
 

August-Schanz-Straße 21, 60433 Frankfurt am Main 
 
DQS GmbH is a Notified Body according to Council Directive 93/42/EEC  
concerning medical devices with the Notified Body Number 0297.  
 

CE-CERTIFICATE 

 
 

DQS GmbH 
Deutsche Gesellschaft zur Zertifizierung von Managementsystemen 
 
 
hereby certifies that the company  

MEDISANA AG 
Itterpark  7 - 9 
40724 Hilden 
Germany 

has implemented and maintains a full quality assurance system which applies to the products at 
every stage from design to final controls. 
 
An audit, documented in a report, performed by DQS, has verified that this quality assurance 
system fulfils the requirements of 
 
Annex VI – Section 3 of Council Directive 93/42/EEC concerning 
medical devices 
 
with respect to the medical devices according to annex 

The manufacturer is subject to surveillance according to Annex II, Section 5. The CE mark  
with the Notified Body Number may be affixed on the devices listed in the certificate. 
 

 0297 

Certificate registration no. 
 
Date of certification 
 
Valid until 

053432 MR6 
 
2010-03-02 
 
2015-03-01 

  

   
Michael Drechsel 
Managing Director 

Jan Böge  
Managing Director 

 
 



 
Annex to Certificate 
Registration No. 053432 MR6 
(Issued: 2010-03-02) 
 
 
MEDISANA AG 
Itterpark  7 - 9 
40724 Hilden 
Germany 
 
 
 

This annex (edition: 2010-03-02) is only valid in connection 
with the above-mentioned certificate.  2 / 2
 

 

Categories of devices: 
 

Listed devices: 

Devices for vital-parameter: 
monitoring: 
 

Blood Pressure Computer Lightwave LW-8xx 
Blood Pressure Computer ETx 
Blood Pressure Computer HGx 
Blood Pressure Computer MTx 
Blood Pressure Computer HL 305xx 
Electronic Thermometer FTx 
IR Thermometer FTx 
IR Thermometer HL 307xx 
 

Stimulation devices: Electro acupuncture PLUS 
Electro acupuncture ACUSTIM 
Electric Nerve Stimulation Eco Tens 
Electric Nerve Stimulation Lightwave LW-951 
Electric Nerve Stimulation Digi Tens 
Medistim / Medistim Duo 
Anti back pain device TDB 
 
 

Therapy devices: Ultrasonic Inhalers USx, Happy Life 
Infrared lamps IRL, HL 3010x 
 
 

 




