltd

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, Jaunzélande

SRN NZ-MF-000002556

Pilnvarotais parstavis

Fisher & Paykel Healthcare SAS

10 Avenue du Québec, Batiment F5, BP 512, Villebon-sur-Yvette,
91946 Courtaboeuf Cedex, Francija

SRN FR-AR-000000294

Pazinota struktiira

TUV SUD Product Service GmbH
Ridlerstr 65, D-80339 Minchen, Vacija
PS identifikacijas numurs 0123

Atbilstibas novertéjums

Klase lla, llb, IlI: IX. pielikums — KVS un IX. pielikuma Il. nodala,

Sis deklaracijas derigums

ST atbilstibas deklaracija katram noraditajam modelim ir deriga no
sakuma datuma, kas noradits prett modelim, un tik ilgi, kamér
modelis ir noradits atbilstibas deklaracija.

Ja atbilstibas deklaracija uz modeli vairs neattiecas, tiek pievienots
partraukSanas datums.

EK sertifikats (MDR)

EK sertifikats Nr. G10 010815 0039

ST ES atbilstibas deklaracija ir izdota vienigi ar razotaja atbildibu.

Més, razotajs, pazinojam, ka noraditas medicinas ierices:

. atbilst Regulai (ES) 2017/745, kas attiecas uz medicinas iericém (MDR):

o atbilst visiem citiem talak noraditajiem attiecigajiem Savienibas tiesibu aktiem, kas paredz
izdot ES atbilstibas deklaraciju:

Citi tiesibu akti

1) Direktivai 2011/65/ES, kas grozita ar 2015/863 par noteiktu bistamu vielu
izmantoSanas ierobezosanu elektriskas un elektroniskas iekartas (RoHS).
Ir noradits, ka 4. panta noteiktas prasibas ir izpilditas.

2) Direktivai 2014/53/ES par radioiekartam (RED).
Meés, razotajs, vienigi ar savu atbildibu apstiprinam, ka noraditads medicinas ierices
atbilst Padomes Direktivas 2014/53/ES noteikumiem.
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Medicinas ierices

ATS. Tirdzniecibas nosaukums | Pamata UDI-DI EmpN |Visparigas |, |Notei |Citi tiesibu

specifikacijas kums |akti

N/A
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MDR atitikties deklaracija — Europos Sgjunga .
F&P OSA Masks Dok. Nr.: REG-1317

57 i3. 92 psl.

Redakcija: F

Lithuanian Lietuviy

Prietaisy grupé pagal EB
sertifikatg

R030101 — ventiliacijos kaukés

Numatytoji paskirtis pagal
EB sertifikata

lla klasé

Medicinos prietaisy Seima

F&P OSA Masks

Gamintojas

Fisher & Paykel Healthcare Ltd

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, Naujoji Zelandija

SRN NZ-MF-000002556

lgaliotasis atstovas

Fisher & Paykel Healthcare SAS

10 Avenue du Québec, Batiment F5, BP 512, Villebon-sur-Yvette,
91946 Courtaboeuf Cedex, Prancizija

SRN FR-AR-000000294

Notifikuotoji jstaiga

TUV SUD Product Service GmbH
Ridlerstr 65, D-80339 Munchen, Vokietija
NB numeris 0123

Atitikties jvertinimas

lla, lIb, Il klasés: IX priedas — KVS ir IX priedo Il skyrius

Sios deklaracijos
galiojimas

Si kiekvieno nurodyto modelio atitikties deklaracija galioja nuo
modelio uzregistruotos pradzios datos tol, kol modelis yra
nurodytas atitikties deklaracijoje.

Kai modeliui atitikties deklaracija nebetaikoma, pridedama
»,Nebenaudoti po“ data.

EB sertifikatas (MDR)

EB sertifikatas Nr. G10 010815 0039

Si ES atitikties deklaracija i§duota tik gamintojo atsakomybe.

Mes, gamintojas, pareiSkiame, kad nurodyti medicinos prietaisai:
e Atitinka Reglamentg 2017/745 dél medicinos prietaisy (MDR).
e Atitinka visus kitus susijusius Sgjungos teisés aktus, kuriuose nurodoma iSduoti toliau
nurodytg ES atitikties deklaracija:

Kiti teisés aktai

1) Direktyva 2011/65/ES, i$ dalies pakeista 2015/863 dél tam tikry pavojingy medziagy
naudojimo elektros ir elektroninéje jrangoje apribojimo (RoHS).
Jrodyta, kad laikomasi 4 straipsnyje nurodyty reikalavimy.

2) Direktyva 2014/53/ES dél radijo jrenginiy (RED).
Mes, gamintojas, prisiimdami visg atsakomybe pareiSkiame, kad nurodyti medicinos
prietaisai atitinka Tarybos direktyvos 2014/53/ES nuostatas.
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MDR atitikties deklaracija — Europos Sgjunga
Redakcija: F
Medicinos prietaisai
NUOR. |Prekés pavadinimas Pagrindinis UDI-DI EMDN Bendrosios |y jase | Taisykle | it teises
specifikacijos aktai

F&P Vitera™ viso veido Rule 2
VIT1SU PAP terapijos kauké — 94200124VITERAFFMO01PH R030101 - lla Sl 1

maza U

F&P Vitera™ viso veido Rule 2
VIT1MU PAP terapijos kauké — 94200124VITERAFFMO01PH R030101 - lla Sl 1 -

vidutiné U

F&P Vitera™ viso veido Rule 2
VIT1LU PAP terapijos kauké — 94200124VITERAFFMO01PH R030101 - lla Sl 1 -

didelé U

F&P Vitera™ viso veido Rule 2
VIT1SSU |PAP terapijos kauké — 94200124VITERAFFMO01PH R030101 - lla Scl 1 -

maza / maza U

F&P Vitera™ viso veido Rule 2
VITIMMU |PAP terapijos kauké — 94200124VITERAFFMO01PH R030101 - lla Sl 1 -

vidutiné / vidutiné U

F&P Vitera™ viso veido Rule 2
VIT1LLU PAP terapijos kauké — 94200124VITERAFFMO01PH R030101 - lla -

e Scl 1

didelé / didelé U

F&P Vitera™ viso veido Rule 2
VITIMLU |PAP terapijos kauké — 94200124VITERAFFMO01PH R030101 - lla

R A Scl 1

vidutiné / didelé U

Created using TMP-432_g — Parent procedure JI-651
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Revisjon: F

Norwegian Norsk

Enhetsgruppe i henhold til
EF-sertifikat

R030101 — Ventilasjonsmaske

Tiltenkt formal i henhold til
EF-sertifikat

Klasse lla

Medisinsk utstyrstype

F&P OSA Masks

Produsent

Fisher & Paykel Healthcare Ltd

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, New Zealand

SRN NZ-MF-000002556

Autorisert representant

Fisher & Paykel Healthcare SAS

10 Avenue du Québec, Batiment F5, BP 512, Villebon-sur-Yvette,
91946 Courtaboeuf Cedex, Frankrike

SRN FR-AR-000000294

Teknisk kontrollorgan

TUV SUD Product Service GmbH
Ridlerstr 65, D-80339 Minchen, Tyskland
NB-nummer 0123

Samsvarsvurdering

Klasse lla, lIb, lll: Vedlegg IX — QMS og vedlegg IX kap. Il

Gyldigheten av denne
erklaeringen

Denne samsvarserkleeringen, for hver modell som er oppfert, er
gyldig fra startdatoen som er registrert for modellen, og sa lenge
modellen er oppfart i samsvarserkleeringen.

Nar en modell ikke lenger dekkes av samsvarserkleeringen, legges
det til en "utgatt dato".

EF-sertifikat (MDR)

EF-sertifikatnr G10 010815 0039

Denne EU-samsvarserkleeringen utstedes pa produsentens fulle ansvar.

Vi, produsenten, erkleerer at det oppgitte medisinske utstyret:
e erisamsvar med forskrift 2017/745 om medisinsk utstyr (MDR)
e erisamsvar med annen relevant EU-lovgivning som regulerer utstedelse av en
EUsamsvarserkleering, bemerket nedenfor:

Annen lovgivning

1) Direktiv 2011/65/EU endret av 2015/863 om begrensning av bruken av visse farlige
stoffer i elektrisk og elektronisk utstyr (RoHS).
Det er vist at kravene spesifisert i artikkel 4 er oppfylt.

