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Certification of Conformity

EU-MEDICAL DEVICES DIRECTIVE-93/42/EEC

Applicant
Applicant Address

Product Designation
Model Number

Brand Name
Manufacturer

Manufacturer Address

Registration No.: ENC2411188GZ85

Guangzhou Kapha Electronic Technology Co.,LTD

2/F, Building 23, Yongxu Industrial Park, No. 19, Hejing Road,
Dong Lang, Liwan District, Guangzhou, Guangdong, China

Shockwave System

EMFOCUS, EMFOCUS II, EMFOCUS Ill, EMFOCUS FR,
EMFOCUS FD, EMFOCUS FRL, EMFOCUS FC, EMFOCUS
PRO, EMFOCUS DUO, EMF , EMF Il, EMF lll, EMF DUO, EMF
ULTRA, IP10, IP20, IP30, IP40, IP50, IP60, IP70, IP80, IP90
IP100, IP1064, Intelect Puls, Intelect Puls 20, Intelect Puls 30,
Intelect Puls 50, Intelect Puls 100, Intelect Puls 1064, 1P20, IP50,
IP100, IP1064, Intelect Puls Pro, Intelect Puls Max, Intelect Puls
Neo, Intelect Puls Ultra, Intelect Puls Thermal, Intelect Puls
Equine, Ultrashock, Ultrashock Master, Ultrashock Duo,
ESWT-KA, EMSHOCK, PMST WAVE, PMST WAVE NEO+,
ESWT-PRO, ESWT-KP-B, E-Ultrashock, Smart Tecar Pro, Smart
Tecar Wave, Intelect Wave, Dual Wave, Dual Wave-B, Dual
Wave-C, Dual Wave Mini, Equine Wave, Shockwave Equine

N/A
Guangzhou Kapha Electronic Technology Co., Ltd.

2/F, Building 23, Yongxu Industrial Park, No. 19, Hejing Road,
Donglang, Liwan District, Guangzhou, Guangdong, China

The submitted products have been tested by us with the listed standard and found in compliance with the

Medical Devices Directive 93/42/EEC and following European Standards:

Directive Applied Standards Test Report No.
EN 60601-1-2:2015+A1:2021
EMC EN IEC 61000-3-2:2019+A1:2021 ENC2411188GZ85E1
EN 61000-3-3:2013+A1:2019+A2:2021
Safety EN 60601-1:2006+A11:2011+A1:2013+A12: ENC2411188G7Z85L 1

2014+A2:2021

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 series-production of the product. The CE markings as shown below can be affixed on the product after

preparation of necessary technical documentation.

East Notice Certification Service Co., Ltd.
1/F, Haohui Commercial Building, Zhuiji Street, Dongpu Town, E-mail:enc@enc-lab.com

Tianhe District, Guangzhou City, China Web: www.enc-lab.com




