Certificate CN14/30418

*hengdu OCI Medical Devices
Co., Ltd.

No. 2401, West Port Avenue, Southwest Airport Economic Development Zone, Shuangliu District,
Chengdu, Sichuan Province, 610299, P.R. China

has been assessed and certified as meeting the requirements of
ISO 13485:2016
EN ISO 13485:2016

For the following activities

Design and Manufacture of Sterile Polyethersulfone Hollow Fiber Hemodialyzer, -
Sterile Hemodialysis Blood Tubing Sets and Sterile Arteriovenous Fistula Needle Sets :

This certificate is valid from 24 March 2023 until 02 April 2026 and remains valid subject to safisfactory surveillance audits.
Issue 6. Certified since 02 April 2014
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Authorised by 4 ;
Global Head - Certification Services \ A N S

SGS United Kingdom Ltd
Rossmore Business Park, Ellesmere Port, Cheshire, CHG5 3EN, UK
t +44 (0)151 350-6666 - www.sgs.com
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This document is an authentic electronic cartificate for Client’ business purpases use only. Printed version of the electronic certificate are permitted and will ba considered as a copy.
This document is issued by the Company subject o SGS General Conditions of ceriification services available on Terms and Conditions | SGS. Attention is drawn Io the limitation of
liability, indemnification and jurisdicBional clauses contained therein. This document is copyright protected and any unauthorized alleration, forgery or falsification of the content or
appearance of this document is unlawful.
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Certificado CN14/30418
El Sistema de administracion de
Chengdu OCI Medical Devices Co., Ltd.

No. 2401, West Port Avenue, Southwest Airport Economic Development zone, Shuangliu District,
Chengdu, Sichuan Province, 610299 P.R. China

ha sido evaluado y certificado en cuanto al cumplimiento de los requisitos de

ISO 13485:2016
EN ISO 13485:2016

para las siguientes actividades

Disefio y Fabricacion de Dispositivos de Hemodializador de Fibra Hueca de Polietersulfona Estéril, Juegos de
Tubos de Sangre de Hemodialisis Estériles y Juegos de Agujas Estériles para Fistula Arteriovenosa.

Este certificado es valido desde el 24 de marzo de 2023 hasta el 02 de abril de 2026,
sigue valido sujeto a auditorias de vigilancia satisfactorias.

Emitido 6 certificados desde el 02 deabril de 2014

autorizado por

(Firma)

SGS United Kingdom Ltd
Rossmore Business Park Ellesmere Port Cheshire CH65 3EN UK
t +44(0)151 350-6666 www.sgs.com
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de La Haye du $ octobre 1961 )

HEE: ARSI
7 &ﬁﬁﬂ. People’s Republic of China
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- ERA OMHE, % Junling. First Secretary *
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Department of Consular Affairs of the Ministy of Foreign Affars
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