2) Direktiv 2014/53/EU Radioutstyr (RED).
Vi, produsenten, erkleerer pa vart eget fulle ansvar at det oppgitte medisinske utstyret
oppfyller bestemmelsene i radsdirektivet 2014/53/EU.

Created using TMP-432_g — Parent procedure JI-651
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F&P OSA Masks Dok. nr.: REG-1317
Revisjon: F
Medisinsk utstyr
REF Handelsnavn Grunnleggende UDI-DI EMDN Vanll_g_e . Klasse |Regel Anm_en .
spesifikasjoner lovgivning
F&P Vitera™ hel Rule 2
VIT1SU ansiktsmaske til PAP- 94200124VITERAFFMO01PH R030101 - lla scl1 |-
behandling — liten U
F&P Vitera™ hel Rule 2
VIT1MU ansiktsmaske til PAP- 94200124VITERAFFMO1PH R030101 - lla scl1 |-
behandling — medium U
F&P Vitera™ hel Rule 2
VIT1LU ansiktsmaske til PAP- 94200124VITERAFFMO01PH R030101 - lla scl1 |-
behandling — stor U
F&P Vitera™ hel Rule 2
VIT1SSU |ansiktsmaske til PAP- 94200124VITERAFFMO1PH R030101 - lla -
. . ) Scl 1
behandling — liten/liten U
F&P Vitera™ hel
VITIMMy | @nsiktsmaske til PAP- 94200124VITERAFFMO1PH | R030101 ; lla Rule 2|
behandling — Scl1
medium/medium U
F&P Vitera™ hel Rule 2
VIT1LLU |ansiktsmaske til PAP- 94200124VITERAFFMO1PH R030101 - lla -
. Scl 1
behandling — stor/stor U
F&P Vitera™ hel
viTiMLy | 2nsikismaske til PAP- 94200124VITERAFFMO1PH | R030101 ; lla Rule 2|
behandling — medium/stor Scl1
U
F&P Vitera™ hel Rule 2
VIT1SSL |ansiktsmaske til PAP- 94200124VITERAFFMO1PH R030101 - lla -
. . Scl 1
behandling — liten SL
F&P Vitera™ hel Rule 2
VITIMSL |ansiktsmaske til PAP- 94200124VITERAFFMO01PH R030101 - lla -
: X Scl1
behandling — medium SL
Created using TMP-432_g— Parent procedure JI-651
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F&P Vitera™ hel Rule 2
VITILSL |ansiktsmaske til PAP- 94200124VITERAFFMO01PH R030101 - lla -
[ Scl 1
behandling — stor SL
F&P Vitera™ hel
vITIMLSL |2nsikismaske til PAP- 94200124VITERAFFMO1PH | R030101 ; lla Rule 2|
behandling — medium/stor Scl1
SL
Created using TMP-432_g— Parent procedure JI-651
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Wersja:  F

Polish Polski

Grupa urzadzen zgodnie z

certyfikatem WE R030101 — Maski do wentylacji

Przeznaczenie zgodnie z Klasa lla

certyfikatem WE

Rodzina wyrobéw F&P OSA Masks

medycznych

Producent Fisher & Paykel Healthcare Ltd
15 Maurice Paykel Place, East Tamaki,
Auckland 2013, Nowa Zelandia
SRN NZ-MF-000002556

Autoryzowany Fisher & Paykel Healthcare SAS

przedstawiciel

10 Avenue du Québec, Batiment F5, BP 512, Villebon-sur-Yvette,
91946 Courtaboeuf Cedex, Francja
SRN FR-AR-000000294

Jednostka notyfikowana

TUV SUD Product Service GmbH
Ridlerstr 65, D-80339 Monachium, Niemcy
Numer NB 0123

Ocena zgodnosci

Klasa lla, lIb, Ill: Zatgcznik IX - system zarzadzania jakoscig i
zatgcznik IX, rozdziat Il

Waznos¢ niniejszej

Niniejsza deklaracja zgodnosci dla kazdego wymienionego modelu

deklaracji jest wazna od daty rozpoczecia podanej dla modelu i tak dtugo, jak
model jest wymieniony w deklaracji zgodnosci.
Gdy model nie jest juz objety deklaracjg zgodnosci, dodaje sie
date wycofania.

Certyfikat WE (MDR) Certyfikat WE nr G10 010815 0039

Niniejsza deklaracja zgodnosci UE zostata wydana na wytgczng odpowiedzialno$¢ producenta.

Jako producent oswiadczamy, ze wymienione wyroby medyczne:
e Sgzgodne z rozporzadzeniem 2017/745 w sprawie wyrobéw medycznych (MDR).
e S3 zgodne z wszelkimi innymi odpowiednimi przepisami unijnymi, ktére przewidujg
wystawianie deklaracji zgodnosci UE, wymienionymi ponizej:

Inne przepisy

(RoHS).

1) Dyrektywa 2011/65/UE zmieniona 2015/863 w sprawie ograniczenia stosowania
niektorych niebezpiecznych substancji w sprzecie elektrycznym i elektronicznym

Wykazano, ze wymagania okreslone w art. 4 zostaty spetnione.

2014/53/UE.

2) Dyrektywa 2014/53/UE w sprawie urzadzen radiowych (RED).
Jako producent oswiadczamy na swojg wytgczng odpowiedzialnosé, ze wykazano
zgodnos$¢ wymienionych wyrobow medycznych z postanowieniami Dyrektywy Rady

Created using TMP-432_g — Parent procedure JI-651
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Deklaracja zgodnosci MDR - Unia Europejska
Wersja: F
Wyroby medyczne
REF. Nazwa handlowa Kod Basic UDI-DI EMDN Wspolne 4\ ca |Reguta |Inne przepisy
specyfikacje
Maska petnotwarzowa F&P Rule 2
VIT1SU Vitera™ do terapii PAP — 94200124VITERAFFMO01PH R030101 - lla Scl 1 -
mata U
Maska petnotwarzowa F&P Rule 2
VIT1MU Vitera™ do terapii PAP — 94200124VITERAFFMO1PH R030101 - lla Sl 1 -
Srednia U
Maska petnotwarzowa F&P Rule 2
VIT1LU Vitera™ do terapii PAP — 94200124VITERAFFMO01PH R030101 - lla Scl 1 -
duza U
Maska petnotwarzowa F&P Rule 2
VIT1SSU |Vitera™ do terapii PAP — 94200124VITERAFFMO1PH R030101 - lla Sl 1 -
mata/mata U
Maska petnotwarzowa F&P Rule 2
VITIMMU |Vitera™ do terapii PAP — 94200124VITERAFFMO01PH R030101 - lla Sl 1 -
$rednia/$rednia U
Maska petnotwarzowa F&P Rule 2
VIT1LLU Vitera™ do terapii PAP — 94200124VITERAFFMO1PH R030101 - lla Sl 1 -
duza/duza U
Maska petnotwarzowa F&P Rule 2
VITIMLU |Vitera™ do terapii PAP — 94200124VITERAFFMO01PH R030101 - lla Sl 1 -
$rednia/duza U
SLN1SU F&P Solo™ Nasal (maska Rule 2
nosowa do terapii PAP) — |94200124VITERAFFMO1PH R030101 - lla Scl 1 -
mata U
SLN1MU F&P Solo™ Nasal (maska Rule 2
nosowa do terapii PAP) — |94200124VITERAFFMO1PH R030101 - lla Sl 1 -
Srednia U
Created using TMP-432_g — Parent procedure JI-651
Polish
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Wersja: F

SLN1LU F&P Solo™ Nasal (maska Rule 2
nosowa do terapii PAP) — |94200124VITERAFFMO1PH R030101 - lla Sl 1
duza U

SLN1WU |F&P Solo™ Nasal (maska Rule 2
nosowa do terapii PAP) — |94200124VITERAFFMO1PH R030101 - lla Scl 1
szeroka U

SLN1SML |F&P Solo™ Nasal (maska Rule 2

U nosowa do terapii PAP) — |94200124VITERAFFMO1PH R030101 - lla Sl 1
SML U

SLN1SSU |F&P Solo™ Nasal (maska Rule 2
nosowa do terapii PAP) —  |94200124VITERAFFMO1PH R030101 - lla Scl 1
mata mata U

