IRAM certifica que:
EY G MEDICAL SYSTEM S.R.L.

Administracién y venta: J. E. Uriburu 1010 P. 2° D - (1114) - Ciudad Auténoma de Buenos Aires -
Republica Argentina

Planta elaboradora: Av. Coronel Cardenas 2768 - (1440) - Ciudad Auténoma de Buenos Aires -
Replublica Argentina

posee un sistema de gestién de la calidad de equipos médicos que cumple con los requisitos de la
norma:

IRAM - ISO 13485:2016

Cuyo alcance es:

Diseno, desarrollo, elaboracion y distribucién de productos médicos: implantes
dentales, componentes protéticos e instrumental quirdrgico actividades
desarrolladas en su planta elaboradora.

Este certificado es valido siempre que la

Certificado de Registro N°: 13485-29
organizacién mantenga en operacion, en
) ) Desde: 14/09/2017 condiciones satisfactorias, su sistema de
Vigencia gestion de la calidad de equipos médicos y

Hasta: 14/09/2020 que cumpla con el Acuerdo de Certificacion
SISTEMAS DC-R 010 y el Procedimiento DC-PG 096.
Emisién: 20/09/2017 DE GESTION
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IRAM | Perti 552/6 | C1068AAB | Buenos Aires.Republica Argentina | certificacion@iram.org.ar | www.iram.org.ar




®
ok
:* *,
%, **I
* e

THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

IRAM as an IQNet Partner hereby states that the organization.:
E Y G MEDICAL SYSTEM S.R.L.
for the following scope:

Design, development, elaboration and distribution of medical products:
dental implants, prosthetic components and surgical instruments

has implemented and maintains a
Quality Management System
which fulfils the requirements of the following standard:
ISO 13485:2016

Issued on: 2017/09/14
Jor the validity date, please refer to the original certificate* issued by IRAM

Registration Number: AR - Qs 29
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Michael Drechsel Ing. Guillermo Curi
President of IQNet Certification Director IRAM

IQNet Partners**:
AENOR Spain AFNOR Certification France Vingotte Belgium 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 IMNC Mexico Inspecta Certification Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI Ireland PCBC Poland
Quality Austria Austria RR Russia SIGE México SII Israel SIQ Slovenia SIRIM QAS International Malaysia
SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

1QNet is represented in the USA by: AFNOR Certification, C18Q, DQS Holding GmbH and N8AI Inc.

* This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as a stand-alone document
** The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com



