airmax

Rhijngeesterstraatweg 58a
P.O. Box 1046

NL-2340 BA Oegstgeest
The Netherlands

T: +31715170770

M: inffo@airmax.nu
www.airmax.nu

DECLRATION OF CONFORMITY
1. Manufacturer: Airmax B.V.
Rhijngeesterstraatweg 58a, 2341 BV, The Netherlands.
2. Products:
Airmax (see appdendix)
3. The products described above is in conformity with:

Title Document no. Edition / Date of issue
Medical device Directive 93/42/EEC 1993-06-14

4. Additional information

Conformity assessment procedure for CE marking: Medical device directive, Annex VII

Oegstgeest, 01-03-2017 G.W. Zomer, Managing director Airmax BV.
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APPENDIX
List of devices.
Device name | Colour Sizes Type / Risk Class / | First date of
model / ref. | rule! CE - marking
nr.
Classic Blue Small AIRCLENO1 | Class/rule | 18/06/2010
5

Orange Medium AIRCLENO2 | ClassI/rule | 18/06/2010
5

Blue / Orange | Small / AIRCLENO3 | ClassI/rule | 18/06/2010
Medium 5
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1 See risk classification in Medical device Directive, annex IX
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Certificate BE 12/223574671

The management system of

Airmax B.V.

Rhijngeesterstraatweg 58a
2341 BV Oegstgeest, The Netherlands

has been assessed and certified as meeting the requirements of % _SGS..
ISO 13485:2016
EN ISO 13485:2016

For the following activities

Manufacture and distribution of an endonasal dilator for improvement
of nasal breathing in case of nasal obstruction due to COPD (Chronic
Obstructive Pulmonary Disease), asthma, cold, lung fibrosis, mild
OSAS (obstructive sleep apnoea syndrome), respiratory allergy and
nasal congestion,

This certificate is valid from 03/01/2019 until 02/08/2021 and
remains valid subject to satisfactory surveillance audits.
Issue 3. Certified since 03/08/2012.

Re certification audit due before 02/07/2021.

The audit leading to this certificate commenced on 23/04/2018.
Previous issue certificate validity date was until 02/08/2018.

Authorised by

ey

Pieter Weterings
Certification Manager
SGS Belgium NV
SGS House Noorderlaan 87 2030 Antwerp Beigium Eumm—rzms
t+32 (0)3 545-48-48 1 +32 (0)3 5454849 www.sgs.com ’

Accreditation Number

SGS Belgium 13485-2 0308
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