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Declaracdo UE de Conformidade

DoC N°
Nome Fabricante:

Morada Fabricante:

SRN:
UDI-DI Bdsico:

Nome do Dispositivo(s):

Classificagdo:

Avaliagdo da Conformidade

23702701 ( ‘

Orthos XXI, Unipessoal Lda

Rua de Sta Leocdadia, 2735 4809-012 Briteiros Sta Leocadia Guimardes

Portugal

PT-MF-000002787

56004569CANADIANAXW

Auxiliares de Marcha - Canadiand
Cl

C1 INTEGRAL

C8

C8 INTEGRAL

C4

Cc7

UMBRACAL

Dispositivo Médico Classe |, de acordo com aregra 1 do Anexo VIl do
regulamento MDR 2017/745

A Orthos XXI auto declara a conformidade dos dispositives, de acordo
com o Regulamento MDR 2017/745:
Classe | — Declaracdo UE de Conformidade de acordo com Artigo 19.° e

Anexo IV

Esta declaracéo de conformidade € emitida sob a exclusiva responsabilidade da Orihos XXI.

Declaramos que os dispositivos médicos especificados acima estéo em conformidade com a legislagcdo

harmonizada da Uniéo Europeia:

% Regulamento (UE) 2017/745, de 5 de abril de 2017, relativo aos dispositivos médicos

E cada dispositivo estd em conformidade com as seguintes normas e/ou documentos normativos:
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NP ISO 11334-1 - Assistive products for walking manipulated by one arm — Requirements and test
methods — Elbow crutches

oo

¢ NP ENISO 14971 - Dispositivos médicos: Aplicacdo da gestdo do risco aos dispositivos médicos

Esta declaraga@o é suportada pelo Sistema de Gestdo de Qualidade segundo a ISO 9001 certificado pela
SGS. Todos os dispositivos incluem marcacéo CE.

Toda a documentagdo de suporte é mantida nas instalagdes do fabricante.

Assinatura: 0 R TOnhosXX!,Unipessoal,Lda, ocal e data (dd/mm/aaaa) da emissdo:

NIF. 508 193 952
Rua Santa Leocadia, 2735

4808:012 Sta* Leocadia
Briteiros,
Guimaries - Portugal

Tel.: ] . o=
LSRR QAARALD. | e 11 P ey |Guimardes, 11/05/2021
Inell’urlﬁ ?nleurla n mlfw-ort:osui.cwn
o
Nome: Susana Marques e S0ER

Funcdo: Qualidade e Certificagcdo de Produto
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EU Declaration of Conformity

DoC Number
Manvufacturers Name:

Manufacturers Address:

SRN:
Basic UDI-DI:

Name of the Device (s):

Classification:

Conformity Assessment

237027-01 ‘ ‘

Orthos XXI, Unipessoal Lda

Rua de Sta Leocadia, 2735 4809-012 Briteiros Sta Leocdadia Guimardes

Portugal

PT-MF-000002787

56004569CANADIANAXW

Walking Aids — Elbow Crutches
Cl

C1 INTEGRAL

Cc8

C8 INTEGRAL

C4

C7

UMBRACAL

Class | Medical Device, according to rule 1 of Annex Vil of the MDR

2017/745 regulation

Orthos XX self-declarate the devices conformity, according to MDR
2017/745 regulation:
Class | - EU Declaration of conformity according to Article 19.° and

Annex IV

This declaration of conformity is issued under the sole responsibility of Orthos XXI.

We hereby declare that medical devices specified above are in compliance with harmonized European

Union legislation:

% Regulation (EU) 2017/745, of 5 April 2017, on medical devices
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And each device complies with the following standards and/or regulatory documents

ANNIVERSARY

.

NP ISO 11334-1 — Assistive products for walking manipulated by one arm — Requirements and test
methods — Elbow crutches
» NP ENISO 14971 -

Medical devices: Application of risk management to medical devices

This declaration is supported by the Quality Management System to ISO 9001 certified by SGS. All devices
include CE mark.

All supporting documentation is retained under the premises of the manufacturer

Signature:

0 R TonhasXXI,Unipessoaf,mg

ce and date (dd/mm/yyyy) of issue
NIF. 508 193 982

Rua Santa Leocadia, 2735
4809-012 Sta® Leocadia
S BGriteiros,
e T RV VR

Guimaraes - Portugal
Tel.: 4351 253 470270 (S
— XX Fax: +351 253 470 278
euvuropean
Name: Susana Marques

imardes, 11/05/2021
www.orthosxxi.com

Inclusive solutlons info@orthosxxi.com

Function: Qudlity and Product Cerfification

©

thosxxi.com IR [O]l U}@ﬁ
www.orthosxxi. i ] ( Wy
sas info@aorthosxxi.com H 0 S H 0 S I(D) UL

PME lider 19

I 2RI
FEETT R

ORTHOS XX, Lda.
Rua Santa Leocddia n°2735 | 4809-012 Sta. Leocadia de Brileros | Guimaraes - Portugal
Tel: +351 253 470 270/1/2/3/4 | Fax: +351 253 470 278 | NIF 508 193 982 | Capital Social 150.000.00€



ORTHOS ;

