






 
 

 
 
Kwang-Bum Park, CEO of MegaGen Implant Co., Ltd  
45, Secheon-ro 7-gil, Dasa-eup, Dalseong-gun, Daegu, Republic Of Korea 

 

10th May 2024 
 
Subject: Official Notification on Extension of CE MDD Certificate according to Article 
120 3c 
 
Dear Sir or Madam 
 

We, MegaGen Implant Co., Ltd. Inform that our CE MDD Certification has been extended to 31 
December 2027 for Class IIb implantable device or 31 December 2028 for Class IIa device in 
accordance with the Article 120 (3) of Regulation (EU) 2017/745 and Regulation (EU) 2023/607. 

 
The process by which we meet the Article 120 3c (a)~(e) is as follows. 
 

PARAGRAPHS OF 3c MegaGen’s STATE Judgment 

(a) those devices continues to comply 
with Directive 90/385/EEC or Directive 
93/42/EEC, as applicable; 

MegaGen’s PRODUCTs continues to 
comply with Directive 93/42/EEC. 

 

(b) there are no significant changes in the 
design and intended purpose; 

There are no significant changes in the 
design and intended purpose to 
MegaGen’s PRODUCTs which is certified 
MDD. 

 

(c) the devices do not present an 
unacceptable risk to the health or 
safety of patients, users or other 
persons, or to other aspects of the 
protection of public health; 

MegaGen’s PRODUCTs which is certified 
MDD do not present an unacceptable risk 
to the health or safety of patients, users or 
other persons, or to other aspects of the 
protection of public health. 

 

(d) no later than 26 May 2024, the 
manufacturer has put in place a 
quality management system in 
accordance with Article 10(9); 

MegaGen Implant Co., Ltd. has put in 
place a QMS in accordance with Article 
10(9). 

 

(e) no later than 26 May 2024, the 
manufacturer or the authorised 
representative has lodged a formal 
application with a notified body in 
accordance with Section 4.3, first 
subparagraph, of Annex VII for 
conformity assessment in respect of a 
device referred to in paragraph 3a or 
3b of this Article or in respect of a 
device intended to substitute that 
device, and, no later than 26 
September 2024, the notified body 
and the manufacturer have signed a 
written agreement in accordance with 
Section 4.3, second subparagraph, of 
Annex VII. 

MegaGen Implant Co., Ltd. has lodged a 
MDR formal application for the 
MegaGen’s PRODUCTs which is certified 
MDD with a NB. 
In addition, MegaGen Implant Co., Ltd. 
are going to sign the MDR agreement with 
NB by 26 September 2024. 

 

 
We, MegaGen Implant Co., Ltd. are also attaching Manufacturer’s Self-Declaration that we are 

extending the MDD certification by meeting those paragraphs. 

 
Yours Sincerely, 