SLN1TMMU |F&P Solo™ Nasal (maska Rule 2
nosowa do terapii PAP) — |94200124VITERAFFMO1PH R030101 - lla Sl 1
Srednia $rednia U

SLN1LLU |F&P Solo™ Nasal (maska Rule 2
nosowa do terapii PAP) — |94200124VITERAFFMO1PH R030101 - lla Scl 1
duza duza U

SLP1SU F&P Solo™ Pillows (maska Rule 2
nosowa do terapii PAP z 94200124VITERAFFMO1PH R030101 - lla Scl 1
poduszkami) — mata U

SLP1MU |F&P Solo™ Pillows (maska Rule 2
nosowa do terapii PAP z 94200124VITERAFFMO1PH R030101 - lla Sl 1
poduszkami) — rednia U

SLP1LU F&P Solo™ Pillows (maska Rule 2
nosowa do terapii PAP z 94200124VITERAFFMO1PH R030101 - lla Scl 1
poduszkami) — duza U

SLP1SML |F&P Solo™ Pillows (maska Rule 2

U nosowa do terapii PAP z 94200124VITERAFFMO1PH R030101 - lla Sl 1
poduszkami) — SML U

SLP1SSU |F&P Solo™ Pillows (maska Rule 2
nosowa do terapii PAP z 94200124VITERAFFMO1PH R030101 - lla Scl 1
poduszkami) — mata mata U
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Deklaracja zgodnosci MDR - Unia Europejska
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Strona 65292

Nrdok.: REG-1317

Wersja: F
SLP1MMU |F&P Solo™ Pillows (maska
nosowa do terapii PAP 2| 94544194y TERAFFM01PH R030101 - la |Rule2
poduszkami) — $rednia Scl1
Srednia U
SLP1LLU |F&P Solo™ Pillows (maska Rule 2
nosowa do terapii PAP z 94200124VITERAFFMO1PH R030101 - lla
. . ) Scl1
poduszkami) — duza duza U
Created using TMP-432_g — Parent procedure JI-651
Polish
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Portugese Portugués (Portugal)

Grupo de dispositivos de
acordo com o Certificado da
CE

R030101 — Mascaras de ventilagao

Finalidade prevista de
acordo com o Certificado da
CE

Classe lla

Familia de dispositivos
médicos

F&P OSA Masks

Fabricante

Fisher & Paykel Healthcare Ltd

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, Nova Zelandia

SRN NZ-MF-000002556

Representante autorizado

Fisher & Paykel Healthcare SAS

10 Avenue du Québec, Batiment F5, BP 512, Villebon-sur-Yvette,
91946 Courtaboeuf Cedex, Franca

SRN FR-AR-000000294

Organismo notificado

TUV SUD Product Service GmbH
Ridlerstr 65, D-80339 Munchen, Alemanha
Numero NB 0123

Avaliagdo da conformidade

Classe lla, lIb, lll: Anexo IX — QMS e Anexo IX, Capitulo I

Validade da presente
declaracao

Esta Declaragédo de conformidade, para cada modelo listado, &
valida a partir da data de inicio registada no modelo e enquanto o
modelo estiver listado na DC.

Quando um modelo ja nao for abrangido pela DC, é acrescentada
uma data de descontinuagao.

Certificado da CE (RDM)

Certificado da CE n.° G10 010815 0039

fabricante.

A presente Declaragéo de conformidade da UE é emitida sob a exclusiva responsabilidade do

Nés, o fabricante, declaramos que os dispositivos médicos indicados:

o Estdo em conformidade com o Regulamento 2017/745 relativo a dispositivos médicos (RDM).

o Estao em conformidade com qualquer outra legislagéao pertinente da Unido Europeia que
preveja a emissdo de uma declaracio de conformidade da UE, a seguir indicada:

Outra legislagcao

1) Diretiva 2011/65/UE alterada por 2015/863 relativa a restricao do uso de
determinadas substancias perigosas em equipamentos elétricos e eletronicos (RoHS).
Foi demonstrado que os requisitos especificados no artigo 4.° foram cumpridos.

2014/53/UE.

2) Diretiva 2014/53/UE Equipamento de radio (RED).
Nos, o fabricante, declaramos sob a nossa exclusiva responsabilidade que os
dispositivos médicos indicados cumprem as disposi¢cdes da Diretiva do Conselho

Created using TMP-432_g — Parent procedure JI-651
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Dispositivos médicos

REF Nome comercial UDI-DI basico EMDN PR EE S Classe |Regra Ou?ra =
comuns legislagao
Mascara facial completa de Rule 2
VIT1SU terapia PAP F&P Vitera™ — [94200124VITERAFFMO1PH R030101 |- lla Sl 1 -
Pequena U
Mascara facial completa de Rule 2
VIT1MU terapia PAP F&P Vitera™ — [94200124VITERAFFMO1PH R030101 |- lla Sl 1 -
Média U
Mascara facial completa de Rule 2
VIT1LU terapia PAP F&P Vitera™ — [94200124VITERAFFMO1PH R030101 |- lla Sl 1 -
Grande U
Mascara facial completa de Rule 2
VIT1SSU |terapia PAP F&P Vitera™ — |94200124VITERAFFMO01PH R030101 |- lla Sl 1 -
Pequena/Pequena U
Mascara facial completa de Rule 2
VITIMMU |terapia PAP F&P Vitera™ — |94200124VITERAFFMO01PH R030101 |- lla Sl 1 -
Média/Média U
Mascara facial completa de Rule 2
VIT1LLU terapia PAP F&P Vitera™ — [94200124VITERAFFMO1PH R030101 |- lla Sl 1 -
Grande/Grande U
Mascara facial completa de Rule 2
VITIMLU |terapia PAP F&P Vitera™ — |94200124VITERAFFMO01PH R030101 |- lla Sl 1 -
Média/Grande U
™
SLN1SU F&I’:> Solo Nasall 94200124SOLONMO01BF R030101 Rule 2
(Méscara de terapia PAP - lla Scl 1 -
nasal) - Pequeno U
SLN1MU F&I':’ Solo™ Nasall 94200124SOLONMO01BF R030101 Rule 2
(Mascara de terapia PAP - lla Scl 1 -
nasal) - Médio U
Created using TMP-432_g — Parent procedure JI-651
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SLN1LU F&I’:> Solo™ Nasall 94200124SOLONMO01BF R030101 Rule 2
(Méscara de terapia PAP lla Scl 1 -
nasal) - Grande U

™

SLN1WU F&I'D Solo Nasall 94200124SOLONMO01BF R030101 Rule 2

(Mascara de terapia PAP - lla -
Scl1

nasal) - Largo U

SLN1SML |F&P Solo™ Nasal 94200124SOLONMO01BF

U (Méscara de terapia PAP R030101 lla 52:61 2 |
nasal) - SML U

SLN1SSU |F&P Solo™ Nasal 94200124SOLONMO01BF
(Mascara de terapia PAP R030101 ) lla Rule2 |
nasal) - Pequeno Pequeno Scl1
U

SLN1MMU F&I’:> Solo™ Nasall 94200124SOLONMO01BF R030101 Rule 2
(Méscara de terapia PAP - lla Scl 1 -
nasal) - Médio Médio U

SLN1LLU F&I':> Solo™ Nasall 94200124SOLONMO01BF R030101 Rule 2
(Mascara de terapia PAP - lla Scl 1 -
nasal) - Grande Grande U

SLP1SU F&P Solo™ Pillows 94200124SOLOPMO001C5
(Méscara de terapia PAP R0O30101 | lla Rule2 |
com almofadas nasais) - Scl 1
Pequeno U

SLP1MU |F&P Solo™ Pillows 94200124SOLOPMO001C5
(Mascara de terapia PAP R030101 ) lla Rule2 |
com almofadas nasais) - Scl1
Médio U

SLP1LU F&P Solo™ Pillows 94200124SOLOPMO001C5
(Méscara de terapia PAP R0O30101 | lla Rule2 |
com almofadas nasais) - Scl 1
Grande U

SLP1SML |F&P Solo™ Pillows 94200124SOLOPMO001C5 R030101 | _ lla Rule2 |

U (Mascara de terapia PAP Scl 1

Created using TMP-432_g — Parent procedure JI-651
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com almofadas nasais) -
SML U

SLP1SSU |F&P Solo™ Pillows 94200124SOLOPMO001C5
(Mascara de terapia PAP R030101 ) lla Rule2 |
com almofadas nasais) - Scl1
Pequeno Pequeno U

