


 

EC DECLARATION OF CONFORMITY

We hereby declare that the above-mentioned medical devices meet the provisions of the 
Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 
on medical devices. This EU Declaration of Conformity is issued under sole responsibility of 
HDI Inc. and according to Annex IV of the referred Regulation. All supporting 
documentation is retained under the premises of the manufacturer. 

Attachment: Intended purpose, Product code and Applied standards   

                                                                           

                                                           Taekyou Kim                          

CEO, HDI Inc.   

Gyeonggi-do, Korea

July 24, 2023

Manufacturer : HDI Inc.
A-504, 14, Sagimakgol-ro 45beon-gil, Jungwon-gu, 
Seongnam-si, Gyeonggi-do, 13209 Republic of Korea
SRN_KR-MF-000026600 

EU Representative :
KTR Europe GmbH
Mergenthalerallee 77, Eschborn, Hessen, 65760, 
Germany
SRN_DE-AR-000005685

Product group : Impression Material

Device/Trade name : DENU Light Body

Model name DENU Light Body Regular, DENU Light Body Fast

GMDN Code 35866

Basic UDI-DI 88000154211MP

Classification Class Ⅰ by Rule 1 of Annex Ⅷ, MDR 2017/745

Conformity assessment route AnnexⅠ+AnnexⅡ+AnnexⅢ, MDR 2017/745



 

■ Intended Purpose

Material for impression taking

■ Product Code

■ Applied standards

No. Standard No. Standard Name Ratification

1 MDR 2017/745 EU Regulation 2017/745 of the european parliament and of the 
council 2017

2 EN ISO 13485 Medical devices - Quality management systems - Requirements 
for regulatory purposes 2016

3 ISO 14971 Medical devices - Application of risk management to medical 
devices 2019

4 EN ISO 20417 Medical device-Information Supplied   by the Manufacturer 2021

5 EN ISO15223-1
Medical devices - Symbols to be used with medical device 
labels, labelling and information to be supplied - Part1: General
requirements Remains Current [Superseded:CEN EN 980]

2016

6 EN ISO 4823 Dentistry – Elastomeric impression and bite registration 
materials 2021

7 EN 1641  Dentistry - Medical devices for dentistry – Materials 2009

8 EN ISO 7405  Dentistry - Evaluation of biocompatibility of medical devices  
 used in dentistry 2018

9 EN 62366-1  Medical devices - Part 1: Application of usability engineering to
 medical devices 2015

10 EN ISO10993-1 Biological evaluation of medical devices - Part 1: Evaluation 
and testing within a risk management process 2018

11 EN ISO10993-5  Biological evaluation of medical devices - Part 5: Test for in  
 vitro cytotoxicity 2009

12 EN ISO10993-10  Biological evaluation of medical devices - Part 10: Tests for
 irritation and delayed-type hypersensitivity 2013

13 EN ISO10993-11  Biological evaluation of medical devices - Part 11: Tests for
 systemic toxicity 2018

14 MEDDEV 2.7.1 
Rev.4  Guidelines on Medical Devices Clinical Evaluation 2016

15 MEDDEV 2.12.1
Rev.8  Guidelines on Medical Devices Vigilance System 2013

16 ISTA 2A  International Safe Transit Association Standards 2016

No. Product Code Description
1 HDI21001 Denu Light Body Regular 4 Cartridge  
2 HDI21003 Denu Light Body Fast 4 Cartridge 
3 HDI21005 Denu Light Body Regular Tube
4 HDI21006 Denu Light Body Fast Tube



 

EC DECLARATION OF CONFORMITY

We hereby declare that the above-mentioned medical devices meet the provisions of the 
Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 
on medical devices. This EU Declaration of Conformity is issued under sole responsibility of 
HDI Inc. and according to Annex IV of the referred Regulation. All supporting 
documentation is retained under the premises of the manufacturer. 

Attachment: Product code and applied standards   

                                                                           

                                                           Taekyou Kim                          

CEO, HDI Inc.   

Gyeonggi-do, Korea

Apr 01, 2024

Manufacturer : HDI Inc.
A-504, 14, Sagimakgol-ro 45beon-gil, Jungwon-gu, 
Seongnam-si, Gyeonggi-do, 13209 Republic of Korea
SRN_KR-MF-000026600 

EU Representative :
KTR Europe GmbH
Mergenthalerallee 77, Eschborn, Hessen, 65760, 
Germany
SRN_DE-AR-000005685

Product group : Impression Material

Device/Trade name : DENU Putty Set

Model name DENU Putty Set Regular, DENU Putty Set Fast

GMDN Code 35866

Basic UDI-DI 88000154213MT

Classification Class Ⅰ by Rule 1 of Annex Ⅷ, MDR 2017/745

Conformity assessment route AnnexⅠ+AnnexⅡ+AnnexⅢ, MDR 2017/745



 

■ Intended Purpose

Material for impression taking

■ Product Code 

■ Applied standards

No. Standard No. Standard Name Ratification

1 MDR 2017/745 EU Regulation 2017/745 of the european parliament and of the 
council 2017

2 EN ISO 13485 Medical devices - Quality management systems - Requirements 
for regulatory purposes 2016

3 ISO 14971 Medical devices - Application of risk management to medical 
devices 2019

4 EN ISO 20417 Medical device-Information Supplied   by the Manufacturer 2021

5 EN ISO15223-1
Medical devices - Symbols to be used with medical device 
labels, labelling and information to be supplied - Part1: General
requirements Remains Current [Superseded:CEN EN 980]

2016

6 EN ISO 4823 Dentistry – Elastomeric impression and bite registration 
materials 2021

7 EN 1641  Dentistry - Medical devices for dentistry – Materials 2009

8 EN ISO 7405  Dentistry - Evaluation of biocompatibility of medical devices  
 used in dentistry 2018

9 EN 62366-1  Medical devices - Part 1: Application of usability engineering to
 medical devices 2015

10 EN ISO10993-1 Biological evaluation of medical devices - Part 1: Evaluation 
and testing within a risk management process 2018

11 EN ISO10993-5  Biological evaluation of medical devices - Part 5: Test for in  
 vitro cytotoxicity 2009

12 EN ISO10993-10  Biological evaluation of medical devices - Part 10: Tests for
 irritation and delayed-type hypersensitivity 2013

13 EN ISO10993-11  Biological evaluation of medical devices - Part 11: Tests for
 systemic toxicity 2018

14 MEDDEV 2.7.1 
Rev.4  Guidelines on Medical Devices Clinical Evaluation 2016

15 MEDDEV 2.12.1
Rev.8  Guidelines on Medical Devices Vigilance System 2013

16 ISTA 2A  International Safe Transit Association Standards 2016

No. Product Code Description
1 HDI21017 Denu Putty Set Regular 560ml 
2 HDI21018 Denu Putty Set Fast 560ml
3 HDI21019 Denu Putty Set Regular 660ml 
4 HDI21020 Denu Putty Set Fast 660ml
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