HUNGARY

QUALITY MANAGEMENT SYSTEM CERTIFICATE
No. of certificate: 4-273-135-0912

The Institute for Healthcare Quality Improvement and Hospital Engineering ORKI
Certification Office*, as a certification body accredited by the Hungarian Accreditation
Board (No. NAT-4-0096/2007) for quality system certification, certifies that the quality
management system applied by

Equipos de Biomedicina de México S.A. de C.V.

Volcan Popocatépetl No. 118 Col. El Colli Urbano
C.P. 45070 Zapopan, Jalisco,
México
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meets the requirements of

EN ISO 13485:2003
in the field:

Design, development, manufacturing and distribution
of vascular access devices; catheters and accessories for oncology,
nephrology and intensive care

No. of the audit report: TI-43/034/2009

This Certificate is valid until 2012-12-08 supposed that the results of the regular yearly
surveillance audits are satisfactory.

Budapest, 2009-12-09
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eneral Director “_ \\*1_32/ Head of Certification Office

*ORKI is a Notified Body with ID number:1011 for medical devices

Egészségiigyi Mindségfejlesztési és Korhaztechnikai Intézet
Institute for Healthcare Quality Improvement and Hospital Engineering

El6z6 név:  Orvos- és Korhaztechnikai Intézet Tel.: +36 1 356 1522
' ORKI ' Institute for Medical and Hospital Engineering Fax: +36 1 375 7253
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