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Alertas RAPEX mascarillas
Referencia: SOFM/MIA/apf
Fecha: 20/05/2021

ALERTAS EUROPEAS SOBRE MASCARILLAS QUE PRESENTAN RIESGOS PARA LA SALUD DE LOS USUARIOS

RAPEX es un sistema unificado de alerta e intercambio de informacidn de productos peligrosos para la salud de
los consumidores de la Union Europea. Algunos de los productos notificados puede que no se encuentren -

disponibles en nuestro pais, salvo que se adquieran a través de comercio electrénico.

Se adjuntan las Ultimas alertas RAPEX referentes a mascarillas de filtracién para proteccién frente al contagio
por COVID19. La citas alertas son las _A12/00540/21, A12/00541/21, A12/00542/21 y la A12/00556/2-1 todas

ellas notificadas desde Alemania.

En todos los casos se han realizado los ensayos previstos en la Norma UNE-EN -149:2001+A1:2010 reguladora
de los requisitos y ensayos de los dispositivos de proteccién respirataria abteniendo en los cuatro casos NO

conformidad por insuficiente capacidad de filtracién, por lo que y ha de procederse a su cese de uso y retirada

del mercado.

Lle solicitamos que consulten frecuentemente las alertas emitidas por las autoridades europeas sobre

mascarillas en el siguienfe enlace, porque existen muchas en vigor en la actualidad y se incorporan

continuamente.

https://ec.europa.eufconsumers/consumers_safety/safety products/rapex/alerts/?event=main.search&Ing=es

Para cualquier duda puede dirigirse al Servicio de Ordenacion Farmacéutica y Medicamentos: Tifno: 941 299

923 - mail: alertas.productossanitarios@larioja.org - Carta: Servicio de. Ordenacién Farmacéutica y

Medicamentos - Productos Sanitarios C/ Obispo Lepe s/n 26071 Logrofio

Logrofio, 20 de mayo de 2021

Beatriz Barrio Garcia

JEFA DE SECCION DE .C—- '(01’45\3

ATENCION FARMACEUTICA
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Product descrrPtlon
White respiratory protective face mask In a

transparent plastic bag (1 piece) with
packaging indicating only the KN95
standard; according to the printing on the
mask itself, both standard KN95 GB2626-
2006 and also EU standard EN
149:2001+A1:2009 are met

Packaging description
Plastic bag with black inscription. The

product was sold online, in particular via
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Safety Gate RAPEX

Case number
A12/00540/21

Type of risk
Health risk / other

Risk description
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pass through
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other recommended
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properly protect.
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against which the
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and did not comply
The product does not

comply with the PPE
Regulation and the
relevant European
standard EN 149.

gOveraII) risk level
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Product category
Protective equipment

Measures
Voluntary measures Voluntary measures

Retailer Importer
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A12/00541/21
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Risk description
(technical defect and

consequenaes?

The particleffilter
retention of the
mateﬂal is ‘f:{}

msuff'clent L N
(n’ieasured values:as

w

Type/rllqugrgber of modslw low as/ 93 %).

\leﬁi!”quently, an
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Ear brand folding Unknown ‘{“x s»microorganisms
anti particulate Mask Bar coda T ,—:*-,- might pass through
65?1044293992 the mask; thus, even
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Professional product?
No

Product description -
Respiratory protective face mask. The

product is also sold online.
Packaging description

The product is sold in a white box with
turquoise printing.
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properly protect.
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 PPE
Regulation and the
European standard
EN 149.

Overall) risk level
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Product catego
Protective equipment

Measures
Voluntary measures Voluntary measures

Retailer Distributor
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Product (what the
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article filter mask
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Product description
20 individually packed face masks

Packaging description
Blue and white cardboard box

Year

Type/number of mod#

Country of origin

Safety Gate RAPEX

Case number
A12/00542/21

Hype of risk
ealth risk / other

Microbiological
Risk description (technical defect and

consequenc.ea]
The particieffilter retention of the material is

insufficient {(measured values: 92%).
Cons‘@quenﬁy, an excessive amount of
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_f;,:t"hrough the mask,ﬁthus, even if combined
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~ stardards against which the product was tested
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" 2016/425
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Product category
Protective equipment

Measures
Compulsory measures
Other
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Alert submitted by
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Commission

Case number
A12/00556/21

Type of risk
Health risk / other

Risk description (technical defect and

consequences;
The particleffilter retention of the material is

insufficient (measured values: as low as

53%). Consequently, the product does not
fulfil the health and safety requirements;
thtls, even if co‘mblned with other
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article filter mask prelnumber of modad propgdy Pprotect.
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or the packaging) Batoh nUMber ®5._  and'dignot comply
KN95 Children’s Wi~ 2The product does not comply with the PPE

Masks Barcada { g - Regallation and with the relevant European
Brand (on the product 69?3078310”33/ standard EN 149.
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N
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Nroov £ : Recall of the product from end users

Product description
Particle filter mask, labelled as "for

children”. The product is also sold online, in
particular via eBay.

Packaging description
The product is sold in transparent-and-blue

plastic pouches, containing each 10 pieces.

Year Country of origin Alert submitted by

2021 People's Republic of China
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