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	PRESS RELEASE


The CTIA banned the non-compliant respirator KN95 

(Prague, May 6, 2022) The Czech Trade Inspection Authority found that a model of respirator that does not meet the requirements for FFP2 respirators is available on the domestic market. The product is called "Protective mask KN95". The product has a higher penetration of particles through the filter material, does not meet the requirements for FFP2 respirators and cannot effectively protect the user.

The Czech Trade Inspection Authority has found that a model of personal respiratory protective equipment - respirator - is offered to consumers in the domestic market which does not meet the requirements of Regulation (EU) 2016/425 of the European Parliament and of the Council on personal protective equipment and repealing Council Directive 89/686/EEC. 

The product in question is the KN95 white DX-03 respirator, which at the time of the inspection was offered on the distributor's website www.besta-shop.cz under the name Sunway respirator FFP2/KN95 white. It is a white filtering half mask with an embedded wire for shaping around the nose. The filtering half masks are offered in packs of 40 in a carton box, each individual product is packed in a clear plastic container. A certificate is inserted in the paper packaging - a leaflet with information in Chinese characters and English. The products do not bear the CE marking with the identification number of the notified body involved in the conformity assessment procedure attached, the name, registered trade name or registered trade mark of the manufacturer is missing. On the carton, together with illustrative pictures, instructions for fitting the half-mask are given in English only. The manufacturer's written storage conditions, accompanied by numerical values, are also given in English only. The information in the Czech language is missing.

As the product had the EN 149:2001+A1:2009 standard on the packaging, laboratory tests were carried out in an accredited laboratory to verify the total permeation, permeation through the filter material and breathing resistance according to the requirements set out in Articles 7.9.1, 7.9.2 and 7.16 of EN 149:2001+A1:2009. The results of the tests submitted show that the product did not meet the requirements for total permeation and permeation through the filter material - sodium chloride test and paraffin oil test. Due to the fact that the filtering respirator has a higher penetration of particles through the filter material, it does not meet the requirements for FFP2 type respirators and cannot effectively protect the user from particulate matter and liquid aerosols. The product also does not comply with the requirements of EP and Council Regulation 2016/425 on personal protective equipment. The product also fails to comply with the requirements for labelling, instructions and consumer information. Furthermore, the corresponding EU Declaration of Conformity has not been provided to confirm that the product has followed the conformity assessment procedure in accordance with the requirements of the above mentioned Regulation.     

The Czech Trade Inspection Authority imposed a protective measure on the distributor of the product, which is a ban on the supply of the personal protective equipment - protective mask KN95, model DX-03, in the market and the withdrawal of this product from the market. Information on the product was reported to the contact point at the Ministry of Industry and Trade and published in the Safety Gate system.
Product information:

Product name:



Protective mask KN95

Trademark:




-

Model type/ number:


DX-03

Production serie number:

202005

Importer’s identification number:
GRUPA ETNA SP. Z.O.O. SKA, UL. Towarova 22, 42-600,

                                                                        Tarnowskie Gory, Poland

Manufacturer’s identification number:  Heyuan Dexuan Medical Technology Co. Ltd, No. 6 of Longling   

                                                                       1st Road, Longling Industrial park, Yuancheng, District Heyuan  

                                                                       517000, Guangdong, China

Distributor’s identification number:        BEMI INVEST EU s.r.o., Staroveská 53/95, Proskovice, 724 00 

                                                                        Ostrava

Identification number of another distributor in the distribution chain: 
ZEBRA PRAHA s.r.o., Rybná 716/24, 110 00 Praha 1

Contact:       Spokesperson of the CTIA
                                                            Phone:
+420 296 366 233  
                       Mgr. Jiří Fröhlich
                                                            Mobile: 
+420 602 105 376

                                                            E-mail:
mluvci@coi.cz

