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Quicktrace®

DECLARACION CEDE CONFORMIDAD
EC DECLARATION OF CONFORMITY

Nombre del fabricante/
Manufacturer’s Name: AB MEDICA GROUP S.A

Direccion del fabricante/
Manufacturer’s Address: ¢/ Jeric6, 10 Bis Interior. 08035 Barcelona. (ESP) Espafia.

Direccion de fabricacion/
Manufacturing site: c/ Llobateras 14-18 Talleres 7. Nave 4 y 6. Poligono Industrial Santiga
08210 Barbera del Vallés. Barcelona. (ESP) Espafia.

Almacén y Oficinas/
Warehouse and Offices: Avda. Can Salvatella, 4. 08210 Barbera del Vallés. Barcelona (ESP)

Declara bajo su propia responsabilidad que el producto / We declare under our own responsibility that the
products:

Nombre del producto/ Product name: Papeles de registro médico
Recording charts for medical equipment

Referencias/References: En anexo |
As per annex |

Clasificacion (segun Anexo IX en RD 1591/2009, Anexo VIII Reglamento 2017/745, en Directiva Europea 93/42/CEE
y sus modificaciones posteriores) / Classification (According to Annex VIII f European Directives 93/42/EEC and
subseguent amendments):

Clase | (con funcion de medida)
Class | (with measuring function)

GMDN 15-639

Los productos anteriormente mencionados se han fabricado en cumplimiento con los requisitos del Anexo
Il de la Directiva Europea 93/42/CEE y sus modificaciones posteriores, asi como con los requisitos
indicados en el Anexo Il del RD 1591/2009 (transposicion de la mencionada Directiva Europea y sus
modificaciones posteriores a la legislacién espafiola). El certificado CE n® 1349/MDD emitido por el O.N.
0051 valido hasta el 01.07.2023 avala este cumplimiento. / The above mentioned medical devices have been
manufactured in compliance with the requirements in Annex Il of the Council Directive 93/42/EEC, and subsequent
amendments concerning medical devices. The EC Certificate n® 1349/MDD issued by the Notified Body Nbr. 0051
valid until 01.07.2023 supports the fulfillment.

El Sistema de Calidad del fabricante cumple con los requisitos especificados por la norma ISO 13485:2016
guedando avalado por el certificado n. 9124.PAEL emitido por la entidad certificadora CSQ/IMQ. valido
hasta el 10.03.2020/ The fulfillment of the manufacturer’s Quality Management System with the requirements of ISO
13485:2016 is supported by the certificate n. 9124.PAEL issued by the certification body CSQ/IMQ valid until
10.03.2020.
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Eduardo Fernandez
El Administrador/Manager
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Lessa.

