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AENOR certifica que la organizacién

INSTRUMENTACION Y COMPONENTES, S.A.

dispone de un sistema de gestién de la calidad de productos sanitarios conforme conla Norma UNE-EN
[S013485:2016

paralasactividades: Detalladas en el anexo al Certificado

queserealiza/nen: PLATAFORMA LOGISTICA PLA-ZA, CL ALAUN, 8.50197 -
ZARAGOZA
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Anexo al Certificado

Alcance: Laprestaciénde servicios de soporte:instalacién, puestaen
marcha y mantenimiento, de productos sanitarios activos no
implantables paralos subgrupos y las categorias siguientes:
Productos para la circulacién extra corporal, infusién y
hemoféresis; Productos de respiracién, incluyendo anestesia por
inhalacién; Productos parala estimulacion o la inhibicién;
Productos quirurgicos activos; Productos oftalmolégicos activos;
Productos dentales activos; Productos activos parala
desinfeccién y la esterilizacién; Productos de rehabilitacién
activos; Productos activos parala colocacién y el transporte de los
pacientes; Software; Productos paraimagen que utilizan
radiacionesionizantes y noionizantes; Productos de
monitorizacién de pardmetros fisioldgicos vitales y no vitales;
Productos para terapia de radiacién y termoterapia que utilizan
radiaciones noionizantes; Productos para la hipotermiay la
hipertermia; Productos sanitarios activos (no implantables) para
soporte vital, incluyendo incubadoras y cunas térmicas.
Laimportacion y distribucién de productos sanitarios
electromédicos/mecdanicos y Productos sanitarios para
diagndsticoin vitro: analizadores de gases, bioquimica,

Fechade primera emisiéon:  2019-02-02
Fechade ultima emision:  2022-02-02
Fechadeexpiraciéon:  2025-02-02

Rafael GARCIA MEIRO
Director General

‘***
E o e
t.."

cans

»‘¢;u<v

Génova, 6. 28004 Madrid. Espafia
Tel. 91 432 60 00.- www.aenor.com

AENOR INTERNACIONAL S.A.U. ot I

1/2




AENOR

Confia

Certificado de Sistema de Gestién
de la Calidad de Productos Sanitarios

GESTION CALIDAD
PRODUCTOS
SANITARIOS

1S013485

GS-0001/2019

Anexo al Certificado

Alcance:  microbiologia, tiempo de coagulacién y contadores de
hematologia.
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

AENOR has issued an IQNet recognized certificate that the organization:

INSTRUMENTACION Y COMPONENTES, S.A.

PLATAFORMA LOGISTICA PLA-ZA, CL ALAUN, 8.
50197 - ZARAGOZA

has implemented and maintains a
Medical devices - Quality Management Systems
for the following scope:
SPECIFIED IN ANNEX TO THE CERTIFICATE
which fulfills the requirements of the following standard
ISO 13485:2016
First issued on: 2019-02-02 Last issued: 2022-02-02 Validity date: 2025-02-02

This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as a stand-
alone document

Registration Number: Es-Gs-0001/2019
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Alex Stoichitoiu Rafael GARCIA MEIRO
President of IQNet Chief Executive Olfficer

IQNet Partners*:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy
CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany EAGLE Certification Group USA
FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland
NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com
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THE INTERNATIONAL CERTIFICATION NETWORK

Annex to IQNet Certificate Number ES-GS-0001/2019
INSTRUMENTACION Y COMPONENTES, S.A.

Activities within the scope of IQNet Certificate INSTRUMENTACION Y COMPONENTES, S.A. Number ES-GS-
0001/2019 include the following:

Support services: installation, commissioning and maintenance of active non-implantable medical devices for the following subgroups and
categories: heart-lung bypass machines, infusion and hemophoresis pumps; breathing apparatus, including inhalation anesthesia; machines
for stimulation and inhibition; active surgical devices; active ophthalmological devices; active dental devices; active sterilization and
disinfection devices; active rehabilitation devices; active devices for the transportation and placement of patients; Software; medical imaging
devices that use both ionizing radiation and non-ionizing radiation; devices for the monitoring of vital and non-vital physiological
parameters; devices for radiation therapy and thermotherapy that use non-ionizing radiation; devices for hypothermia and hyperthermia;
active medical devices (non-implantable) for life support, including incubators and infant warmers.

Import and distribution services for electromedical/mechanical devices and medical devices for in-vitro diagnostic: gas analyzers,
biochemistry, microbiology, clotting time, and hematology counters.

First issued on: 2019-02-02 Last issued: 2022-02-02 Validity 2025-02-02

This annex is only valid in connection with th roned certificate.
AENOR
o
Alex Stoichitoiu Rafael GARCIA MEIRO
President of IQNet Chief Executive Officer

IQNet Partners*:

AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy CQC China CQM China CQS Czech Republic
Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi
Oy Finland INTECO Costa Rica IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway
NSAI Ireland NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SlI Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia
IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.iqnet-certification.com



