DEXXON
MEDICAL

EU Declaration of Conformity

We,

DEXXON ENERJI SAN. VE TiC. A.S

YENIBOSNA MERKEZ MAH., 29 EKiM CAD., ISTANBUL VIiZYON PARK OFiS BLOKLARI, PLAZA: 1 FLOOR : 8 BAHCELIEVLER / iISTANBUL /
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 ENERJi SAN. VE TIC. A.S
Brand Name DEXXON

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.

The product identified below complies with the general safety and performance requirements of he PPE Personal Protective Equipment
Regulation (2016/425 / EU) by meeting the followning standarts:

Conformity Assessment Route EN 149: 2001 + A1: 2009 Respiratory Protective Devices-Against Particles
Applicable Harmonised Standards EN 149: 2001 + A1: 2009

Rule Annex 5 of the PPE Personal Protective Equipment Regulation (2016/425 / EU)
Risk of the Device The Personal Protective Equipment (PPE) has been assigned to CATIII
Classification FFP2 NR

Base of Certificate SZU 22 PPE 041 numbered and 08/02/2022 dated EU Type Examination Certificate

ASR-PPE-C2-018/R.01 numbered and 08/02/2022 dated and inspection report
The Conformity is ensured with the following mechanism:

Complies with EU 2016/425 PPE Regulation establishing technical requirements for Category III products,

All required tests referred in above standards are conducted

Complies with other revenant harmonized legislation and community standards.

For the assessment of conformity the EU Type Examination Modul B certificate ( Certificate Number : SZU 22 PPE 041) and
Module C2 certificate ( Certificate Number : SZU 22 PPE C 018 ) is issued ,after all technical evaluations for conformity to the regulation and
harmonised standards conducted, by ;

SZUTEST Uygunluk Degerlendirme A.S. as Notified Body number 2195

The product is under surveillance of same Notified Body, NB 2195 according to the Annex I1I ( Module C2) of the PPE Regulation
(EU)2016/425,for quality assurance.

This declaration was first published on 28/01/2022 and the reference will continue to be valid unless there are significant changes in
harmonized standards and factory production conditions. For detailed information about the product, see the technical file.

08.02.2022
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