
schülke -?

EC declaration of conformity

Medical Device name aspirmatic®

FormulationNo. F02

DisinfectantdentalProduct group

Product Category 05 Hospitalhardware-

IntendedPurpose disinfectantsuctionunit

Risk Class II a

to Directive93/42/EEC IXaccording annex

Standards EN ISO 13485applied

>i technicaldocumentationadditionalstandardssee

Schülke& MayrGmbH, RegulatoryAffairs

E
Schülke& Mayr GmbH

o Manufacturer Robert-Koch-Str.2

to Directive93/42/EEC 22851 Norderstedtaccording

Germany
o
o DQS MedizinprodukteGmbH

August-Schanz-Str.21

o NotifiedBody 60433 Frankfurtam Main

Germany
Ident.No.:0297o

(0 ConformityAssessmentProcedure Annex II 4excluding section
to CouncilDirective93/42/EECaccording

IssuedCertificates Annex II 93/42/EEC Cert. Reg. No. 004567MR2o
0)

Û Version 3.0

Schülke& Mayr GmbH herewithdeclaresthatthe device coveredby this declationis in conformitywith the CouncilDirective

93/42/EEC devices.concerningmedical

Schülke& Mayr GmbH declaresthatSchülke& MayrGmbH bears the for issuingthis Declarationsole responsibility

Norderstedt 17.10.2018 17.10.201

AL
Dr. Peter Oltmanns Dr. WernerWeltgenppa. ppa.

DirectorResearch & RegulatoryAffairs DirectorOualityand HSE

Schülke& MayrGmbH Schülke& MayrGmbH

This Declarationis has been issued,but longerthanvalid untilan updatedversion not

17.10.2020