SLP1MMU |F&P Solo™ Pillows 94200124SOLOPMO001C5
(Méscara de terapia PAP R0O30101 | lla Rule2 |
com almofadas nasais) - Scl 1
Médio Médio U

SLP1LLU |F&P Solo™ Pillows 94200124SOLOPMO001C5
(Mascara de terapia PAP R030101 ) lla Rule2 |
com almofadas nasais) - Scl1
Grande Grande U

SLN1SSL F&I’:> Solo™ Nasall 94200124SOLONMSL017D R030101 Rule 2
(Méscara de terapia PAP - lla -

Scl 1

nasal) - Pequeno SL

SLN1MSL F&I'D Solo™ Nasall 94200124SOLONMSL017D R030101 Rule 2
(Mascara de terapia PAP - lla Scl 1 -
nasal) - Médio SL

SLN1LSL F&I’:> Solo™ Nasall 94200124SOLONMSL017D R030101 Rule 2
(Méscara de terapia PAP - lla Scl 1 -
nasal) - Grande SL

SLN1WSL |F&P Solo™ Nasal 94200124SOLONMSL017D
(Mascara de terapia PAP RO30101 | lla Rule2 |

Scl 1

nasal) - Largo SL

SLN1SML |F&P Solo™ Nasal 94200124SOLONMSL017D

SL (Mascara de terapia PAP RO30101 1 lla gglli 2 |
nasal) - SML SL

SLP1SSL |F&P Solo™ Pillows 94200124SOLOPMSL0187
(Méscara de terapia PAP R0O30101 | lla Rule2 |
com almofadas nasais) - Scl 1
Pequeno SL
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SLP1MSL |F&P Solo™ Pillows 94200124SOLOPMSL0187
(Méscara de terapia PAP R030101 Rule 2
. lla -
com almofadas nasais) - Scl 1
Médio SL
SLP1LSL |F&P Solo™ Pillows 94200124SOLOPMSL0187
(Mascara de terapia PAP R030101 Rule 2
: - lla -
com almofadas nasais) - Scl1
Grande SL
SLP1SML |F&P Solo™ Pillows 94200124SOLOPMSL0187
SL (Méscara de terapia PAP R030101 Rule 2
. lla -
com almofadas nasais) - Scl 1
SML SL
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Romanian Romana

Grup de dispozitive conform
certificatului CE

R030101 - Masti de ventilatie

Scopul preconizat conform
certificatului CE

Clasa lla

Seria de dispozitive
medicale

F&P OSA Masks

Producator

Fisher & Paykel Healthcare Ltd

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, Noua Zeelanda

SRN NZ-MF-000002556

Reprezentant autorizat

Fisher & Paykel Healthcare SAS

10 Avenue du Québec, Batiment F5, BP 512, Villebon-sur-Yvette,
91946 Courtaboeuf Cedex, Franta

SRN FR-AR-000000294

Organismul notificat

TUV SUD Product Service GmbH
Ridlerstr 65, D-80339 Miinchen, Germania
NB numarul 0123

Evaluarea conformitatii

Clasa lla, lIb, lll: Anexa IX - QMS si Anexa IX Cap I

Termenul de valabilitate al
acestei declaratii

Aceasta declaratie de conformitate, pentru fiecare model
enumerat, este valabila de la data de incepere inregistrata pentru
model pe perioada in care modelul este enumerate pe DoC.
Cand un model nu mai este acoperit de DoC, se adauga data
intreruperii.

Certificat CE (MDR)

Certificat CE nr. G10 010815 0039

Aceasta declaratie de conformitate UE este emisa pe raspunderea exclusive a producatorului.

Prin prezenta, producatorul declara ca dispozitivele medicale mentionate:
e Sunt conforme cu Regulamentul 2017/745 privind dispozitivele medicale (MDR).
e Sunt conforme cu orice alta legislatie relevanta a Uniunii care prevede emiterea unei
declaratii de conformitate UE, mentionata mai jos:

Alte norme legislative

1) Directiva 2011/65/UE modificata de 2015/863 privind restrictionarea utilizarii anumitor
substante periculoase in echipamentele electrice si electronice (RoHS).
S-a demonstrat ca au fost indeplinite cerintele specificate la articolul 4.

2) Directiva 2014/53/UE privind echipamentele radio (RED).
Prin prezentul document, producatorul declara pe propria raspundere ca dispozitivele
medicale enumerate respecta prevederile Directivei Consiliului 2014/53/UE.
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Dispozitive medicale
REF Denumire comerciald | UDI-DI de baza EMDN Specificatii | o\,5 |Regulz |Alte norme
comune legislative
Masca de fata integrala Rule 2
VIT1SU F&P Vitera™ pentru terapie | 94200124VITERAFFMO1PH R030101 - lla Sl 1 -
PAP — mica U
Masca de fata integrala Rule 2
VIT1MU F&P Vitera™ pentru terapie | 94200124VITERAFFMO1PH R030101 - lla -
. Scl 1
PAP — medie U
Masca de fata integrala Rule 2
VIT1LU F&P Vitera™ pentru terapie | 94200124VITERAFFMO1PH R030101 - lla Sl 1 -
PAP — mare U
Masca de fata integrala Rule 2
VIT1SSU |F&P Vitera™ pentru terapie | 94200124VITERAFFMO1PH R030101 - lla Sl 1 -
PAP — mica/mica U
Masca de fata integrala Rule 2
VITIMMU |F&P Vitera™ pentru terapie | 94200124VITERAFFMO01PH R030101 - lla -
. . Scl 1
PAP — medie/medie U
Masca de fata integrala Rule 2
VIT1LLU F&P Vitera™ pentru terapie | 94200124VITERAFFMO1PH R030101 - lla Sl 1 -
PAP — mare/mare U
Masca de fata integrala Rule 2
VITIMLU |F&P Vitera™ pentru terapie | 94200124VITERAFFMO1PH R030101 - lla
. Scl 1
PAP — medie/mare U
Created using TMP-432_g— Parent procedure JI-651
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Slovak Slovencéina

Skupina pomécok podla
certifikatu ES

R030101 — Ventilatné masky

Zamyslany ucel podlra
certifikatu ES

Trieda lla

Skupina zdravotnickych
pomodcok

F&P OSA Masks

Vyrobca

Fisher & Paykel Healthcare Ltd

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, Novy Zéland

SRN NZ-MF-000002556

Opravneny zastupca

Fisher & Paykel Healthcare SAS

10 Avenue du Québec, Batiment F5, BP 512, Villebon-sur-Yvette,
91946 Courtaboeuf Cedex, Francuzsko

SRN FR-AR-000000294

Notifikovany organ

TUV SUD Product Service GmbH
Bidlerstr 65, D-80339 Miinchen, Nemecko
Cislo NB 0123

Posudzovanie zhody

Trieda lla, llb, 1lI: Priloha IX — QMS a Priloha IX kapitola Il

Platnost’ tohto vyhlasenia

Toto vyhlasenie o zhode plati pre kazdy uvedeny model od datumu
zaciatku zaznamenaného v porovnani s modelom a dovtedy, kym
je model uvedeny v DoC.

Ak sa na model uz nevztahuje DoC, pridava sa datum platnosti.

ES certifikat (MDR)

Certifikat ES €. G10 010815 0039

Toto vyhlasenie o zhode EU sa vydava na vyhradnd zodpovednost vyrobcu.

My, vyrobca, vyhlasujeme, ze uvedené zdravotnicke pomdcky:
e Su v sulade s nariadenim 2017/745 o zdravotnickych pomockach.
e Suv sulade s akymikolvek inymi prislusnymi pravnymi predpismi Unie, ktorymi sa ustanovuje
vydavanie EU vyhlasenia o zhode, uvedenymi niz$ie:

Iné pravne predpisy

1) Smernica 2011/65/EU zmenena 2015/863 o obmedzeni pouZivania ur&itych
nebezpeclnych latok v elektrickych a elektronickych zariadeniach (RoHS).
Bolo preukazané, ze poziadavky uvedené v ¢lanku 4 boli splnené.

2) Smernica 2014/53/EU o radiovom zariadeni (RED).
My, vyrobca, vyhlasujeme na vlastnu zodpovednost, Ze uvedeneé zdravotnicke
pomdcky splfiaju ustanovenia smernice Rady 2014/53/EU.

