
EU Declaration of ConformityEU Declaration of Conformity

for a medical device class I (according to the EU regulation 2017/745, annex IV)for a medical device class I (according to the EU regulation 2017/745, annex IV)

The manufacturer

Franz Mensch GmbHFranz Mensch GmbH
Werner-von-Siemens-Str. 2Werner-von-Siemens-Str. 2
D - 86807 BuchloeD - 86807 Buchloe

declares under sole responsibility, that the class I medical device according to the classification rules of the EU regulation
2017/745, annex VIII

Item REFItem REF 1264112641
DescriptionDescription Bouffant caps Bettina Light | PPBouffant caps Bettina Light | PP
BrandBrand HygonormHygonorm
VersionVersion Colour: whiteColour: white

Size: OnesizeSize: Onesize
Diameter: 60cmDiameter: 60cm
PU: bagPU: bag

complies and meets all the provisions of the conformity assessment procedure of the EU regulation 2017/745 (annex I).

Signed for and on behalf of Franz Mensch GmbH,

Buchloe, 17.12.2021

Amanda Kreuzmann
Head of Quality Management
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Franz Mensch GmbHFranz Mensch GmbH 
Werner-von-Siemens-Str. 2 
86807 Buchloe, Germany

phone: +49 8241 9633-0phone: +49 8241 9633-0  
fax:       +49 8241 9633-100fax:       +49 8241 9633-100  
internet: www.franz-mensch.de 
e-mail: verkauf@franz-mensch.de

Franz Mensch is a 
ISO certified company 
DIN EN ISO 9001:2015DIN EN ISO 9001:2015
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