
Asunto/assumpte:   Alerta  recibida  a  través  del  Sistema Europeo de  Alertas  (RAPEX) en 

referencia a equipos de protección individual.

 

Ref.: ALERTAS MSC 6 

  

 Se traslada, para su conocimiento la siguiente alerta, A12/00947/20, recibida a través del 

Sistema Europeo de Alertas (RAPEX) 

Palma, 27 d'agost de 2020 

El director general de Prestacions i Farmàcia

Atanasio García Pineda
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 Safety Gate RAPEX

Product (what the

product is)
Particle filter mask

Name (on the product

or the packaging)
Disposable Face
Mask

Brand (on the product

or the packaging)
Unknown

OECD Portal category

(if known)
85000000 - Safety /
Protection - DIY

Is the product (also)

sold online?
No

Professional product?
No

Product Recall

Type/number of model
13335902530●

Batch number
Production

Batch NR: 2020-

03-05-1

●

Date of

Production:

20200305

●

Bar code
Unknown

Is the product

counterfeit?
No

Is this notification

linked to a Business

Gateway case?

Product description
Blue protective respiratory filtration half-

face mask category KN95, corresponding to
FFP2 according to EN 149.

Packaging description
The product is sold in a transparent blister

containing 40 units.

Case number
A12/00947/20

Type of risk
Health risk / other

Risk description (technical defect and

consequences)
The particle/filter retention of the material is

insufficient (measured value  94 %) and the

mask does not properly adapt to the face.

Consequently, an excessive amount of

particles or microorganisms might pass

through the mask, increasing the risk of

infection if not combined with additional

protective measures.

Legal provisions (at EU level) and European

standards against which the product was tested

and did not comply
The product does not comply with the
Personal Protective Equipment Regulation.

(Overall) risk level
Serious

Product category
Protective equipment

Measures

Compulsory measures

Importer

Marking the product with appropriate

warnings on the risks

Year Country of origin Alert submitted by

2020 People's Republic of China Belgium
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