Created using TMP-432_g— Parent procedure JI-651
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Zdravotnicke pomocky
REF Obchodny nazov Zakladné UDI-DI EMDN Spoloéné |10 4a|Pravidio |IN€ Pravne
Specifikacie predpisy
N/A
Created using TMP-432_g— Parent procedure JI-651
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Slovenian Slovensdina

Skupina pripomocka v
skladu s certifikatom ES

R030101 — Maske za ventilacijo

Predvidena uporaba v
skladu s certifikatom ES

Razred lla

Druzina medicinskih
pripomockov

F&P OSA Masks

Proizvajalec

Fisher & Paykel Healthcare Ltd

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, Nova Zelandija

SRN NZ-MF-000002556

Pooblaséeni zastopnik

Fisher & Paykel Healthcare SAS

10 Avenue du Québec, Batiment F5, BP 512, Villebon-sur-Yvette,
91946 Courtaboeuf Cedex, Francija

SRN FR-AR-000000294

Priglaseni organ

TUV SUD Product Service GmbH
Ridlerstr 65, D-80339 Minchen, Nemcija
Stevilka priglaSenega organa 0123

Ocena skladnosti

Razred lla, lIb, Ill: Priloga IX — sistem kakovosti in Priloga IX,
Poglavije

Veljavnost te izjave

Ta izjava o skladnosti za vsak navedeni model velja od datuma
zacCetka, zabeleZenega ob modelu, in dokler je model naveden na
DoC.

Kadar model ni ve¢ zajet v DoC, se doda datum prenehanja.

Certifikat ES (uredba o
medicinskih pripomockih)

St. certifikata ES G10 0108150039

navedeno spodaj:

Ta izjava EU o skladnosti se izda na izkljuéno odgovornost proizvajalca.

Proizvajalec izjavlja, da so navedeni medicinski pripomocki:
e skladni z Uredbo 2017/745 o medicinskih pripomockih (MDR):
e skladni s katero koli drugo ustrezno zakonodajo Unije, ki dolo€a izdajo izjave EU o skladnosti,

Druga zakonodaja

1) Direktiva 2011/65/EU, kakor je bila spremenjena z Uredbo 2015/863 o omejevaniju
uporabe dolo¢enih nevarnih snovi v elektrini in elektronski opremi (RoHS).
Dokazano je bilo, da so zahteve iz 4. €lena izpolnjene.

2) Direktiva 2014/53/EU o radijski opremi (RED).
Proizvajalec izkljuéno na svojo odgovornost izjavlja, da navedeni medicinski
pripomocki izpolnjujejo dolocila Direktive Sveta 2014/53/EU.

Created using TMP-432_g — Parent procedure JI-651
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Medicinski pripomocki
REF. Trgovsko ime Osnovni UDI-DI EMDN Skupne  |posred |Pravilo |PFU93
specifikacije zakonodaja
F&P Vitera™ — celoobrazna Rule 2
VIT1SU maska za terapijo PAP — 94200124VITERAFFMO01PH R030101 - lla Sl 1
majhna U
F&P Vitera™ — celoobrazna Rule 2
VIT1IMU maska za terapijo PAP — 94200124VITERAFFMO01PH R030101 - lla Scl 1 -
srednja U
F&P Vitera™ — celoobrazna Rule 2
VIT1LU maska za terapijo PAP — 94200124VITERAFFMO1PH R030101 - lla Sl 1 -
velika U
F&P Vitera™ — celoobrazna Rule 2
VIT1SSU |maska za terapijo PAP — 94200124VITERAFFMO1PH R030101 - lla Sl 1 -
majhna/majhna U
F&P Vitera™ — celoobrazna Rule 2
VITIMMU | maska za terapijo PAP — 94200124VITERAFFMO1PH R030101 - lla Scl 1 -
srednja/srednja U
F&P Vitera™ — celoobrazna Rule 2
VIT1ILLU | maska za terapijo PAP — 94200124VITERAFFMO1PH R030101 - lla Sl 1 -
velika/velika U
F&P Vitera™ — celoobrazna Rule 2
VITIMLU | maska za terapijo PAP — 94200124VITERAFFMO1PH R030101 - lla Sl 1
srednja/velika U

Created using TMP-432_g — Parent procedure JI-651
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Spanish Espaniol

Grupo de dispositivos segun
certificado CE

R030101: mascaras de ventilacion

Indicacién prevista segun Clase lla

certificado CE

Familia de productos F&P OSA Masks

sanitarios

Fabricante Fisher & Paykel Healthcare Ltd

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, Nueva Zelanda
SRN NZ-MF-000002556

Representante autorizado

Fisher & Paykel Healthcare SAS

10 Avenue du Québec, Batiment F5, BP 512, Villebon-sur-Yvette,
91946 Courtaboeuf Cedex, Francia

SRN FR-AR-000000294

Organismo notificado

TUV SUD Product Service GmbH
Ridlerstr 65, D-80339 Munich, Alemania
NB numero 0123

Evaluacion de conformidad

Clase lla, llIb, lll: Anexo IX - QMS y Anexo IX Capitulo Il

Validez de esta declaracion

Esta declaracién de conformidad, para cada modelo indicado, es
valida desde la fecha de inicio registrada en al modelo y durante
todo el tiempo que el modelo figure en la DdC.

Cuando un modelo ya no esta cubierto por la DAC, se agrega una
fecha de interrupcion.

Certificado CE (MDR)

Certificado CE N.° G10 0108150039

Esta declaracién de conformidad de la UE se emite bajo la responsabilidad exclusive del fabricante.

Nosotros, el fabricante, declaramos que los productos sanitarios indicados:
e Cumplen con el Reglamento 2017/745 sobre los productos sanitarios (MDR).
e Son conformes con cualquier otra legislacion pertinente de la Unién que prevea la emision de
una declaracién de conformidad de la UE, que se indica a continuacion:

Otra legislacion

1) Directiva 2011/65/UE modificada por 2015/863 sobre restricciones a la utilizacién de
determinadas sustancias peligrosas en aparatos eléctricos y electrénicos (RoHS).
Se ha demostrado que se cumplen los requisitos especificados en el articulo 4.

2) Directiva 2014/53/UE sobre equipos de radio (RED).
Nosotros, el fabricante, declaramos bajo nuestra unica responsabilidad que los
productos sanitarios indicados cumplen las disposiciones de la Directiva del Consejo

2014/53/UE.
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Productos sanitarios

