EC Certificate Full Quality Assurance System: Certificate BE19/819943667

The management system of

PLASTIFLEX GROUP n.v.

also doing business as
PLASTIFLEX HEALTHCARE
and PLASTIFLEX HEALTHCARE CHINA

Buntjesstraat 13
3583 Paal-Beringen, Belgium

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

The scope of registration appears on page 2 of this certificate

This certificate is valid from 29 October 2019 until 24 May 2024
and remains valid subject to satisfactory surveillance audits.
Issue 2. Certified since 28 May 2010

and first certified by SGS Belgium on 17 September 2019

This is a multi-site certification.
Additional site details are listed on subsequent pages

Certification is based on reports numbered BE/AND 09/1192.QMD

Authorised by

Pieter Weterings
Certification Manager

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 www.sgs.com
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This document is issued by the Company subject to its General Conditions of
Certification Services, unless otherwise agreed, accessible at
www.sgs.com/terms_and_conditions.htm. Attention is drawn to the limitations of
liability, indemnification and jurisdictional issues established therein. The
authenficity of this document may be verified at https://www.sgs.com/en/certified-
oducts/certified-client-directory. Any unauthorized alterafion, forgery

or falsification of the content or appearance of this document is unlawful and
offenders may be prosacuted to the fullest extent of the law.




Certificate BE19/819943667 continued

PLASTIFLEX GROUP n.v.

also doing business as
PLASTIFLEX HEALTHCARE
and PLASTIFLEX HEALTHCARE CHINA

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4).

Issue 2

Detailed scope

Non-heated breathing tubes as part of circuits for respiratory care

intended to carry gasses to and away from the patient airway,
for neonatal, paediatric and adult use.

Additional facilities
Plastiflex Healthcare China,

Qiaozi Industrial District, Changping Town, Dongguan City,
Guangdong Province , 523752, P.R.China
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Certification Services, unless otherwise agreed, accessible at
www.sgs.com/terms_and_conditions.htm. Attention is drawn ta the limitations of
liability, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified at https: //www.sgs.conven/certified-
clients-and-preducts/certified-client-directory, Any unauthorized alteration, forgery
or falsification of the content or appearance of this document is unlawful and
offenders may be prosecuted to the fullest extent of the law.