ANEXO | DE LA DECLARACION DE CONFORMIDAD CE PAPEL DE REGISTRO MEDICO

ANNEX | OF THE EC DECLARATION OF CONFORMITY FOR RECORDING CHARTS FOR MEDICAL
EQUIPMENT

Referencias/Reference: Pagina 1 de 2

01.113.00// 01.113.01// 03.045.00// 03.045.01// 03.045.02// 03.049.00// 03.049.01// 03.050.00//
03.050.01// 03.050.02// 03.050.03// 03.050.04// 03.050.05// 03.050.07// 03.050.08// 03.060.01//
03.063.00// 03.063.01// 03.110.00// 03.110.01// 03.113.00// 03.120.00// 03.123.00// 03.123.01//
03.125.00// 03.126.00// 03.126.01// 03.130.00// 03.130.01// 03.130.03// 03.130.04// 03.130.05//
03.135.00// 03.144.00// 03.144.01// 03.144.02// 03.241.00// 05.057.00// 05.057.03// 05.070.01//
05.100.00// 05.120.00// 10.042.00// 10.045.00// 10.045.01// 10.045.02// 10.050.00// 10.050.01//
10.050.03// 10.050.06// 10.050.07// 10.050.10// 10.050.13// 10.050.14// 10.050.15// 10.050.16//
10.050.17// 10.050.18// 10.050.20// 10.050.21// 10.050.22// 10.050.23// 10.050.24// 10.050.25//
10.050.26// 10.050.27// 10.050.28// 10.050.30// 10.050.31// 10.050.32// 10.050.33// 10.050.34//
10.050.35// 10.050.36// 10.050.37// 10.050.38// 10.050.40// 10.050.43// 10.050.44// 10.050.46//
10.050.48// 10.055.00// 10.055.01// 10.055.03// 10.057.05// 10.057.09// 10.058.02// 10.058.03//
10.058.06// 10.058.08// 10.060.05// 10.060.06// 10.060.08// 10.060.09// 10.060.10// 10.060.11//
10.060.12// 10.060.13// 10.060.15// 10.060.16// 10.060.17// 10.060.18// 10.060.19// 10.060.20//
10.060.21// 10.060.22// 10.060.24// 10.060.25// 10.060.26// 10.060.27// 10.060.29// 10.060.30//
10.063.00// 10.063.01// 10.063.03// 10.063.05// 10.063.06// 10.063.08// 10.063.10// 10.063.11//
10.063.12// 10.063.13// 10.063.14// 10.063.15// 10.063.16// 10.063.17// 10.063.18// 10.063.19//
10.063.20// 10.063.21// 10.063.22// 10.075.02// 10.075.04// 10.080.11// 10.080.12// 10.080.14//
10.080.15// 10.080.16// 10.080.17// 10.090.00// 10.090.01// 10.090.03// 10.090.04// 10.099.00//
10.100.01// 10.100.02// 10.104.00// 10.104.01// 10.106.02// 10.106.04// 10.106.05// 10.106.07//
10.108.00// 10.108.01// 10.108.02// 10.109.01// 10.110.03// 10.110.07// 10.110.08// 10.110.11//
10.110.12// 10.110.13// 10.110.15// 10.110.17// 10.110.20// 10.110.22// 10.110.26// 10.112.03//
10.112.04// 10.112.05// 10.112.07// 10.112.08// 10.112.09// 10.112.13// 10.112.14// 10.112.15//
10.112.16// 10.112.17// 10.114.03// 10.118.00// 10.118.01// 10.118.02// 10.120.00// 10.120.01//
10.120.04// 10.120.05// 10.120.07// 10.120.08// 10.120.09// 10.120.10// 10.120.13// 10.125.00//
10.130.00// 10.130.01// 10.130.02// 10.130.04// 10.130.05// 10.134.00// 10.134.01// 10.134.02//
10.134.03// 10.135.00// 10.142.00// 10.144.01// 10.144.03// 10.144.04// 10.144.05// 10.144.06//
10.144.07// 10.144.08// 10.144.09// 10.144.10// 10.144.12// 10.144.14// 10.144.15// 10.145.01//
10.148.00// 10.148.01// 10.152.00// 10.183.00// 10.183.01// 10.209.00// 10.209.01// 10.209.02//
10.209.03// 10.210.05// 10.210.06// 10.210.07// 10.210.08// 10.210.09// 10.210.11// 10.210.12//
10.210.13// 10.210.14// 10.210.15// 10.210.16// 10.210.18// 10.210.20// 10.210.21// 10.210.22//
10.210.23// 10.210.24// 10.210.25// 10.214.00// 10.215.01// 10.215.03// 10.215.04// 10.216.00//
10.216.02// 10.216.03// 10.216.04// 10.216.05// 10.216.07// 10.216.08// 10.250.00// 10.278.00//
22.050.00// 22.170.01// 22.250.00// 24.100.00// 24.125.01// 24.140.00// 24.140.01// 24.153.00//
24.153.01// 24.155.00// 24.155.01// 24.155.03// 24.155.04// 24.176.00// 24.178.00// 24.180.00//
24.180.01// 24.200.01// 24.200.04// 24.200.06// 24.200.07// 24.200.08// 24.200.09// 24.200.10//
24.203.00// 24.203.01// 24.203.02// 24.209.00// 24.210.00// 24.210.01// 24.210.02// 24.210.03//
24.210.05// 24.210.08// 24.210.09// 24.215.00// 24.215.01// 24.215.02// 24.216.00// 24.216.01//
24.219.00// 24.220.00// 24.224.00// 24.230.01// 24.230.03// 24.230.04// 24.240.01// 24.240.02//
24.240.03/1 24.240.04// 24.240.05// 24.240.06// 24.243.00// 24.243.01// 24.243.02// 24.243.03//
24.244.00/] 24.244.01/] 24.244.08// 24.245.01// 24.245.02// 24.245.03// 24.245.04// 24.245.05//