REF. Nombre comercial UDI-DI basico EmMpN |Especificaciones |0 o Ipog (Otr@
comunes legislacion
Mascara facial completa Rule 2
VIT1SU para terapia PAP F&P 94200124VITERAFFMO1PH R030101 |- lla -
- L Scl 1
Vitera™ — Pequefia U
Mascara facial completa Rule 2
VIT1MU para terapia PAP F&P 94200124VITERAFFM01PH R030101 |- lla -
- ) Scl 1
Vitera™ — Mediana U
Mascara facial completa Rule 2
VIT1LU para terapia PAP F&P 94200124VITERAFFMO1PH R030101 |- lla -
[ Scl 1
Vitera™ — Grande U
Mascara facial completa
VITiSsy |Para terapia PAP F&P 94200124VITERAFFMO1PH R030101 |- la |Rue2 |
Vitera™ — Scl 1
Pequena/Pequefa U
Mascara facial completa
VITIMMy | Para terapia PAP F&P 94200124VITERAFFMO1PH R030101 |- la |Rue2 |
Vitera™ — Scl 1
Mediana/Mediana U
Mascara facial completa
VITiLLY |Para terapia PAP F&P 94200124VITERAFFMO1PH R030101 |- la |Rue2 |
Vitera™ — Scl 1
Grande/Grande U
Mascara facial completa
VITIMLY | Para terapia PAP F&P 94200124VITERAFFMO1PH R030101 |- la |Rue2 |
Vitera™ — Scl 1
Mediana/Grande U
Mascara facial completa Rule 2
VIT1SZ para terapia PAP F&P 94200124VITERAFFM01PH R030101 |- lla -
- . Scl 1
Vitera™ — Pequefa Z
Created using TMP-432_g — Parent procedure JI-651
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Mascara facial completa Rule 2
VIT1MZ para terapia PAP F&P 94200124VITERAFFMO01PH R030101 |- lla -
. . Scl 1
Vitera™ — Mediana Z
Mascara facial completa Rule 2
VIT1LZ para terapia PAP F&P 94200124VITERAFFMO01PH R030101 |- lla -
. Scl 1
Vitera™ — Grande Z
Mascara facial completa
VIT1ssz |Paraterapia PAP F&P 94200124VITERAFFMO1PH R030101 |- la |Rule2 |
Vitera™ — Scl 1
Pequefa/Pequena Z
Mascara facial completa
VITIMMz |Para terapia PAP F&P 94200124VITERAFFMO1PH R030101 |- la |Ruez |
Vitera™ — Scl 1
Mediana/Mediana Z
Mascara facial completa
VITILLz |Para terapia PAP F&P 94200124VITERAFFMO1PH R030101 |- la |Rue2 |
Vitera™ — Scl 1
Grande/Grande Z
Mascara facial completa
VITISSL |para terapia PAP F&P 94200124VITERAFFMO01PH R030101 | _ lla gﬁiz i
Vitera™ — Pequefia SL
Mascara facial completa
VITIMSL |para terapia PAP F&P 94200124VITERAFFMO01PH R030101 | _ lla gﬁiZ i
Vitera™ — Mediana SL
Mascara facial completa
VITILSL |para terapia PAP F&P 94200124VITERAFFMO01PH R030101 | _ lla gﬁiz i
Vitera™ — Grande SL
Mascara facial completa
para terapia PAP F&P 94200124VITERAFFMO1PH R030101 | _ Rule 2
VITIMLSL Vitera™ — Mediana/Grande lla Scl 1 2
SL
Created using TMP-432_g — Parent procedure JI-651
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™
SLN1SU | F&P Solo™ Nasal 94200124VITERAFFMO1PH R030101 Rule 2
(mascarilla de terapia PAP lla -
A Scl 1
nasal) - Pequena U
™
SLNIMU | F&P Solo™ Nasal 94200124VITERAFFMO1PH R030101 Rule 2
(mascarilla de terapia PAP - lla -
) Scl 1
nasal) - Mediana U
™
SLN1LU - |F&P Solo™ Nasal 94200124VITERAFFMO1PH R030101 Rule 2
(mascarilla de terapia PAP - lla -
Scl 1
nasal) - Grande U
™
SLN1WU | F&P Solo™ Nasal 94200124VITERAFFMO1PH R030101 Rule 2
(mascarilla de terapia PAP - lla -
Scl 1
nasal) - Ancha U
SLN1SML | F&P Solo™ Nasal 94200124VITERAFFMO1PH R030101 Rule 2
U (mascarilla de terapia PAP - lla Sl 1 -
nasal) - SML U
SLN1SSU |F&P Solo™ Nasal
(mascarilla de terapia PAP |94200124VITERAFFMO1PH R030101 |_ lla Rule2 |
nasal) - Pequeia Pequefia Scl 1
U
SLN1MMU |F&P Solo™ Nasal
(mascarilla de terapia de 94200124VITERAFFMO1PH R030101 | lla Rule2 |
PAP nasal) - Mediana Scl 1
Mediana U
SLN1LLU |F&P Solo™ Nasal
(mascarilla de terapia PAP 94200124VITERAFFMO1PH R030101 | _ lla gslli 2 |
nasal) - Grande Grande U
SLP1SU F&P Solo™ Pillows
(mascarilla de terapia PAP |94200124VITERAFFMO01PH R030101 | lla Rule2 |
con almohadillas nasales) - Scl 1
Pequefia U
SLP1MU | F&P Solo™ Pillows 94200124VITERAFFMO01PH R030101 Rule 2
(mascarilla de terapia PAP - lla scl1 |
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con almohadillas nasales) -
Mediana U
SLP1LU F&P Solo™ Pillows
(mascarilla de terapia PAP |94200124VITERAFFMO1PH R030101 | la Rule2 |
con almohadillas nasales) - Scl 1
Grande U
SLP1SML |F&P Solo™ Pillows
U (mascarilla de terapia PAP |94200124VITERAFFMO1PH R030101 | lla Rue2 |
con almohadillas nasales) - Scl 1
SML U
SLP1SSU |F&P Solo™ Pillows
(mascarilla de terapia PAP |94200124VITERAFFMO1PH R030101 | la Rue2 |
con almohadillas nasales) - Scl 1
Pequefia Pequena U
SLP1MMU |F&P Solo™ Pillows
(mascarilla de terapia PAP |94200124VITERAFFMO1PH R030101 | _ lla Rue2 |
con almohadillas nasales) - Scl 1
Mediana Mediana U
SLP1LLU |F&P Solo™ Pillows
(mascarilla de terapia PAP |94200124VITERAFFMO1PH R030101 | la Rue2 |
con almohadillas nasales) - Scl 1
Grande Grande U
™
SLN1SSL | F&P Solo™ Nasal 94200124VITERAFFMO1PH R030101 Rule 2
(mascarilla de terapia PAP - lla -
- Scl 1
nasal) - Pequena SL
™
SLN1MSL |F&P Solo™ Nasal 94200124VITERAFFMO1PH R030101 Rule 2
(mascarilla de terapia PAP - lla -
i Scl 1
nasal) - Mediana SL
™
SLN1LSL |F&P Solo™ Nasal 94200124VITERAFFMO1PH R030101 Rule 2
(mascarilla de terapia PAP - lla Sl 1 -
nasal) - Grande SL
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™

SLN1WSL | F&P Solo™ Nasal 94200124VITERAFFMO1PH R030101 Rule 2
(mascarilla de terapia PAP lla Sl 1 -
nasal) - Ancha SL

™

SLN1SML | F&P Solo™ Nasal 94200124VITERAFFMO1PH R030101 Rule 2

SL (mascarilla de terapia PAP - lla Sl 1 -
nasal) - SML SL

SLP1SSL |F&P Solo™ Pillows
(mascarilla de terapia PAP |94200124VITERAFFMO01PH R030101 | _ lla Rue2 |
con almohadillas nasales) - Scl 1
Pequefa SL

SLP1MSL |F&P Solo™ Pillows
(mascarilla de terapia PAP |94200124VITERAFFMO1PH R030101 | _ lla Rue2 |
con almohadillas nasales) - Scl 1
Mediana SL

SLP1LSL |F&P Solo™ Pillows
(mascarilla de terapia PAP |94200124VITERAFFMO01PH R030101 | _ lla Rue2 |
con almohadillas nasales) - Scl 1
Grande SL

SLP1SML |F&P Solo™ Pillows

SL (mascarilla de terapia PAP |94200124VITERAFFMO1PH R030101 | _ lla Rue2 |
con almohadillas nasales) - Scl 1
SML SL
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Swedish Svenska

Enhetsgrupp enligt EG-
certifikat

R030101 — ventilationsmasker

Avsett andamal enligt EG-
certifikat

Klass lla

Medicinteknisk
produktfamilj

F&P OSA Masks

Tillverkare

Fisher & Paykel Healthcare Ltd

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, Nya Zeeland

SRN NZ-MF-000002556

Auktoriserad representant

Fisher & Paykel Healthcare SAS

10 Avenue du Québec, Batiment F5, BP 512, Villebon-sur-Yvette,
91946 Courtaboeuf Cedex, Frankrike

SRN FR-AR-000000294

Anmilt organ

TUV SUD Product Service GmbH
Ridlerstr 65, D-80339 Minchen, Tyskland
NB-nummer 0123

Bed6mning av
overensstammelse

Klass lla, IIb, IlI: Bilaga IX — QMS och bilaga IX kap Il

Denna forsdkrans giltighet

Denna férsakran om éverensstammelse galler, for varje modell
som listas, fran det startdatum som registrerats for modellen och
sa lange som modellen anges i aktuell férsdkran om
Overensstammelse.

Nar en modell inte langre omfattas av en forsakran om
Overensstammelse laggs ett upphérandedatum till.

EG-certifikat (MDR)

EG-certifikat nr G10 0108150039

Denna EU-férsakran om 6verensstammelse utfardas pa tillverkarens eget ansvar.

