EC Certificate Full Quality Assurance System: Certificate BE19/819943486

The management syster of

Laboratoire Huckert’s
International srl

Avenue Lavoisier 20,1300 Wavre, 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 21 May 2021 until 25 July 2023
and remains valid subject to satisfactory surveillance audits.
Issue 4. Certified since 25 July 1999

Certification 1s-based on reports numbered BE/AND 200467

Authorised by
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Global Medical Devices Head of Notified Body

SGS Belgium NV, Notified Body 1639

SGS House Noorderlaan 87 2030 Antwerp Belgium
t+32 (0)3 545-48-48 1 +32 (0)3 545-48-49 www sgs.com
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This document is a Web version of SGS certificate for electronic use
exclusively. It shall only be available by clicking on SGS Certification Mark
which has been posted on Your website. It shall not be printed in anyway.
This document is copyright protected. No content or appearance may be

reproduced without the express written permission of SGS. Any misuse,
alteration, forgery or falsification is unlawful.



Certificate BE19/81994:3486 continued

Laboratoire Huckert’s
International srl

Directive 93/42/EEC

on medical devices, Annex:ll (excluding Section 4)

Issue 4

Detailed scope

Concentrated UMONIUM38® dedicated to disinfection
of invasive medical devices (Surgical instruments)
and surface disinfection of non-invasive medical devices.

Ready to be used UMONIUM38® dedicated to disinfection
of invasive medical devices (Surgical instruments)
and surface disinfection of non-invasive medical devices.

Details

Surface disinfectants for hon'invasive medical devices
- Umonium 38 ® Equipments (125ml, 1L, 5L, 25L)

- Umonium 38 ® Medical Tissues (1, 10, 100, 95)

- ‘Umonium 38 ® Neutralis tissue (1, 100, 95 wipes)

Disinfectants for invasive and non-invasive medical devices,
with the exclusion of contact lenses

- U38 Instrument (125ml, 1L and 5L)

- U38 Instrument & Equipment (125ml, 1L and 5L)

- U38 Medical Spray (spray 250ml; 500ml and 1L)

- U38 Labocid (25L) - U38 Neutralis (125ml, 1L and 5L)
- U38 Neutralis Spray (250 and 500 ml)

- U38 Sterily (125ml, 1L and 5L

Where the above scope includes class Il medical device(s), a valid EC Design Examination Gertificate
according to Annex Il (Section 4) is a mandatory requiremient for-each device in addition:to this cerfificate
to-place that device on the miarket.
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SGS

Laboratoire Huckert’s International srl
20, Avenue Lavoisier

1300 Wavre

Belgium

18 Jul 2023
Confirmation Letter Reference: CLNB1639 — BE/AND/200467.QMD
To whom it may concern,

Confirmation of receipt of a formal application and conclusion of written agreement in the
framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as
regards the transitional provisions for certain medical devices and in vitro diagnostic medical devices.

This letter confirms that, SGS Belgium NV, a Notified Body (NB) designated against Regulation (EU)
2017/745 (MDR) and identified by the number 1639 on NANDO, has received a formal application in
accordance with Section 4.3, first subparagraph of Annex VIl of MDR and has signed a written
agreement in accordance with Section 4.3, second subparagraph of Annex VII of MDR with the
following manufacturer:

Laboratoire Huckert’s International srl
20, Avenue Lavoisier

1300 Wavre

Belgium

SRN Number: BE-MF-00024078

The devices covered by the formal application and the written agreement mentioned above are
shown at the end of this letter.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive
93/42/EEC (MDD) that expired prior to the publication of the Regulation EU 2023/607 on 15™ March
2023, this letter also confirms that:
e The manufacturer submitted the MDR application and signed the written agreement by the
date of MDD/AIMDD certificate expiry;
e The certificates expired after 26" May 2021 by course of time and were valid at the date of
their expiry neither having been suspended nor withdrawn.

The transition timelines that apply to the devices covered by this letter, subject to the
manufacturer’s continued compliance to the other conditions specified in Article 120.3 of MDR (as
amended by EU 2023/607), are shown below:
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SGS

e 26" May 2026 for Class Ill custom-made implantable devices

e 31 December 2027 for Class Ill devices and Class llb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns,
screws, wedges, plates, wires, pins, clips and connectors)

e 31 December 2028 for other Class Ilb devices, Class lla, Class | devices placed on the market
in sterile condition or have a measuring function

e 31 December 2028 for devices not requiring the involvement of a notified body under MDD
but requiring it under MDR (e.g., class | devices that qualify as re-usable surgical instruments)

On behalf of the Notified Body SGS Belgium NV 1639,

S~
..

pp [Jér6me JADOT]

Virginie SILORET

Global Medical Device Certification Manager
Email: Virginie.siloret@sgs.com

Phone: +41 22 739 98 58

Devices covered by this letter:

SGS Belgium NV Certification and Business Enhancement Registered Office: Noorderlaan 87 BE-2030 Antwerpen t +32 (0)3 545 48 48 f +32 (0)3 545 48 49
Boulevard International/Internationalelaan 55D BE-1070 Brussels t+32 (0)2 556 00 40 f +32 (0)3 54548 49 www.be.sgs.com

| Member of the SGS Group

RPR Antwerpen VAT BE 0404 882 750 Belfius 550-3560000-93


http://www.be.sgs.com/
mailto:Virginie.siloret@sgs.com

	Certificat CE MDD - LHI - Mai 2021 - Juillet 2023.pdf
	Laboratoire Huckerts International_BE AND 200467_LPMDREG5112 Confirmation Letter Extension of MDD_20230717-SIGNED (CLNB1639).pdf