24.245.0711 24.245.08// 24.245.09// 24.245.10// 24.245.11// 24.245.12/] 24.245.13/ 24.245.14//
24.245.15/1 24.245.16// 24.245.171// 24.245.18// 24.245.19// 24.245.20// 24.245.21/] 24.245.22]/
24.246.00// 24.250.01// 24.250.02// 24.270.00// 24.290.00// 24.300.00// 24.315.28// 24.317.00//
24.330.00// 24.330.01// 24.330.03// 24.343.00// 24.343.01// 24.343.06// 24.343.07// 24.345.00//
24.345.01// 24.345.02// 24.345.03// 24.345.07// 24.345.09// 24.345.10// 24.345.11// 24.345.13//
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24.345.14/1 24.345.15/] 24.345.16// 24.345.20// 24.345.22// 24.345.23// 24.345.24/] 24.345.25//
24.345.26/1 24.345.27/1 24.345.28// 24.346.00// 24.348.00// 24.350.00// 24.356.00// 24.356.01//
24.360.00// 24.360.05// 24.370.00// 24.370.01// 24.390.01// 24.390.02// 24.390.05// 24.390.06//
24.390.07/1 24.390.08// 24.390.09// 24.390.10// 24.393.00// 24.398.00// 24.398.02// 24.398.03//
24.398.04// 24.400.01// 24.400.02// 24.400.03// 24.400.04// 24.400.06// 24.400.07// 24.400.08//
24.400.09// 24.400.10// 24.400.11// 24.400.12// 24.400.13// 24.400.14// 24.400.15// 24.400.99//
24.408.00// 24.410.02// 24.410.03// 24.412.00// 24.417.00// 24.418.03// 24.418.04// 24.420.00//
24.420.04/1 24.420.05// 24.420.06// 24.420.07// 24.420.08// 24.423.00// 24.440.00// 24.445.00//
24.447.00/1 24.448.00// 24.448.02// 24.450.00// 24.450.01// 24.450.99// 24.454.00// 24.455.01//
24.455.02/1 24.458.01// 24.458.02// 24.458.06// 24.486.00// 24.500.00// 24.500.02// 29.050.00//
29.050.01// 29.050.02// 29.050.03// 29.050.05// 29.050.07// 29.060.02// 29.060.03// 29.060.04//
29.060.05// 29.060.06// 29.060.07// 29.063.00// 29.063.01// 29.063.02// 29.063.04// 29.063.05//
29.063.06// 29.070.00// 29.080.00// 29.080.01// 29.080.02// 29.080.03// 29.080.04// 29.080.05//
29.080.07// 29.090.00// 29.090.01// 29.090.02// 29.090.03// 29.090.04// 29.090.05// 29.090.06//
29.090.07// 29.100.00// 29.100.01// 29.104.00// 29.106.01// 29.108.00// 29.110.02// 29.110.05//
29.110.06// 29.110.08// 29.110.09// 29.110.10// 29.110.11// 29.110.12// 29.110.13// 29.111.01//
29.111.03// 29.112.00// 29.112.02// 29.112.03// 29.112.05// 29.112.06// 29.112.07// 29.112.08//
29.112.09// 29.112.10// 29.112.11// 29.112.12// 29.112.13// 29.112.14// 29.112.15// 29.112.17//
29.112.18// 29.112.19// 29.114.00// 29.114.01// 29.114.03// 29.114.04// 29.114.05// 29.114.06//
29.120.00// 29.120.02// 29.120.05// 29.120.06// 29.120.08// 29.120.10// 29.126.01// 29.126.03//
29.126.04// 29.130.00// 29.130.02// 29.134.00// 29.134.02// 29.135.00// 29.144.01// 29.144.02//
29.144.03/1 29.144.04/1 29.144.06// 29.145.00// 29.145.01// 29.145.02// 29.148.00// 29.150.00//
29.150.01// 29.150.03// 29.150.04// 29.150.05// 29.151.00// 29.152.00// 29.152.01// 29.152.03//
29.152.04// 29.152.05// 29.156.00// 29.183.00// 29.207.00// 29.209.00// 29.209.01// 29.209.02//
29.209.03// 29.209.04// 29.209.05// 29.209.06// 29.210.01// 29.210.02// 29.210.05// 29.210.06//
29.210.07/1 29.210.08// 29.210.10// 29.210.11// 29.210.12// 29.210.15// 29.210.17// 29.210.18//
29.210.19// 29.210.21// 29.210.22// 29.210.23// 29.210.25// 29.210.26// 29.210.27// 29.210.28//
29.210.30// 29.210.31// 29.210.32// 29.210.33// 29.210.34// 29.210.35// 29.210.36// 29.210.37//
29.210.38// 29.210.39// 29.210.40// 29.210.41// 29.210.42// 29.210.43// 29.210.45// 29.210.46//
29.210.47/1 29.210.48// 29.210.49// 29.210.50// 29.210.51// 29.210.52// 29.210.53// 29.210.55//
29.210.58// 29.210.59// 29.210.60// 29.210.61// 29.210.62// 29.210.63// 29.210.64// 29.210.65//
29.210.66// 29.210.67// 29.210.68// 29.210.69// 29.210.70// 29.210.71// 29.210.72// 29.210.73//
29.210.74/1 29.210.75// 29.215.01// 29.215.02// 29.215.03// 29.215.07// 29.215.09// 29.215.11//
29.215.12/1 29.215.13// 29.215.14// 29.215.15// 29.215.16// 29.216.08// 29.216.13// 29.216.14//
29.216.15// 29.216.16// 29.297.00// 30.152.00// 30.152.02// 30.210.00// 30.210.01// 30.210.02//
30.210.03// 30.210.05// 30.210.07// 30.210.08// 30.210.09// 30.210.10// 30.215.00// 30.215.01//
30.215.02// 30.215.04// 30.215.05// 30.215.06// 30.215.07//
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