EC Cerlificate Full Quality Assurance System: Certificate CN19/41099

The management system of

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

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il {excluding Section 4)

For the following products

Sterile Polyethersulfone Hollow Fiber Hemodialyzer,
Sterile Hemodialysis Blood Tubing Sets,
Sterile Arteriovenous Fistula Needle Sets

Where the above scope includes class lll medical device(s), a valid EC Design Examination
Certificate according to Annex Il (Section 4) is a mandatory requirement for each device in
addition to this certificate to place that device on the market.

This certificate is valid from 16 December 2019 until 24 May 2024
and remains valid subject to satisfactory surveillance audits.
Issue 1. Certified since 02 April 2014

and first certified by SGS Belgium NV since 16 December 2019.

Certification is based on reports numbered CN/SZX 49598

Authorised by

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
t +32 (0)3 545-48-48 f +32 (0)3 545-48-49 wiww.sgs.com
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This documentis issuzd by the Company subject to its General Cond tons of
Certfeaton Servicas unlzss otherwise agresd, accesshblz at
waw.sgs.comitsrms_and_condtonshim. Attenten is draen to the Imitations of
lizbilty, indemnification and jurisdicional issuss established therein. The
zuthentizity of this document may be verified athips/www.sgs.comen/cartfed-
clents-and-products'certfied-client-drectory. Any unautrorized akieration, forgary
o falsficaton of fhe content or appaarance of this documentis unlawdul and
offendzrs may ba prosecuted to the fullzstextent of the law.
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