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Hereby confirms that CMC Medical Devices & Drugs S.L. located in C/Horacio 
Lengo, 18, 29006, Málaga, Spain and with SRN ES-AR-000000293 is the 

Authorised Representative (EC REP) of

Manuel Mateos

Chief Executive Officer

Issue date: 14 mar. 2025

The certificate remains valid until the expiration date of the EC REP agreement 

or until manufacturing conditions, the quality system or relevant legislation are 

modified. 


The validity is subject to positive results of periodic surveillance audits.


 


The product liability rests with the manufacturer in accordance with  the 

applicable directive/regulation mentioned in Annex I of this certificate and the 

applicable standards.


After fulfilling of the relevant EU legislation requirements, the manufacturer 

shall affix relevant CE marking to the relevant models of the medical devices 

mentioned below.


The table in the Annex I lists, where applicable, the registration status with the 

Spanish MOH (AEMPS) and their registration number (RPS).

Dentozone Co., Ltd.

ACE HIGH TECH-ENDTOWER 1 CHA, 5 , Digital-ro, 26-gil, Seoul, 

Republic of Korea 

CERTIFICATE



#2

PRODUCT NAME REGULATION CLASS MODEL OR REF STATUSRPS

ANNEX I

eBite Series 2017/745 MDR Class I M:eBite3, eBite3S, eBite 
3S Blue light, Portable 
eBite

RPS/433/2025 Registered with 
AEMPS

 99 Suction Block 2017/745 MDR Class I M: 99 Suction Block RPS/433/2025 Registered with 
AEMPS
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