EC Certificate Full Quality Assurance System: Certificate FR98/12182

The management system of

GETINGE LANCER

30 Boulevard de I'Industrie, Z.I. de Pahin,
31170 Toumnefeuille, France

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding section 4)

Directive 93/42/EEC

on medical devices, Annexe Il (section 4 exclue)
The scope of registration appears on page 2 of this certificate.
Le domaine de certification apparait en page 2 de ce certificat.

This certificate is valid from 17 September 2011 until 16 September 2016
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 16 September 2014

Issue 13. Certified since 24 February 1998

Le certificat est valable du 17 septembre 2011au 16 septembre 2016

et reste valide jusqu'a décision satisfaisante a l'issue des audits de suivi.
Date de renouvellement de certification 16 septembre 2014

Version 13. Certifié depuis 24 février 1998

Certification is based on reports numbered FR/MD 08412

Autherised by
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SGS United Kingdom Ltd, Notified Body 0120

2028 Worle Parkway, Weston-super-Mare, BS22 6WA UK
t-+44(0)1934 522017 f-+44 (0)1934 522137 www.sgs.com

SGS CE 01 1210 M2 FR
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This document is issued by the Company subject to its General Conditions of
Certification Services accessible at www.sgs.comiterms_and_conditions. htm.
Attention is drawn to the timitations of liability, indemnification and jurisdictional
issues established therein. The authenticity of this document may be verified at
http:fiwwaw. sgs.com/clients/certified_clients.him. 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,




EC Certificate Full Quality Assurance System: Certificate FR98/12182

The management system of

GETINGE LANCER
Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

Directive 93/42/EEC

on medical devices, Annexe Il (section 4 exclue)
Issue [ Version 13

For the following products

Washer disinfectors for medical devices.

APERLAN: Disinfectant for washer disinfector FIBRO CLEANER
APERLA POKA YOKE: Disinfectant for washers disinfectors POKA
YOKE and ED FLOW

Laveurs désinfecteurs pour dispositifs médicaux.

APERLAN: Désinfectant pour le laveur-désinfecteur FIBRO CLEANER
APERLANT POKA YOKE : Désinfectant pour les laveurs désinfecteurs
POKA YOKE et ED FLOW.

For placing on the market of Class Il devices covered by this certificate, an EC Design
Examination Certificate according to Annex Il (Section 4) is required.
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