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1. DECLARATION OF CONFORMITY AND PRODUCTS LIST  
 

EC DECLARATION OF CONFORMITY 
According to Annex II of the Council Directive 93/42/EEC concerning Medical Devices 

 

We; MedCu Technologies Ltd 

Address: 10 Hasadnaot Street (4th Floor), Herzliya 4672837, Israel 

Phone: 972-546-611287 
 

Declare under our sole responsibility that our products: 
 

MEDCU ANTIMICROBIAL WOUND DRESSINGS 
 

meet the provisions of the Council Directive 93/42/EEC concerning Medical Devices which apply to 

them. 
 

The MedCu Antimicrobial Wound Dressings (AMWDs) are indicated for the management of wounds and 

to provide an antimicrobial barrier. The dressings are applied topically and are in direct contact with the 

wound. The dressings are intended to be used for indications as follows: 

Over-The-Counter (OTC) use indications: Local management of superficial wounds, minor burns, 

abrasions and lacerations (tears). 

Prescription use indications: Partial and full thickness wounds, pressure ulcers (stage I-IV), diabetic 

ulcers, venous stasis ulcers, arterial ulcers, 1st and 2nd degree burns, surgical wounds, vascular access or 

peripheral IV sites, orthopedic external pin sites, and acute wounds such as lacerations, abrasions, and skin 

tears. 

 

Therefore, according to the Medical Device Directive (MDD), the MedCu Antimicrobial Wound Dressings 

are classified as Class IIa with accordance to rule number 4 of Annex IX of the MDD. 
 

Conformity assessment was performed according to Annex II of the Directive.   
 

The standards were used to assure the products' conformity with the Essential Requirements in Annex I of 

the above Directive, are available in this technical file "List of Applicable Standards" section.  

The list of products covered under this technical file is attached to this Declaration of Conformity.  

 

Authorized representative within the EU who has been empowered to enter into commitments on our 

behalf: MedNet EC-REP GmbH, Address: Borkstrasse 10, 48163 Muenster, Germany; Phone: +49 251 

32266-62, Fax: +49 251 32266-22, Email: info@mednet-eurep.com;  

Point of Contact: Mr. David Thaler 
 

MedCu's CE Certification Notified Body: ICIM SpA, Piazza Don Enrico Mapelli, 75 - 20099 Sesto San 

Giovanni (MI) - Tel. +39-(0)2-725341 Fax +39-(0)2-72002098. Notified Body number: 0425. 
 

Date of Initial approval: May 08, 2019  Last update: March 23, 2020 

Valid from batch 

number: 

201901-01  Date of 

expiration: 

May 07, 2024 

 

Declaration of conformity approved by: 

 
March 23, 2020         Herzliya, Israel  Dr. Gadi Borkow, QA/RA Manager 

Date                    Place  [Full Name] and Title 
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List of Antimicrobial Wound Dressings Products covered under  

MedCu Technologies Ltd Declaration of Conformity 

 

 

Part Number Description 

2C-XXXX-01a Two-layer wound dressing X cm x X cm with an adhesive contour 

2C-XXXX-01 Two-layer wound dressing X cm x X cm without adhesive contour 

3C-XXXX-01 Three-layer wound dressing X cm x X cm without adhesive contour 

 

XXXX- means different sizes of the wound dressings 

  
-- END OF PRODUCT LIST -- 
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December 6, 2021 

 

Attachment to the Declaration of Conformity AMWDs - of MedCu Technologies Ltd. 

 

 

We, MedCu Technologies Ltd, declare that MEDCU ANTIMICROBIAL WOUND DRESSINGS, as 

described in the attached Declaration of Conformity AMWD, updated on March 23, 2020, are 

legacy devices, according to Article 120 (3) of the MDR. 
 

The address indicated on the DoC, has changed and the new address is 11 Galgalei Haplada St., 

Herzliya 4672200, Israel. 

 

This is a non-significant change, as the MEDCU ANTIMICROBIAL WOUND DRESSINGS are 

exactly the same products, and their application and uses have not changed. 

 

The DoC will be adjusted accordingly with the transition to the MDR. 

 

Sincerely, 

 

 

Dr. Gadi Borkow 

Co-Founder and Chief Scientist 

 
 