Vi, tillverkaren, intygar att de angivha medicintekniska produkterna:
e Overensstammer med férordning 2017/745 om medicintekniska produkter (MDR).
e Overensstammer med annan relevant unionslagstiftning som foreskriver utfardande av en
EU-férsakran om éverensstammelse och som anges nedan:

Annan lagstiftning

1) Direktiv 2011/65/EU andrad genom 2015/863 om begransning av anvandningen av
visa farliga amnen i elektrisk och elektronisk utrustning (RoHS).
Det har visats att kraven i artikel 4 har uppfylits.

2) Direktiv 2014/53/EU radioutrustning (RED).
Vi, tillverkaren, intygar pa eget ansvar att den angivna medicintekniska produkten
uppfyller bestammelserna i radets direktiv 2014/53/EU.
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specifikationer lagstiftning

F&P Vitera™ Full hel Rule 2

VIT1SU ansiktsmask PAP- 94200124VITERAFFMO1PH R030101 - lla -

i Scl 1

behandlingsmask — Small U
F&P Vitera™ Full hel

viTiMu | ansikismask PAP-— g 106010 AVITERAFFMO1PH R030101 |- la |Rule2 |
behandlingsmask — Medium Scl 1
U
F&P Vitera™ Full hel Rule 2

VIT1LU ansiktsmask PAP- 94200124VITERAFFMO1PH R030101 - lla -

. Scl 1

behandlingsmask — Large U
F&P Vitera™ Full hel

viTissy | a@nsikismask PAP- 94200124VITERAFFMO1PH R030101 |- la |Rue2 |
behandlingsmask — Scl 1
Small/Small U
F&P Vitera™ Full hel

VITIMMU | 2nsikismask PAP- 94200124VITERAFFMO1PH R030101 |- la |Rule2 |
behandlingsmask — Scl 1
Medium/Medium U
F&P Vitera™ Full hel

viITiLLy | @nsikismask PAP- 94200124VITERAFFMO1PH R030101 |- la |Rue2 |
behandlingsmask — Scl 1
Large/Large U
F&P Vitera™ Full hel

vITIMLU | @nsikismask PAP- 94200124VITERAFFMO1PH R030101 |- la |Rule2 |
behandlingsmask — Scl 1
Medium/Large U
F&P Vitera™ Full hel
ansiktsmask PAP- Rule 2

VIT1SSL behandlingsmask — Small 94200124VITERAFFMO1PH R030101 - lla Sl 1
SL
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F&P Vitera™ Full hel

viTimsL | ansikismask PAP-— 14500124VITERAFFMO1PH R030101 la |Rue2 |
behandlingsmask — Medium Scl 1
SL
F&P Vitera™ Full hel

viTiLsL  |ansikismask PAP- 94200124VITERAFFMO1PH R030101 la |Rule2 |
behandlingsmask — Large Scl 1
SL
F&P Vitera™ Full hel

vITIMLSL |2nsikismask PAP- 94200124VITERAFFMO1PH R030101 la |Rule2 |
behandlingsmask — Scl 1
Medium/Large SL

SLN1SU F&P Solo™ Nasal 94200124SOLONMO01BF Rule 2
(néasmask for PAP- R030101 lla Sl 1 -
behandling) — small U

SLN1MU  |F&P Solo™ Nasal 94200124SOLONMO01BF Rule 2
(nédsmask for PAP- R030101 lla Scl 1 -
behandling) — medium U

SLN1LU F&P Solo™ Nasal 94200124SOLONMO01BF Rule 2
(néasmask for PAP- R030101 lla Sl 1 -
behandling) — large U

SLN1WU |F&P Solo™ Nasal 94200124SOLONMO01BF Rule 2
(nédsmask for PAP- R030101 lla Scl 1 -
behandling) — bred U

SLN1SML |F&P Solo™ Nasal 94200124SOLONMO01BF Rule 2

U (nasmask for PAP- R030101 lla Sl 1 -
behandling) — small small U

SLN1SSU |F&P Solo™ Nasal 94200124SOLONMO01BF Rule 2
(nédsmask for PAP- R030101 lla Scl 1 -
behandling) — large large U

SLN1MMU |F&P Solo™ Nasal 94200124SOLONMO01BF R Rule 2

- R 030101 lla -

(n&smask for PAP- Scl 1
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behandling) — medium
medium U

SLN1LLU |F&P Solo™ Nasal 94200124SOLONMO01BF Rule 2
(nasmask for PAP- R030101 lla Sl 1 -
behandling) — SML U

SLP1SU F&P Solo™ Pillows (PAP- |94200124SOLOPMO001C5 Rule 2
behandlingsmask med R030101 lla Sl 1 -
naskuddar) — small U

SLP1MU |F&P Solo™ Pillows (PAP- |94200124SOLOPMO001C5 Rule 2
behandlingsmask med R030101 lla Scl 1 -
naskuddar) — medium U

SLP1LU F&P Solo™ Pillows (PAP- |94200124SOLOPMO001C5 Rule 2
behandlingsmask med R030101 lla Scl 1 -
naskuddar) — large U

SLP1SML |F&P Solo™ Pillows (PAP- |94200124SOLOPMO001C5 Rule 2

U behandlingsmask med R030101 lla Sl 1 -
naskuddar) — SML U

SLP1SSU |F&P Solo™ Pillows (PAP- |94200124SOLOPMO001C5 Rule 2
behandlingsmask med R030101 lla Scl 1 -
naskuddar) — small small U

SLP1MMU |F&P Solo™ Pillows (PAP- |94200124SOLOPMO001C5
behandlingsmask med Rule 2
naskuddar) — medium R030101 lla Scl 1 )
medium U

SLP1LLU |F&P Solo™ Pillows (PAP- |94200124SOLOPMO001C5 Rule 2
behandlingsmask med R030101 lla Scl 1 -
naskuddar) — large large U

SLN1SSL |F&P Solo™ Nasal 94200124SOLOPMSL0187 Rule 2
(n&smask for PAP- R030101 lla Scl 1 -
behandling) — small SL

SLN1MSL |F&P Solo™ Nasal 94200124SOLOPMSL0187 Rule 2
(néasmask for PAP- R030101 lla Sl 1
behandling) — medium SL
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SLN1LSL |F&P Solo™ Nasal 94200124SOLOPMSL0187 Rule 2
(n&smask for PAP- R030101 |- lla Scl 1 -
behandling) — large SL

SLN1WSL |F&P Solo™ Nasal 94200124SOLOPMSL0187 Rule 2
(néasmask for PAP- R030101 |- lla Sl 1 -
behandling) — bred SL

SLN1SML |F&P Solo™ Nasal 94200124SOLOPMSL0187 Rule 2

SL (n@smask for PAP- R030101 |- lla Sl 1 -
behandling) — SML SL

SLP1SSL |F&P Solo™ Pillows (PAP- |94200124SOLOPMSL0187 Rule 2
behandlingsmask med R030101 - lla Scl 1 -
naskuddar) — small SL

SLP1MSL |F&P Solo™ Pillows (PAP- |94200124SOLOPMSL0187 Rule 2
behandlingsmask med R030101 |- lla Sl 1 -
naskuddar) — medium SL

SLP1LSL |F&P Solo™ Pillows (PAP- |94200124SOLOPMSL0187 Rule 2
behandlingsmask med R030101 |- lla Scl 1 -
naskuddar) — large SL

SLP1SML |F&P Solo™ Pillows (PAP- |94200124SOLOPMSL0187 Rule 2

SL behandlingsmask med R030101 - lla Scl 1
naskuddar) — SML SL
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EC Sertifikasina Gore Cihaz
Grubu

R030101 — Ventilasyon Maskeleri

EC Sertifikasina Gore
Kullanim Amaci

Sinif lla

Tibbi Cihaz Ailesi

F&P OSA Masks

Uretici

Fisher & Paykel Healthcare Ltd

15 Maurice Paykel Place, East Tamaki,
Auckland 2013, Yeni Zelanda

SRN NZ-MF-000002556

Yetkili Temsilci

Fisher & Paykel Healthcare SAS

10 Avenue du Québec, Batiment F5, BP 512, Villebon-sur-Yvette,
91946 Courtaboeuf Cedex, Fransa

SRN FR-AR-000000294

Onayl Kurulusg

TUV SUD Product Service GmbH
Ridlerstr 65, D-80339 Munih, Aimanya
NB Numarasi 0123

Uygunluk Degerlendirmesi

Sinif lla, llb, IlI: EK IX —KYS ve Ek IX Bolim Il

Bu Beyannamenin Gegerliligi

Listelenen her model i¢in bu Uygunluk Beyani, model igin
baslangi¢ tarihinden itibaren ve model DoC'de listelendigi siirece
gecerlidir.

