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EC Declaration of Conformity

This declaration of conformity issued under the sole responsibility of ROPOX A/S, certifies that the ROPOX
Toilet lifter, conforms with the relevant legislation.

Intended use

The ROPOX Toilet Lifter gives people with reduced mobility the possibility to extend their independence. It
lowers and lifts the user to the best seated or standing position. Importantly it is straight-forward to set to the
optimum height for both user and helper. It is a solution using modern welfare technology to help users
become more self-reliant in their bathroom routines. The Toilet Lifter is an assistive aid which can support
users to keep their privacy for as long as possible. The height adjustment has an adjustment range of 40 cm
going from 40,5-80,5 cm.

MDR Medical Device Risk Classification

This product is classed as a Class | product by Rule 13 (EU Regulation 2017/745 Annex VIII - Chapter IIl) and
Class | by rule 12 in the 93/42 EEC due to being an active device. The device is normally intended for long
term accumulated use (more than 30 days). This is a non-sterile device.

Unique Device ldentifier and product codes

Trade name Product code Model Basic UDI-DI

ROPOX Toilet lifter electric 40-45020 Electric 57075810008RB

ROPOX Toilet lifter manual 40-45030 Manual 57075810008RB
Leqgislation:

The ROPOX Toilet lifter is the sole responsibility of the manufacturer and is in conformity with the:
e European Medical Device Regulation 2017/745 (articles 10, 19 and Annex V),
e the Danish Medicines Agencies BEK nr 1263, dated 15/12/2008 (articles 3 and 6 and Annex IV), and
the
e European Directive 93/42/EEC (Annex V) EC Verification of conformity

This certificate ensures and declares that this product is in compliance with harmonized standards and
Common Specification for Ropox Toilet lifter

Harmonised standards:

EN ISO 9001:2015 Quality management systems

EN ISO 14971:2012 Application of risk management to medical devices

EN 62366-1:2015 Application of Usability engineering to medical devices

IEC 60601-1:2005 Medical Electrical Equipment — Part 1: General requirements for basic safety

and essential performance

IEC 60601-1-2:2014 Medical electrical equipment - Part 1-2: General requirements for basic safety
and essential performance - Collateral Standard: Electromagnetic disturbances
- Requirements and test
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UK Ce produit est marqué UKCA conformément a :
Cn UK S1 2002 No. 618 - Reéglement sur les dispositifs médicaux 2002, et ses
amendements
UK SI 2008 No. 1597 - Réglement de 2008 sur la fourniture de machines
(sécurité) et ses amendements
Ce produit est marqué CE conformément a :
c € Réglement européen sur les dispositifs médicaux (UE) 2017/745
I Nom et adresse du fabricant
/w\]-| Date de production
REF Numéro de stock
SN Numéro de série
e Consulter le manuel avant utilisation
ﬁ Consultez le manuel pour les informations importantes relatives a la
sécurité, les avertissements et les précautions de sécurité.
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EU — Declaration de conformité C €

The undersigned hereby declares that the following product:
Ropox Toilet Lifter

Item number: 40-45020 Ropox Toilet Lifter Electric

is in accordance with the following Directives and Standards:

DIRECTIVES
Directive No. 93/42/EEC concerning Medical Devices (Risk class 1)

Machinery Directive No. 2006/42/EG, concerning Machines, amended by Directive No. 98/37/EG

STANDARDS

DS/EN 1041: 2009 Information supplied by the manufacturer of medical devices

DS/EN 17966: 2016: Assistive products for personal hygiene that support users -
Requirements and test methods

DS/EN 12182: 2012: Assistive devices for persons with functional disabilities -
General requirements and test methods

DS/EN 14971: 2012: Medical devices — Application of risk management to medical devices

DS/EN 60601-1: Medical electrical equipment — Part 1: General safety requirements and
important functional requirements.
(Apply to the electrical components of the product)

DS/EN 9999: 2011: Assistive devices for persons with functional disabilities -

Classification and terminology
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Date: 01-02-2016
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ommy Jénsen
Adm/direkter



