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 DECLARATION OF CONFORMITY 
PROMARKET TASARIM VE TEKNOLOJİ A.Ş. 

 

 

ADDRESS : Ihlamurkuyu Mah. Çanakkale Cad. Eren Plaza No: 5 Kat: 4 PK: 34771 

Ümraniye / İstanbul / TÜRKİYE 

WAREHOUSE  : Ihlamurkuyu Mah. Çanakkale Cad. Eren Plaza No: 5 Kat: 4 PK: 34771 

Ümraniye / İstanbul / TÜRKİYE 

    

 
Tel  : +90 216 612 00 94 

Web Address : www.3bfab.com 

 

 
Product : Powerresins Surgical Guide Resin 
Classification : 2017/745 Medical Device Regulation -Annex VIII, Rule 5, Class 

I, Non-sterile 
Conformity Assessment Route : 2017/745 Medical Device Regulation Article 19 + Annex II ve 

Annex III 
GMDN CODE : 34811- Dental material, modeling, polymer based 
Basic UDI-DI : 86834761629PSGLFF 

 

List of Products: 
 
Ref No Model  Product name UDI-DI 

PSG -01-L 250 gr Powerresins Surgical Guide 

Resin 

8683476162926 

 

PSG -02-L 500 gr Powerresins Surgical Guide 

Resin 

8683476162919 

PSG -03-L 1000 gr Powerresins Surgical Guide 

Resin 

8683476162902 

 

WE DECLARE THAT THE PRODUCTS LISTED AS PROMARKET TASARIM VE TEKNOLOJİ A.Ş. 
WITH THE REQUIREMENTS FOR THE MEDICAL DEVICES DECISION 2017/745/EU OF THE 

INSTRUCTIONS BOARD. ALL SUPPORTING DOCUMENTS ARE AVAILABLE AT THE 

MANUFACTURER'S FACILITIES. 

 

AS PROMARKET DESIGN AND TECHNOLOGY, WE DECLARE TO FOLLOW THE OBLIGATIONS OF 

THE APPROVED QUALITY SYSTEM AND TO PROTECT THE APPROVED QUALITY AND KEEP THE 

APPROVED QUALITY SYSTEM SUFFICIENT AND EFFECTIVE. 
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RELATED STANDARDS: 

EN ISO 13485:2016 MDR 2017/745/EU      

EN ISO 15223–1:2016 EN 1041:2014 

EN ISO 10993–1:2018 EN ISO 10993-4:2017 

EN ISO 10993–5:2010 EN ISO 10993–10:2014 

EN ISO 14971:2019 ISO 20795-1:2013 
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