Certificate BE19/819943434

The management system af

Hubert De Backer n.v.

Laagstraat 59
9140 Temse, Belgium

has been assessed and certified as mesting the requirements of

1ISO 13485:2016
EN ISO 13485:2016

For the following activities

The scope of registration appears on page 2 of this certificate.

This certificate is valid from 27 July 2020 until 26 July 2023
and remains valid subject to satisfactory surveillance audits.
Issue 3. Certified since 19 April 2018

and first certified by SGS Belgium since 03 April 2019
Recertification audit due before 09 June 2023

This is a multi-site certification.
Additional site details are listed on the subsequent page.
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Pieter eterings
Certification Manager

SGS Belgium NV 005-QMS

SGS House Noorderlaan 87 2030 Antwerp Belgium RS s
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 o ts General Conditions of
Certification Services, unless otherwise agreed, accessible at
www.sgs.comiterms_and_conditions, htm. Attention is drawn to the limitations of
liability, indemnification and jmmammmMMn The
authenticity of this d may be verified at hitps:/ 5gs rlified-
clients-and-products/certified-client-directory. Any unauﬁmudalmﬁon 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.
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Hubert De Backer n.v.

1ISO 13485:2016
EN ISO 13485:2016

[ssue 3

Detailed scope

Design and development, manufacturing (in ambient and cleanroom
environment), warehousing and distribution of non-sterile, non-active non-
implantable plastic medical devices, including plastic measuring and dosing
medical devices for the administration of medication.

Additional facilities

Duitslandstraat 21, 9140 Temse, Belgium

Warehousing and distribution of non-sterile, non-active non-implantable
plastic medical devices.

Accreditation Number

005-QMS
ENIRAAEN 170211908

SRS

\\\\ %

Page2of2
Thisdocwnen!isissuadbytheCon‘pwymiacmibsGenardmndmnnsof
n 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 ke verified at https:/www.sgs.com/en/certified-
clients-and-products/certified-olient-directory. Any unauthorized alteration, fargery
or falsificatign of the conlent or appearance of this document is unlawful and
offenders may be prosecuted to the fullest extent of the law.