2.1 Etiquette de I'unité du

produit
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Toiletlifter
Toilet Lifter Electric

Dutv cyclemax. 10%
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Height adjustment 40-65 cm
Max load: XXX kg

||||JIIIlIIIIIIIlIIIIIIIIIIIIII||III|I||I||I|IIIIIHI\II\IIIIIIII
iy @RIE AL G

Mass of product: XX kg

UK
WEB.: wwwropox.dk CQ c €
Ropox A/[S, Ringstedgade 221, DK-4700 Naestved
TLF:+45 5575 0500, E-mail: Info @ropox.dk
Xk-n00o-x (BN XO0G-XXXX

Uln: 100/240V , 50/60 Hz
Uln: Max. 20 A

IPX6 .
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Transport & storage

UK
CA

Ce produit est marqué UKCA conformément a :

UK SI 2002 No. 618 - Réglement sur les dispositifs médicaux 2002, et ses
amendements

UK SI 2008 No. 1597 - Réglement de 2008 sur la fourniture de machines
(sécurité) et ses amendements

C€

Ce produit est marqué CE conformément a :

Directive européenne sur les dispositifs médicaux 93/42/CEE, y compris
modifications incorporées dans la directive 2007/47/CEE.

Reglement européen sur les dispositifs médicaux (UE) 2017/745
Directive 2006/42/CE du Conseil relative aux machines

Directive du Conseil 2011/65/UE, RoHS

Nom et adresse du fabricant

Date de production

Numéro de stock

Numeéro de série

= |E|EIE] 2

Consulter le manuel avant utilisation

2 min

=

18 min

Intervalle de fonctionnement des équipements a commande électrique.
L'utilisation d’appareils électriques réglables en hauteur peut durer au
maximum 2 minutes, suivies d’'une pause de 18 minutes.

Partie appliquée de type B. Le produit est conforme aux exigences de la
norme |IEC 60601-1 en matiére de protection contre les chocs électriques.

>[>

Consultez le manuel pour connaitre les informations importantes relatives a la
sécurité, les avertissements et les précautions de sécurité.
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EU — Declaration de Conformite c €

Le soussigné déclare par la présente que le produit suivant:

Cadre de toilette Ropox
Produit numéro : 40-45030 Cadre manuel de toilette Ropox

est conforme aux directives et normes suivantes:

DIRECTIVES

Directive No. 93/42/EEC relative aux dispositifs médicaux (classe de risque 1)

NORMES

DS/EN 1041: 2009 Information fournies par le fabricant de dispositifs médicaux

DS/EN 17966: 2016: Produits d'assistance a I'hygiéne personnelle qui aident les
utilisateurs -
Exigences et méthodes d'essai

DS/EN 12182: 2012: Appareils fonctionnels pour les personnes ayant une déficience
fonctionnelle - Exigences générales et méthodes d'essai

DS/EN 14971: 2012: Dispositifs médicaux - Application de la gestion des risques aux dispositifs
meédicaux

DS/EN 9999: 2011: Appareils fonctionnels pour personnes ayant une déficience fonctionnelle -

Classification et terminologie

DS/ EN 9999: 2011: Appareils fonctionnels pour personnes ayant une déficience fonctionnelle -
Classification et terminologie
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Date: __01-02-2016 @Zﬂ/ ;

ommy Jénsen
Adm/direktor
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2.1 Product Unit label
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18 min
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Transport & storage 4

XXXX-XX

40-250XX-X
hower bed

In;: 100-240V ~ 50/60H U In: Max. 2,0 A
opox Changing and Shower Bed 178cm

lectrical height adjustm

ax load: 220 kg Mass of product: 55 kg

*05707581000447NA3-XXXX*

[SH] N43-XXXX
1P X6

ent 30-100cm

UK
CA

This product is UKCA-marked in accordance with:
UK SI 2002 No. 618 - The Medical Devices Regulations 2002, and its amendments

UK SI 2008 No. 1597 - The Supply of Machinery (Safety) Regulations 2008, and its
amendments

3

This product is CE-marked in accordance with:

European Medical Device Directive 93/42/EEC, including
amendments incorporated in Directive 2007/47/EEC.

