










EC-Declaration of Conformity
Within the meaning of Council Directive 93/42 EEC  

of 14 June 1993 concerning medical device

This is a class IIa medical device.

Brand: Healy

The product is designed and manufactured according to Directive 93/42/EEC under  
sole responsibility of:

Company:  Healy GmbH 
 Schloss Kränzlin
 Darritzer Strasse 6
 16818 Kränzlin - Germany

The technical documentation with risk analysis is completely available. This declaration is 
valid for at least 1 year after signing, at the latest until the expiry of the Annex-V-Certificate. 

The product meets the essential requirements. The directions concerning the product are 
available. The conformity assessment procedure was carried out in accordance with Annex V 
and Annex VII to Directive 93/42/EEC. 

The Notified Body is MedCert, Pilatuspool 2, Hamburg, Germany, with the identification 
number 0482. 

The product complies with the applicable standards listed in the central list of standards of 
Healy GmbH.

Kränzlin, 07.01.2021      

Place, date                   CEO

ZE
RTIFIZIERT

 ISO 13485


	2020.11.03 - QS7426_13485e_20201103 -  -  - Certificate - PDF
	2020.11.03 - QS7426_AnhVe_20201103 -  -  - Certificate - PDF
	2020.11.03 - QS7426_AnhVe_Im_20201103 -  -  - Certificate - PDF
	Healy_DC-Declaration_of_Conformity_EN_2021-01-10_Mwi

