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EC-DECLARATION OF CONFORMITY MDR 2017/745
EG-KONFORMITATSERKLARUNG MDR 2017/745
CE-DECLARATION DE CONFORMITE MDR 2017/745

Legal manufacturer
Hersteller
fabricant légal

Address head quarter
Adresse Hauptsitz
Adresse siége social

Address production site
Adresse Produktion und Vertrieb
Adresse de production et vente

Authorized Representative (EU)
EU Repréasentant
Représentant CE autorisé

Samarit Medical AG
CHRN-MF-20000184

Grundstrasse 14,
CH-8126 Zumikon

Gewerbestrasse 12,
CH-8132 Egg ZH

Samarit Medical Produkt GmbH
Im See 19, DE-79790 Kissaberg,
SRN: DE-AR-000014694

We hereby declare, that the Medical Devices
Wir erkldren hiermit, dass die Medizinprodukte
Nous déclarons que les dispositives médicaux

as of class | according to
der Klasse | nach
de la classe | selon

are manufactured in compliance to the regulation:
konform zu den Anforderungen hergestellt werden:
sont fabriqués selon le réglement:

SAMARIT Rollbord HIGHTEC
(5 models, accessories, see page 2)
Basic UDI-DI:
764014446RbHT4400000LF

MDR 2017/745 annex VIl

MDR 2017/745 annex Il & annex Il

We are solely responsible for conformity and
issuing of this CE certificate in accordance with:
Wir tragen die alleinige Verantwortung fiir die
Konformitatspriifung und die Ausstellung

dieses CE Zertifikats gemdéss:

Nous déclarons sous notre propre responsabilité la
conformité et la délivrance de ce certificat CE
conformément au:

MDR 2017/745 annex IV

Zumikon, 24. November 2022

valid until 31. December 2024

CE DECL. MDR 2017-745 RB Higthec.NOV.2022
Version 2022-11-24
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SUBJECT: ROLLBORD and its accessoires (medical device: class )

Product

Samarit Rollbord Hightec 'Standard’
178 x50 cm
foldable

Samarit Rollbord Hightec 'ICU-Bariatric’
178 x 50 cm
Non-foldable

Samarit Rollbord Hightec 'Mini-Gyn'
91 x50cm
Non-foldable

Samarit Rollbord Hightec 'Surgiboard'
120 x50 cm
Non-foldable

Samarit Rollbord 'MRI/CT/AMBU'
178 x40 cm
foldable

Accessoires

Samarit Cover Dispenser
15x66 x 14 cm

Samarit Disposable Cover for all Rollbord
models large
200 cm / DM 60 cm

Samarit Disposable Cover for all Rollbord
models short — special order min. 25 box
135cm /DM 60 cm

Samarit Disposable Cover for all Rollbord
models mini — special order min. 25 box
100 cm / DM 60 cm

CE DECL. MDR 2017-745 RB Higthec.NOV.2022
Version 2022-11-24

Swiss Made

Model No. Application for heavy use

440.0100 Radiology, operating theatre,
intensive care units and all
special wards

440.0200 Intensive Care (ITC) nursing
services, on air and decubitus
mattresses

440.0300 Urology operating theatres,
gynecology operating
theatres, wake-up stations
and emergencies

440.0400 Operating theatre, X-Ray,
various wards (replaces
aluminium rollers)

440.0500 Transfer of injured patients
o/from stretcher

440.1088 Wall mount
1 box =4 rolls

440.1000 (1 roll =100 m = 200 cm x 50 pcs)

440.1400 1 box =4rolls
(1 roll = 100 m = 200 cm x 74 pcs)

440.1500 1 box=4rolls
(1 roll = 100 m = 200 cm x 100 pcs)
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