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Gobie - o. Salud Humanizacién,

de La Rlﬂja y Portavocia del Gobiemo Prestaciones y Fammacia
Alertas RAPEX enero 2021

Referencia: SOFM/NUA/apf
Fecha: 13/01/2021

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

RAPEX es un sistema unificado de alertas de productos peligrosos para los consumidores de la Unién Europea.
Abarca todo tipo de productos no alimentarios, excepto los farmaceutlcos y pretende asegurar un répldo
intercambio de informacién entre los estados miembros y la Comisién sobre las medidas tomadas para prevenir,
restringir o imponer condiciones especificas en el marquetin o uso de productos por razones de serio riesgo para

|la salud y seguridad de los consumidores.

Se adjuntan Ias ultimas alertas RAPEX referentes a mascarillas de filtracién para proteccién frente al contagio por
COVID19. Dichas mascarillas tienen la consideracion, bien de higiénicas, bien de EPI {equipo de proteccion
individual) o bien son falsas mascarillas qulrurgrcas {con marcado CE no valido) v ese es el motivo de su inclusién
en un sistema de alerta destinado en principio a productos no farmacéuticos.

La alertas calificadas como INFO presentan un incumplimiento documental sin haberse realizado ensayos
analiticos acerca de la seguridad del producto. La alerta A11/120/2020 ha sido categorizada como de riesgo no

grave por la autoridad notificante.

Le solicitamos que consulten frecuentemente las alertas emitidas por las autoridades europeas sobre
MASCARILLAS EPIS en el siguiente enlace, porque existen muchas en vigor en la actualidad y se incorporan

continuamente.

https://ec.europa.eu/consumers/consumers_safety/safety products/rapex/alerts/?event=main.search&ing=
es

Para cualquier duda puede dirigirse al Servicio de Ordenacién Farmacéutica y Medicamentos:

e Tifno: 941 299 923
e mail: alertas.productossanitarios@Iarioja.org
# Carta: Servicio de Ordenacidn Farmacéutica y Medicamentos - Productos Sanitarios C/ Obispo Lepe s/n

26071 Logrofio

Logrofio, 13 de enero de 2021

Dra. M2 a Pascual-Salcedo S - 6-1 2'-1

JEFA DE SERVICIO DE ORDENACION
FARMACEUTICA Y MEDICAMENTOS.



European |
Commission

Product (what the Product Recall
Broduct is) .
article filter mask  Type/number of modt

+ KN95 / FFP2
Name (on the product
or the packaging) - -
KN95 Eilterin’g %alf
mask

Batch numb

Brand (on the product

or the packaging;
-ngooo ).

[
L

gf known P neses
5000000 - Sigre

Protectioy~ ed WGE»Business

T

No

Professional product?
No

Product description
Single use particle half-face filter mask for

protection against particles and aerosols,
labelled KN95 and FFP2. The product is
embossed with "KN95" on the side.

Packaging description
The product is sold in a white and blue

folding box, with black/blue labelling. A box
contains 10 masks, each of which is
wrapped in a foil sachet.
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i
ﬁ' the mask, increasing

23/12/2020

Safety Gate RAPEX

Case number
A12/01886/20

Type of risk
ealth risk / other

Risk description
(technical def

8% assive amount of
S Or
icrody@®anisms

pass through

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 and with
-the relevant
European standard
EN 149.

gOv_eralI) risk level
erious

Product catego
Protective equipment

Measures

Voluntary measures Voluntary measures
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B o= | Safety Gate RAPEX

Commission

Case number
A12/01887/20

Type of risk
ealth risk / other

Risk description (technical defect and

porganisms might pass
‘aincreasing the risk of
ined with additional

Product (what the Product Recall

roduct is ,
article filter mask  Type/number of mod§
: KN95

$hrovisions (at EU level) and European

Name (on the product fafitiards against which the product was tested

or the packaging) ot comply
KN95 Rllask Lhe uct does not comply with the
i~ Pqppnal Protective Equipment Regulation

Brand (on the product Bar 009 2

or the packaging)
* purvigor

)1 ng and with the relevant European standard EN
L 149, :

gOveraIl) risk level
erious

Product catego
Protective equipment

OECD Portal catego

gf known 3
5000000 - SafelliiT>

Protectlow

Is the pro&

also)
sold onllne'? w N

Unknown - Un

Measures

is notification
ed to a Business
Gateway case?

Compulsory measures

Professional produ

No Importer

Recall of the product from end users
Product description
Single use particle half-face filter mask for 14/12/2020

-protection against particles and aerosols,
labelled KN95 and FFP2. The brand's name
is embossed on the side.

Packagin descrlptlon
The product is sold in a transparent foil

sachet with black labelling, containing one
item, with barcode 6973129750016. The
product can be found in an additional outer
packaging for 10 individual packets, with a
different barcode on the outer packagmg
(6973129750023).

n003dgpp 23/12/2020 Page 1



European ,
Commission

Safety Gate RAPEX

Case number
A12/01888/20

Type of risk
ealth risk / other

Risk description (technical defect and

consequencesgy -
The particls

Product (what the Product Recall

roduct is :
article filter mask  Type/number of mod§
« KN95

Name (on the product _
Batch numbex

or the packagin
Face rln?nask < hig%-n- ~ Unknown

efficiency protective
mask filter ; Bﬁr e ‘

Brand (on the product

or the packaging)
Unknown

Product category
Protective equipment

Measures
Voluntary measures
Other

Withdrawal of the product from the market
18/11/2020

Professional product?
No

Product description
White protective respiratory filtration half-

face mask, embossed with "KN95" on the
side.

