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We,

DEXXON ENERJİ SAN. VE TİC. A.Ş 
YENİBOSNA MERKEZ MAH., 29 EKİM CAD., İSTANBUL VİZYON PARK OFİS BLOKLARI, PLAZA: 1 FLOOR : 8 BAHÇELİEVLER / İSTANBUL / 
TURKEY 

declare under our sole responsibility that the  PPE product listed below

Product Description   NON REUSABLE FFP2 NR FACE MASK  

Article No DXNMD NRFM04 

Type FFP2 NR

Manufacturer DEXXON ENERJİ SAN. VE TİC. A.Ş 
 

Brand  Name  DEXXON MEDICAL

Applicable Harmonised Standards    EN 149: 2001 + A1: 2009  	

Dexxon Medical Face Masks Position on Natural Rubber Latex   

We declare that the product described above meets the requirements of the relevant provisions of the regulation as a result of the EU Type 
examination according to Annex 5 of the PPE Personal Protective Equipment Regulation (2016/425 / EU)   
This Declaration of Conformity covers the PPE device as specified in the product list belonging to this declaration. 
Dexxon Medical does not use Natural Rubber latex in our materials, packaging, processing aids, or the handling of product.  
Dexxon Medical does not allow latex into our facilities and we declare we are a Latex Free business.  

As a manufacturer, we now declare that our above medical and protective face masks are free of latex, free of silicones and free of PVC. 
The material and parts named above, including any of their possible decomposition products, are not known to cause adverse effects to user 
hygiene or health, nor are likely to cause irritation, during normal use. 
The materials used in the product are produced in accordance with the human body and do not have any allergic properties.   
Because of the product is used in the health sector, skin sensitivity, irritation and conformity assessment processes are supported by 
biocompatibility tests.  

Sincerely,  

Murat Koç 
President  
09.02.2022 
 



 

MATERIAL  DECLARATION AND BIOCOMPATIBILITY TESTS 

The material and parts named above, including any of their possible decomposition products, are 
not known to cause adverse effects to user hygiene or health, nor are likely to cause irritation, 
during normal use.	  

Compatibility with the skin  

The materials used in the product are produced in accordance with the human body and do not 
have any allergic properties.   
Because of the product is used in the health sector, skin sensitivity, irritation and conformity 
assessment processes are supported by biocompatibility tests.  
  
The skin compatibility (biocompatibility) performance tests of the product are presented in 
ANNEX:  

	  	  

I CONFIRM THAT THE DECLERATION IS TRUE AND VALID ☒  	  



 

We declare that the products/materials recommended for maintenance, cleaning and disinfecting do 
not have any adverse effect on the PPE or the user when applied in accordance with the relevant 
instructions.  

8.2 Declaration – Supply of User Information (Annex III k)    

We declare that the user information accompanies each smallest commercially available unit.  
 

I CONFIRM THAT THE DECLERATION IS TRUE AND VALID ☒  	  

Approved by 

Murat Koç

General Manager



 

BIOCOMPABILITY TESTS 

CYTOTOXICITY TESTS

DERMAL IRRITATION TEST ANALYSIS

  SENSITIZATION TESR RESULT REPORT

 

  

OXIGEN ANALİZ ÖZEL KONTROL LABORATUVARI 

Çakmaklı Mah. Hadımköy Bağlantı Yolu Ufuk Plaza 

No:57 K:1 D:8 34500 Büyükçekmece/İSTANBUL  

                                INSPECTION AND ANALYSIS REPORT 

 

 

  

 
 AB-0953-T 

 
 2021-C-00627 

 
 03-2021 

 
 Report Number : 2021-C-00627 Date of Report : 12/03/2021 

 

F11/PR20/Rev:00/00.00.00 Yayın Tarihi: 14.12.2016              1/6 
 

Purpose of Analysis : Cytotoxicity Test 

Costumer name/addres 
 
: DEXXON ENERJİ SAN VE TİC.A.Ş  /Istanbul Vizyon Park Ofis Blokları Yeni Bosna 
Merkez Mah 29 Ekim Cad No:3 Plaza : 1  Kat : 8  No: 84 / İstanbul   

Name and identity of test item : Non-Reusable Protective FFP2 NR Colored Filtering Half Mask 

Code of sample : DXNMD-NRFM04 FFP2 NR COLORED MASK 

Package of Sample/Quantity : 3 Piece 

Date of receipt of test item : 04/03/2021 

Date of Test/End of test : 05/03/2021 - 12/03/2021 

Number of pages : 6 
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Explanation: 
 

1. Experiment environment 

CELL LINE:L929 (Mouse Fibroblast cell) 

CultureMedium : DMEM+ L-Glutamin 
Fetal Bovine Serum 

Penisilin- Streptomisin 

Blank :Sterile cell culture medium 
 
NEGATIVE CONTROL:Polietilen Kryo Tüp + Cell 
 
POSITIVE CONTROL:Natural RubberLatex+ Cell 
 

2.METHOD OF APPLICATION 
 
Extraction was performed according to TS EN ISO 10993-12 standard. The samples were placed in a waterbath at a rate of 50 rpm at 37oC 

for 24 hours in a 10% serum-containing cellculture medium of the size specified in the standard. The extraction was then terminated and the 

extract obtained was used within 24 hours. 
 

 

3.ANALYSIS METHOD 
 

Etikimza Süreç No : 92k8l7osv3026f1ea7d5 kodu ile www.oxigenanaliz.com adresinden doğrulayabilirsiniz.

Bu belge, güvenli elektronik imza ile imzalanmıştır.



 



 



 



 



 



 

BIOCOMPABILITY TESTS: DERMAL IRRITATION 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 



 

BIOCOMPABILITY TESTS : DERMAL IRRITATION TEST ANALYSIS



 



 



 



 



 

BIOCOMPABILITY TESTS: SENSITIZATION TESR RESULT REPORT



 



 



 