European Medical Device Regulation (EU)2017/745
Council Directive 2006/42/EC on machinery

Council Directive 2011/65/EU, RoHS

Manufacturer name and address

Date of production

Stock number

Serial number

wl
al

Consult manual before use

2 min

I'Lr

18 min

Operating interval of electrically operated equipment. The use of electrical
height adjustable equipment can run at maximum 2 minutes, followed by an
18-minute break.

[ ]

R

Type BF applied part. The product complies with IEC 60601-1 requirements
to provide protection against electric shock.
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Ropox A[S, Ringstedgade 221, DK-4700 Naestved “ﬁ‘_ﬁi
TLF:445 5575 0500, E-mail: info@ropox.dk

2021-11 [fEF] 40-31411-1 [Ew] N43-0442

Shower bed

Ropox Mobilio Bruseleje 210x76cm
Elektrisk hojdejusterbar 40 cm, 59-99 cm
Max load: 200 Mass of product: 103 k IP X6
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507581001 IRONA3-0442%
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18 min

Duty cycle max 10%

U In: Max. 2,0 A
U In: 100-240V . 50/60 Hz
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Transport & storage
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Ce produit est marqué UKCA conformément a :

UK SI 2002 No. 618 - Réglement sur les dispositifs médicaux 2002, et ses
amendements

UK S1 2008 No. 1597 - Réglement de 2008 sur la fourniture de machines
(sécurité) et ses amendements

N
M

Ce produit est marqué CE conformément a :

Réglement européen sur les dispositifs médicaux (UE) 2017/745
Vu la directive 2006/42/CE du Conseil relative aux machines
Directive du Conseil 2011/65/UE, RoHS

Le produit est également conforme a :

Directive européenne sur les dispositifs médicaux 93/42/CEE, y compris
modifications incorporées dans la directive 2007/47/CEE.

Nom et adresse du fabricant

Date de production

Numéro de stock

Numeéro de série

Consulter le manuel avant utilisation

Intervalle de fonctionnement de I'équipement a commande électrique.
L'utilisation d'équipements électriques réglables en hauteur peut durer au
maximum 2 minutes, suivie d'une pause de 18 minutes.
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Duty cyde max. 10%

Transport & storage A
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Changing bed

U In: 100-240V ~ 50/60 H

*05707581000515N43-XX

Ropox Vario skifteleje 160x70 cm
Veeghaengt med opklappelig bordplade

Max load: 150 kg Mass of product: 55 kg

AT R AR A
XX* i

[N ] N43- XXXX
IP X6

U In: Max. 2,0 A

UK
CA

This product is UKCA-marked in accordance with:
UK SI 2002 No. 618 - The Medical Devices Regulations 2002, and its amendments

UK SI 2008 No. 1597 - The Supply of Machinery (Safety) Regulations 2008, and its
amendments

3

This product is CE-marked in accordance with:

European Medical Device Directive 93/42/EEC, including
amendments incorporated in Directive 2007/47/EEC.

European Medical Device Regulation (EU)2017/745
Council Directive 2006/42/EC on machinery

Council Directive 2011/65/EU, RoHS

Manufacturer name and address

Date of production

Stock number

Serial number

Consult manual before use

Operating interval of electrically operated equipment. The use of electrical
height adjustable equipment can run at maximum 2 minutes, followed by an
18-minute break.

Type BF applied part. The product complies with IEC 60601-1 requirements to
provide protection against electric shock
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Non harmonized standards and common specifications:

ISO 17966:2016 Assistive products for personal hygiene that supports users — Requirements and
test methods

& Naestved, The 02 / 06 , 2021

Tommy Jensen
CEO
ROPOX A/S

On behalf of

ROPOX A/S
Ringstedgade 221

4700 Naestved
Denmark

Phone: +45 55 75 05 00

Email: info@ropox.dk
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