Roga x Medical ROYAX, s.r.0.

EU DECLARATION OF CONFORMITY

C € 1024

No. 20211502/1
According to Regulation PPE (EU) 2016/425
Manufacturer: | ROYAX, s.r.o.
Address: | Obchodni 107, Cestlice, 251 01, Czech Republic
Name of Device: | Filtering Face-Piece Respirator FFP2

Device Types™ Codes: | R-DP-R-FFP2-01
Class III
Category of Device: | According to Annex I RISK CATEGORIES OF PPE
(Classification) of the EU Community Council
Directive (EU) 2016/425.
Notified Body Occupational Safety Research Institute
Jeruzalémska 1283, 110 00 Nové Mésto, Prague 1,
Czech Republic
Notified Body number | 1024

ROYAX, s.r.o. hereby under its sole responsibility declares that the above specified
personal protective equipment has been determined as the Category III device according
to the requirements of Annex I of the European Community Council Regulation 2016/425.

Date: February 15, 2021

ROYAX, s.r.o. further declares that the product complies with the relevant provisions of
Regulation 2016/425 concerning personel protection equipment and in particular the
conformity of the product with the Essential Requirements in Annex II of the Regulation
and is the subject of the EU Type Examination Certificate Number 1024 /E-015/2021,
dated February 12, 2021, issued by Occupational Safety Research Institute(VUBP)

The product has been designed, developed, manufactured and tested in accordance
with all applicable standards and by using a quality management system according to EN
ISO 13485:2016.

Standards Applied:

EN149:2001 + A1:2009 - Specific Respiratory protective devices - Filtering half masks to
protect against particles - Requirements, testing, marking and quality control procedures
for the final product according to Module C2 of the PPE Regulation 2016/425 under the
supervision of MTIC Intercert S.r.l. (notified Body number 0068) evidenced with the
Certificate Number 1024/E-015/2021, dated February 12, 2021, issued by Occupational
Safety Research Institute(VUBP).

ROYAX s.r.o.
NAME: Rambod Afrashteh
Position :CEO

SIGNATURE: Rm TR

gg:#:’d:irioo} E: info@royax.ou
25101 Cestlice T. +420 321 123 1
1C: 247 55 346 WwWw, royax.eu

ROYAX, s.r.o. :
Obchodni 107, 251 01 Cestlice, Czech Republic
Tel.: +420 321 123 111, Fax.: +420 321 123 112, E-mail: info@royax.eu, www.royax.eu

ID No.: 247 55 346, VAT ID No.: CZ 247 55 346


https://mail.google.com/mail/?view=cm&fs=1&tf=1&to=info@royax.eu
http://www.royax.eu/

