Technical Documentation
FMBRIA-IV EN Dreamline Wheelchair Seating Systems
Issue date Page Declaration of conformity
2023-05-03 10f2

R LAPAL

C€

EU-KONFORMITATSERKLARUNG / DECLARATION DE CONFORMITE UE
EU DECLARATION OF CONFORMITY / DICHIARAZIONE DI CONFORMITA UE

Name und Adresse der Firma
Nom et adresse de I'entreprise
Nome € indirizzo della ditta
Name and address of the firm

ROLAPAL Ltd.

Marphona Crescent 14
2105 Takanini, Auckland
New Zealand

Single Registration Number (SRN)

NZ-MF-000014145

Wir erkliren in alleiniger Verantwortung, dass / Nous déclarons sous notre propre responsabilité que /
Dichiariamo sotto nostra responsabilitad che / We declare under our sole responsibility that

das Medizinprodukt mit seiner Zweckbestimmung
le dispositif medical avec sa destination

it dispositivo medico con la sua destinazione d'uso
the medical device with its intended use

Dreamline Wheelchair Seating System

The Dreamline wheelchair seating system is an adaptable system
for both symmetrical and asymmetrical postures with multiple
levels of support possibilities to suit the particular requirements of
the patients. It gently encourages upright sitting & postural

alignment.
entsprechend dem Ausgabestand der technischen
Dokumentation
selon la révision de la documentation technique 2023-05-03
secondo la revisione della documentazione tecnica
according to the revision of the technical documentation
mit der Basis-UDI-DI Seat Bases: 94200653SEATBASESBY
avec la base-UDI-DI Cushions: 94200653CUSHIONS3U
con la base-UDI-DI Backrests: 94200653BACKRESTS2K
with the basis-UDI-DI Supports: 94200653SUPPORTSHS
Harnesses: 94200653HARNESSESD9
Positioning: 94200653POSITIONINGEU

der Klasse
de la classe
della classe
of class

nach Anhang Vill MDR 2017/745 — Regel |
selon l'annexe VIIi de la MDR 2017/745 —régle 1
secondo l'allegato VIiI della MDR 2017/745 — regola l

according to annex VIl of MDR 2017/745 - rule [

allen Anforderungen der MDR 2017/745 entspricht, die anwendbar sind. /
remplit toutes les exigences de la MDR 2017/745 qui le concernent. /
soddisfa tutte le disposizioni della MDR 2017/745 che lo riguardano. /

meets all the provisions of the MDR 2017/745 which apply to it.

Konformititsbewertungsverfahren
Procédure d'évaluation de la conformité
Procedimentodi valutazione della conformita
Conformity assessment procedure

MDR Art. 52 & Annex I, lll

EC-REP

SRN: DE-AR-000006764

BEO MedConsulting Berlin GmbH, Helmholtzstr. 2, D-10587
Berlin, Germany

Giiltigkeit der Erkldrung: 2 Jahre nach Unterzeichnung oder Anderungen der technischen Dokumentation /
Validité de la déclaration: 2 ans aprés la signature ou modifications de la documentation technique /
Validita della dichiarazione: 2 anni dopo la firma o modifiche alla documentazione tecnica /
Declaration’s validity: 2 years after signing or changes to the technical documentation.

A“J\(/L(\.J\'-/\CA 15- 05-2023

Ort, Datum und Funktion / Lieu, date et fonction
Luogo, data e funzione / Place, date and function
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Untérschrift und Stempel / Signature and stamp /
Signature et cachet/ Firma e timbro
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Product list

Product name / model / variant

Basic UDI-DI

DREAMLINE QUICK-RELEASE SEAT PAN

DREAMLINE WHEELCHAIR CUSHION RIGID BASE

DREAMLINE WHEELCHAIR CUSHION RIGID LATERAL SUPPORT

94200653SEATBASESBY

DREAMLINE STX GEL CUSHION

DREAMLINE G3 GEL CUSHION

DREAMLINE CONTOUR CUSHION

DREAMLINE SUPPORT CUSHION

DREAMLINE ASSIST CUSHION

DREAMLINE BUBBLEGUM CUSHION

DREAMLINE S5 CUSHION

DREAMLINE G7 CUSHION

DREAMLINE STX2 CUSHION

WOVEN AIR CUSHION

CUSHION ACCESSORIES

94200653CUSHIONS3U

DREAMLINE IGNITE BACKREST

DREAMLINE CONTOUR BACKREST

DREAMLINE SUPPORT BACKREST

DREAMLINE S3 BACKREST

DREAMLINE STX BACKREST

DREAMLINE SUPPORT BACKREST WITH BAC SYSTEM INSIDE

DREAMLINE $3 BACKREST WITH BAC SYSTEM INSIDE

SIDEWINDER SUSPENSION SYSTEM

EXPANDER COVER

BACKREST ACCESORRIES

94200653BACKRESTSZK

THORACIC LATERALS

HEADRESTS

HIP THIGH GUIDES

ARMRESTS

SWING-DOWN POMMEL

94200653SUPPORTSHS

DREAMLINE H>X HARNESS

HARNESS ACCESSORIES

94200653HARNESSESD?

BAC POSITIONING SYSTEM

94200653POSITIONINGEU
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