
 

 

MSD-CP-243-A, Ver. 1.0  Page 1 of 1 

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid. 

ACCREDITED UNIT: DNV GL PRESAFE AS, Veritasveien 3, N-1363 Høvik, Norway  -  Registered Enterprise No: NO 997 067 401 MVA . 

 

 

Certificate No.: 

10000341151-MSC-NA-SVK rev.0.0 

Project No.: 

PRJN-180179-2020-MSC-SVK 

Initial Certification Date: 

19 August 2020 

Valid Until: 

18 August 2023 

 
This is to certify that the management system of: 

FOTEK ООО 
Malisheva Street 145A, liter A, 620049 Ekaterinburg, Russian Federation 

Complies with the requirements of: 
 

ISO 13485:2016/NS-EN ISO 13485:2016  

The Certificate is valid for the following scope: 

 

DESIGN AND DEVELOPMENT, MANUFACTURING, 
DISTRIBUTION, SERVICE AND REPAIR OF MEDICAL 
DEVICES AND RELATED ACCESSORIES FOR HIGH-
FREQUENCY (RADIO FREQUENCY) SURGERY AND 
ULTRASONIC CAVITATIONAL SURGERY. 

 

Place and date: 

Høvik, 19 August 2020 

 

MSYS 018  

For: 

DNV GL PRESAFE AS 

______________________________________________________________________________ 

Eugenie Winger Husebye 

The certificate is digitally verified by blockchain 

technology. For more info, see 

www.dnvgl.com/assurance/certificates-in-the-

blockchain.html 
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