EC-Certification of Conformity

P

Certification of Conformity

EU- MEDICAL DEVICE REGULATION-2017/745 (EU)

Registration No.: ENC2402202GZ45

Applicant

Applicant Address : Room 307, Floor 3, Building 1, No. 28 Yongxing Road, Daxing
Biomedical Industry Base, Zhongguancun Science and
Technology Park, Daxing District, Beijing, China

Product Designation : Diode Laser Treatment System

Model Number » K16, K17, K18, K19, K20, K20A, K20Amini, K21, K22, K23, K800,

K808, KBO8pro, K810
Brand Name
Manufacturer : -
Manufacturer Address : Room 307, Floor 3, Building 1, No. 28 Yongxing Road, Daxing

Biomedical Industry Base, Zhongguancun Science and
Technology Park, Daxing District, Beijing, China

The submitted products have been tested by us with the listed standard and found in compliance with the
MDR 2017/745 (EU) and following European Standards:

Directive | Applied Standards ‘ Test Report MNo.

EMC EN 60601-1-2:2015+A1:2021 ENC2402202GZ45E1

EN 60601-1:2006+A11:2011+A1:2013
+A12:2014+A2:2021

EN IEC 80601-2-22:2020 |
EN 60825-1:2014+A11:2021 !

4

Safety ENC2402202GZ45L1

This certificate is based on an evaluation of a sample of the above mentioned product. Technical report
and documentation are at the licence applicant's disposal. This certificate does not imply assessment of
the senes-production of the product. The CE markings as shown below can be affixed on the product after
preparation of necessary technical documentation.
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