XXl
e ur opeadan
inclusive solutions Ae-JHl‘.’ERSJ\R"f

Declaracion UE de Conformidad

DoC N° 237022-01 ( ‘

Nombre del Fabricante: Orthos XXI, Unipessoal Lda

Direccién del Fabricante: Rua de Sta Leocadia, 2735 4809-012 Briteiros Sta Leocadia Guimardes

Portugal

SRN: PT-MF-000002787

UDI-DI Basico: 56004569BENGALAFA

Nombre del Dispositivo: Ayudas para caminar — Muletas de Codo

Cl1

C1 INTEGRAL

Cc8

C8 INTEGRAL

C4

Cc7

UMBRACAL

Clasificacion: Producto sanitario de clase |, de acuerdo con la regla 1 del anexo VI
del reglamento MDR 2017/745

Evaluacién de la Conformidad  Orthos XX| auto declara la conformidad de los productos, de acuerdo
con el Reglamento MDR 2017/745:
Clase | - Declaracion de conformidad UE segun el articulo 19.°y el

anexo IV
Esta declaracion de conformidad se emite bdjo la exclusiva responsabilidad de Orthos XXI.
Declaramos que los productos sanitarios especificados anteriormente cumplen con la legislacion

armonizada de la Uniéon Europea:
% Reglamento (UE) 2017/745 de 5 de abril de 2017 sobre los productos sanitarios

. $I5A My
fm www.orthosxxi.com

% = info@orthosxxi.com
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Y cada producto cumple con los siguientes estandares y/o documentos reglamentarios:

*

% NP ISO 11334-1 - Assistive products for walking manipulated by one arm — Requirements and test

7

methods — Elbow crutches

*,

< NP ENISO 14971 — Productos Sanitarios: Aplicacion de la gestion de riesgos a los productos sanitarios

Esta declaracion estd soportada por el Sistema de Gestion de Calidad segun la norma ISO 2001 certificada

por SGS. Todos los dispositivos tienen la marca CE.

Toda la documentacién de soporto se mantiene en las instalaciones del fabricante.

Firma: 0 R TOrthosKXl.Unipeskada- Lugar y fecha (dd/mm/aaaa) de emision:

NIF. 508 193 982
Rua Santa Leocadia, 2735

4809-012 Sta* Leocadia
Briteires,
Guimaraes - Portugal ‘
Tel.: +351 253 470 270 ) " ~
xxi Fax: +351253 470278 GUImGraes, ]]/05/202]

www.orthosxxi.com
info@orihosxxi.com
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Funcién: Calidad y certificacion del producto
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Anexo a declaragdo de conformidade / Attachment to declaration of conformity / Anexo a la

declaracién de conformidad

UDI-DI Referéncia / Reference / Referencia
5600456921048 53CNESPECIAL
5600456930590 53CNXAFPMJU
5600456930606 53CN4AFPMIU
5600456930613 53CN8AFPMJU
5600456930620 53CNSAFPMIU
5600456930637 52CNWAFPMIZ
5600456930644 52CNXAFPMZZ
5600456930651 52CNXAFPMAM
5600456930668 S2CNWAMPMAM
5600456930675 52CNWAFPMAD
5600456930682 52CNXAFPMAD
5600456930699 52CNXAFPMDA
5600456930705 S2CNWAFPNZZ
5600456930712 52CNWAFPNDA
5600456930729 52CNXAFPNZZ
5600456930736 52CNXAFPNDA
5600456930743 52CN22AFPMAM
5600456930750 52CNX7AFPMZZ
5600456930747 52CNX7AFPMAM
5600456930774 52CNX4AFPMIE
5600456930781 52CNX4AFPMAM
5600456930798 52CNX2AFPMZL
5600456930804 52CNX2AFPMAM
5600454730811 52CNZ2AFPMIL
5600456930828 52CNXSAFPMIZ
5600456930835 52CNXSAFPMAM
5600456930842 52CNX6AFPMZZ
5600456930859 52CNX6AFPMAM
5600456930866 52CNYFEPMZZ
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UDI-DI Referéncia / Reference / Referencia

5600456930873 S52CNWAMPMIZ
5600456930880 52CNWAMPMAD
5600456930897 52CNWAMPMDA
5600456930903 S2CNXAMPMAM
5600456930910 S52CNXAMPMDA
5600456930927 52CNXAMPMIZ
5600456930934 52CNWAMPNZZ
5600456930941 52CNWAMPNDA
5600456930958 52CNXAMPNZZ
5600456930965 S52CNXAMPNDA
5600456930972 52CN22AMPMAM
5600456930989 52CNX7AMPMZZ
5600456930994 52CNX7AMPMAM
5600456931009 52CNX4AMPMZZ
5600456931016 52CNX4AMPMAM
5600456931023 52CNX2AMPMZZ
5600456931030 52CNX2AMPMAM
5600456931047 52CN22AMPMIZ
5600456931054 S2CNXSAMPMZZ
5600456931061 52CNXSAMPMAM
5600456931078 S52CNX6AMPMIE
5600456931085 S52CNX6AMPMAM
5600456931092 52CNITCONFIG
5600456931108 52CNITESPECIAL
5600456921048 S52CNTRCONFIG
5600456930590 52CNTRESPECIAL
5600456930606 S52CNXAMPMAD
5600456930613 52CNWUBPMZZ
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