CERTIFICADO N°
CERTIFICATE No.

Se certifica que el Sistema de Gestién de Calidad de
It is hereby certified that the Quality Management System of

INDUSTRIAS HOGNER S.A.C.LF.A.

JOSE HERNANDEZ 2458, PISO 4 DPTO 12, (CP1426) Capital Federal (CF) ARGENTINA

DM/15/120/S

en las siguientes unidades operativas / in the following operational units

PABLO AREGUATI 5000, (1615) Grand Bourg (BA) ARGENTINA Y AREAS OPERATIVAS

cumple con la norma
is in compliance with the standard

EN ISO 13485:2016

para el siguiente campo de actividades / for the following field of activities

CISQ is a member of

*
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THE INTERNATIONAL CERTIFICATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management
System Certification in the world.

IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

Para informacién relacionada
con la validez del certificado,
puede consultarse el sito
www.rina.org

For information concerning
validity of the certificate, you
can visit the site
www.rina.org

DISENO, FABRICACION, INSTALACION, SERVICIO DE VALIDACION Y POSVENTA DE AUTOCLAVES PARA

ESTERILIZACION POR VAPOR Y OXIDO DE ETILENO, LINEA MEDICAL.

DESING, MANUFACTURE, INSTALLATION, AFTER SALES AND VALIDATION SERVICE OF WATER STEAM AND

ETHYLENE OXIDE STERILIZATION AUTOCLAVES, MEDICAL LINE.

Para detalles referaentes a excenciones a los reauerimientos de la Norma. se debhera consultar el Manual de Calidad
Reference is to be made to the Qualitv Manual for details reaardina the exemntions from the reauirements of the standard

El uso y validez de este certificado esta sujeto al cumplimiento de los documentos RINA: Reglamento para la Certificacion de Sistemas de Gestion de Calidad en el

sector de los productos sanitarios
The use and validity of this certificate are subject to compliance with the RINA document: Rules for the certification of Quality Management Systems in
Devices sector
La validez de este certificado depende de las auditorias semestrales / anuales y revision completa cada tres afios del Sistema de Gestion

the Medical

The validity of this certificate is dependent on an annual / six monthly audit and on a complete review, every three years, of the management system

Fecha de renovacién
Primera emision de la decision
First Issue 28.05.2015 Renewal decision date 03.08.2021

Fecha de vencimiento Fecha de revisiéon
Expiry Date 27.05.2024 Revision date 03.08.2021

- . . e s Simone Farinelli
Fecha de vencimiento del ciclo previo de certificacion el
27/05/2021 y auditoria de renovacion finalizada el 30/04/2021 Certification Americas

Previous certification cycle expiry date 27/05/2021 and renewal Region, Director
audit ended on 30/04/2021 -

ACCREDIA X

FEDERAZIONE

CisQ

RINA Services S.p.A.

SGQ N® 002 A Via Corsica 12 - 16128 Genova Italy

Signatory of EA, IAF and ILAC
Mutual Recognition Agreements

www.cisq.com

CISQ es la Federacion ltaliana de Entes
de Certificacion del Sistema de Gestion

Form CERSISGE-01/2018

CISQis the Italian Federation of
management system Certification Bodies



