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Certificado de Sistema de Gestion
de la Calidad de Productos Sanitarios
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GS-0001/2021

AENOR certifica que [a organizacion

ITEK SOLUCIONES INTEGRALES, S.A.

dispone de un sistema de gestion de la calidad de productos sanitarios conforme con la Norma UNE-EN 1SO 13485:2016

para las actividades:  Manufactura de dispensadores de tubo plastico y blisteres de reactivo
para pruebas de diagnéstico clinico.

que se realizajnen:  ZONA FRANCA LA LIMA, EDIF, MT4.. CP. 30106 - LA LIMA (CARTAGO -
Costa Rica)

Fecha de primera emision: ~ 2021-01-08
Fecha de expiracion;  2024-01-08

Rafael GARCIA MEIRO
Director General
T ————
AENOR INTERNACIONAL SAU. - —=
Genova, 6. 28004 Madrid. Espafia i._.:} Net
Tel. 91 432 60 00.- www.aenor.com pettet e

T RO (A N T

AENOR México Av. Presidente Masaryk, 61 - Piso 14 Colonia Chapultepec Morales. CP 11570, Delegacion Miguel Hidalgo. Ciudad de México - México - www.aenormexico.com
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Medical Devices Management System Certificate

AENOR

ER

Gestion Calidad
Productos
Sanitarios

ISO 13485

GS-0001/2021

AENOR certifies that the organization

ITEK SOLUCIONES INTEGRALES, S.A.

has a medical devices management system according to the UNE-EN SO 13485:2016 Standard

for the activities:

which isfare carried out in:

First issued on:
Validity date:

AENOR INTERNACIONAL S.A.I.I )
Génova, 6. 28004 Madrid. Espana
Tel. 91 432 60 00.- Www.aenor.com

Manufacture of plastic tube dispensers and reagent blisters for clinical
diagnostic testing.

ZONA FRANCA LA LIMA, EDIF, MT4.. CP. 30106 - LA LIMA (CARTAGO -
Costa Rica)

2021-01-08
2024-01-08

Rafael GARCIA MEIRO
Chief Executive Officer
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

AENOR has issued an IQNet recognized certificate that the organization:

ITEK SOLUCIONES INTEGRALES, S.A.

ZONA FRANCA LA LIMA, EDIF, MT4..
C.P. 30106 - LA LIMA(CARTAGO)
Costa Rica

has implemented and maintains a
Medical devices - Quality Management Systems

for the following scope:

Manufacture of plastic tube dispensers and reagent blisters for clinical diagnostic testing.

which fulfills the requirements of the following standard
ISO 13485:2016
First issued on: 2021-01-08 Validity date: 2024-01-08

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-6s-0001/2021
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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 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
NYCESIGE 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

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