Bir model artik DoC kapsaminda yer almadiginda sona erdigi tarih
eklenir.

EC Sertifikasi (MDR)

EC Sertifika No. G10 010815 0039

uygundur:

Bu AB Uygunluk Beyani, yalnizca Ureticinin sorumlulugu kapsaminda yayinlanmistir.

Uretici olarak, belirtilen tibbi cihazlar igin su hususlari beyan ediyoruz:
e Tibbi cihazlara (MDR) iligkin 2017/745 Y&netmeligine uygundur.
e Asagidaki bir AB uygunluk beyaninin yayinlanmasini dngoren diger ilgili Birlik mevzuatina

Diger Mevzuat

1) Elektrikli ve elektronik ekipmanlarda (RoHS) belirli tehlikeli maddelerin kullaniminin
kisitlanmasina iliskin 2015/863 ile degistirilen 2011/65/AB Direktifi.
4. Maddede belirtilen gereksinimlerin kargilandigr kanitlanmigtir.

2) 2014/53/AB Radyo Ekipmanlari Direktifi (RED).
Uretici olarak, belirtilen tibbi cihazlarin Konsey Direktifi 2014/53/AB hikimlerini
karsiladigini yalnizca kendi sorumlulugumuz kapsaminda beyan ediyoruz.
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Tibbi cihazlar
REF Ticari Ad Temel UDI-DI Empn  |Ortak sinif |Kural |Diger
Spesifikasyonlar Mevzuat
viTisy  |F&P Vitera™ Tam Y0z PAP | g 154104vITERAFFMO1PH R030101 |- la |Rue2 |
Terapi Maskesi — Kliguk U Scl 1
F&P Vitera™ Tam Yiz PAP Rule 2
VIT1MU Terapi Maskesi — Orta U 94200124VITERAFFM01PH R030101 |- lla Scl 1 -
viTiLy  |F&P Vitera™ Tam Yiz PAP 1 g 10454y ITERAFFMO1PH R030101 |- la |Rue2 |
Terapi Maskesi — Blyuk U Scl1
F&P Vitera™ Tam Yuz PAP Rule 2
VIT1SSU | Terapi Maskesi — 94200124VITERAFFMO1PH R030101 |- lla -
R Scl 1
Kiaguk/Kuguk U
F&P Vitera™ Tam Yiz PAP Rule 2
VITIMMU | Terapi Maskesi — Orta/Orta |94200124VITERAFFMO1PH R030101 |- lla Sl 1 -
U
F&P Vitera™ Tam Yuz PAP Rule 2
VIT1LLU | Terapi Maskesi — 94200124VITERAFFMO1PH R030101 |- lla -
Lo T Scl 1
Buyuk/Buyuk U
F&P Vitera™ Tam Yuz PAP Rule 2
VITIMLU | Terapi Maskesi — 94200124VITERAFFM01PH R030101 |- lla -
o Scl 1
Orta/Buyik U
SLN1SU F&P Solo™ Nasal (Nazal
PAP Terapi Maskesi) — 94200124VITERAFFMO01PH R030101 |- lla Rule2 |
. Scl 1
Kaguk U
SLN1MU  |F&P Solo™ Nasal (Nazal
PAP Terapi Maskesi) — Orta | 94200124VITERAFFMO1PH R030101 |- 2 |aa%? |-
U
SLN1LU F&P Solo™ Nasal (Nazal
PAP Terapi Maskesi) — 94200124VITERAFFMO01PH R030101 |- lla Rule2 |
A Scl 1
Blyuk U
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REF Ticari Ad Temel UDI-DI Empn  |Ortak sinf |Kural |Diger
Spesifikasyonlar Mevzuat

SLN1WU |F&P Solo™ Nasal (Nazal

PAP Torapi Mackoo) | 84200124VITERAFFMO1PH ~030101 |- i |Rue2 |
[ Scl 1

Genis U

SLN1SML |F&P Solo™ Nasal (Nazal

u PAP Terapi Maskesi)— | 24200124VITERAFFMO1PH R030101 |- 2 |aa%? |-
SML U

SLN1SSU |F&P Solo™ Nasal (Nazal
PAP Terapi Maskesi) — | 2+200124VITERAFFMO1PH R030101 |- la  |an®? |-
Kiigiik Kiicik U

SLN1MMU |F&P Solo™ Nasal (Nazal
PAP Terapi Maskesi) — Orta | 2+200124VITERAFFMOTPH R030101 |- la |Rule2 |

Scl 1

Orta U

SLN1LLU |F&P Solo™ Nasal (Nazal
PAP Terapi Maskesi) — | %+200124VITERAFFMO1PH R030101 |- la  |an®? |-
Biiyiik Biyik U

SLP1SU F&P Solo™ Pillows (Nazal
Yastikli PAP Terapi 94200124VITERAFFMO1PH R030101 |- lla 52:61 2 .
Maskesi) — Kuguk U

SLP1MU |F&P Solo™ Pillows (Nazal
Yastikli PAP Terapi 94200124VITERAFFMOTPH R030101 |- la  |aue? |-
Maskesi) — Orta U

SLPILU  |F&P Solo™ Pillows (Nazal
Yastikli PAP Terapi 94200124VITERAFFMO1PH R030101 |- lla ggl'ﬁ 2 |
Maskesi) — Buyuk U

SLP1SML |F&P Solo™ Pillows (Nazal

u Yastikli PAP Terapi 94200124VITERAFFMO1PH R030101 |- lla 5;"31 2 .
Maskesi) — SML U

SLP1SSU |F&P Solo™ Pillows (Nazal
Yastikli PAP Terapi 94200124VITERAFFMOTPH R030101 |- la  |an®? |-
Maskesi) —Kiiglk Kiguk U
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REF Ticari Ad Temel UDI-DI EmDN | 9rtak Sinif |Kural | D9er
Spesifikasyonlar Mevzuat

SLP1MMU |F&P Solo™ Pillows (Nazal
Yastikli PAP Terapi 94200124VITERAFFMOTPH R030101 |- la  |an®% |-
Maskesi) — Orta Orta U

SLPILLU |F&P Solo™ Pillows (Nazal
Yastikli PAP Terapi 94200124VITERAFFMO1PH R030101 |- lla 52:61 2 .
Maskesi) — Blyuk Buyik U

SLN1SSL |F&P Solo™ Nasal (Nazal
PAP Terapi Maskesi)— | %+200124VITERAFFMO1PH R030101 |- la  |an®? |-
Kiigiik SL

SLN1MSL |F&P Solo™ Nasal (Nazal
PAP Terapi Maskesi) — Orta | 2+200124VITERAFFMOTPH R030101 |- lla 52:61 2 .
sL

SLN1LSL |F&P Solo™ Nasal (Nazal
PAP Terapi Maskesi) — | %+200124VITERAFFMO1PH R030101 |- la  |an®? |-
Biiyiik SL

SLN1WSL |F&P Solo™ Nasal (Nazal
PAP Terapi Maskesi)— | 24200124VITERAFFMO1PH R030101 |- la  |aa%? |-
Genis SL

SLN1SML |F&P Solo™ Nasal (Nazal

sL PAP Terapi Maskesi) — | %4200124VITERAFFMO1PH R030101 |- la  |aue? |-
SML SL

SLP1SSL |F&P Solo™ Pillows (Nazal
Yastikli PAP Terapi 94200124VITERAFFMOTPH R030101 |- la  |an®% |-
Maskesi) — Klglk SL

SLPIMSL |F&P Solo™ Pillows (Nazal
Yastikli PAP Terapi 94200124VITERAFFMO1PH R030101 |- lla 52:61 2 .
Maskesi) — Orta SL

SLPILSL |F&P Solo™ Pillows (Nazal
Yastikli PAP Terapi 94200124VITERAFFMOTPH R030101 |- la  |an®? |-
Maskesi) — Bliylk SL
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REF Ticari Ad Temel UDI-DI EmDN | 9rtak Sinif |Kural | D9er
Spesifikasyonlar Mevzuat
SLP1SML |F&P Solo™ Pillows (Nazal
sL Yastikli PAP Terapi 94200124VITERAFFMOTPH R030101 |- la  |an®% |-
Maskesi) — SML SL
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