Packaging description

Year Country of origin Alert submitted by

n003dgpp 23/12/2020 Page 1



European l
Commisslon

Product Recall

Product (what the

groduct is
article filter mask

Type/number of model
« KN95-A
Name (on the product

or the packaging) Batch number

Particle-filtering half Unknown
T Bar code
Unknown

Brand (on the product

or the packaging)

Unknown Is the product

counterfeit?

OECD Portal category L3

gf known
5000000 - Safety /

Protection - DIY

Is this notification
linked to a Business
Gateway case?

Is the product (also)

sold online?
No

Professional product?
No

Product description
White protective respiratory filtration half-

face mask, embossed with "KN95" on the
side.

Packaging description

The preduct is sold in a polythene bag
containing 5 items.

Year

Country of origin

Safety Gate RAPEX

Case number
A12/01889/20

Type of risk -
ealth risk / other
Risk description (technical defect and

consequgncesz ;
The particle/filter retention of the material is

insufficient (measured value as low as
67,6%). 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.

gOVQraII) risk level
erious

Product category
Protective equipment

Measures

Voluntary measures
Other

Withdrawal of the product from the market
18/11/2020

Alert submitted by

nspairap

30/12/2020

Page 1



fuopear o] Safety Gate RAPEX

Commission

Case number
A12/01890/20

Type of risk
ealth risk / other
Risk description (technical defect and

consequgnces}
The particleffilter retention of the material is

insufficient (measured value as low as
31,5%). Consequently, an excessive amount
of particles or microorganisms might pass
through the mask, increasing the risk of
i infectio_n if not combined with additional
article filter mask  Type/number of model Protective measures.

+ KN 95 Legal provisions (at EU level} and European
standards against which the product was tested
and did not comply :

Product (what the Product Recall

Name (on the product

or the packaging) Batch number |

Particle-filtering half Unknown The product does not comply with the
mask ' : Personai Protective Equipment Regulation.
Bar code i
Brand (on the product Unknown g%:gg) risk level
or t,hgl‘fﬁf_lﬁgmg) Is the product Product catego
counterfeit? Protective equipment
OECD Portal category NO
if known i< thi ; : Measures
§5000000 - Safety | '° D rasanan
Protection - DIY linked to a Business
Gateway case? Voluntary measures

Is the product (also)

sold online? Other
Unknown - unknown

: : Withdrawal of the product from the market
Professional product? 181112028 P

No

Product description
White protective respiratory filtration half-

face mask, embossed with "KN95" on the
side.

Packaging description

Year Country of origin Alert submitted by

nspairap 30/12/2020 Page 1



H European I Safety Gate RAPEX

Commission

Case number
A11/00120/20

Type of risk
ealth risk / other
Risk description {technical defect and

consequences) .
The product bears a CE marking but is-not

certified as protective equipment by a
relevant body. Consequently, the product
might not fulfil the health and safety
requirements and thus not properly protect

P:gg:gtt i(swhat e acoRchecal if not combined with additional measures.
article filter mask  Type/number of model Legal provisions (at EU level) and European
- SBH4819 standards against which the product was tested
Name (on the product and did not comply
or the packaging) Batclgé"l:‘rggga The product does not comply with the
Disposable Non " Personal Protective Equipment Regulation
Sterile Mask 2020031501 and with the relevant European standard EN
149.
Brand (on the product Barcode - : .
; « 5943805 044563 (Overall) risk level
or t.hseigf&l;aglng) ' {lnknou)m
Is the product Product catego
OECD Portal category counterfeit? Protective equipment
T
- ety -
po 000 - S s this notification MISasuIEs
linked to a Business
Is the product (also)  Gateway case? Compulsory measures
sold online?
No Retailer
Professional product? _
Ngo R < Withdrawal of the product from the market
13/11/2020

Product description
Respiratory protective half-face mask.

Padkagin description .
The product is sold in a white and blue

cardboard box containing 50 pieces.

Year Country of origin Alert submitted by

nspairap 271212020 Page 1



Commission

Bl oo~ | Safety Gate RAPEX

Case number
INFO/00179/20

Type of risk
ealth risk / other
Risk description (technical defect and

consequences)
The product bears a CE markmg but is not

certified as protective equipment by a .
relevant body. Consequently, the product
might not fulfil the health and safety
requirements and thus not properly protect

Prrgg:é’tt i(:;hat it Product Recall - If not combined with additional measures.
article filter mask pre/number of model Legal provisions (at EU level) and European
nknown standards against which the product was tested
Name (on the product and did not comply .
or the packa Iglng) Platlfh number The product does not comply with the
FACE MAS ITEGOWT] Personal Protective Equipment Regulation
PARTICULATE Bar code and with the relevant European standard EN
RESPIRATOR - 789849136593  149.
: : Overall) risk level
Br?le (on;he_prc))duct Is the product nk nom)m
o the hactaging counterfeit? Product cate
. go
OUIeék Unknown Protective equipment
OECD Portal category s this notification
if known linked to a Business ~ Measures

5000000 - Safoty /.

Protection - DIY Gateway case?

Compulsory measures
Is the product (also)

sold online? Distributor

Unknown - No in-

gepthbinvestlge!tlgns Ban on the marketing of the product and
Ve am CasTe any accompanying measures

out in this respect.

Professional product?
No

Product description :
White protective respiratory filtration half-

face mask.

Packaging description
The product is packed in individual small

plastic pouches. The European standard EN
149 is printed on the packaging.

nspairap 28/12/2020 Page 1



European I
Commission

Product Recall

Product (what the

roduct is
article filter mask

Type/number of model
nknown

Name (on the product
Batch number

or the packaging)

Face Iﬁask gurical Unknown

Disposable Bar code
Unknown

Brand (on the product

or the packaging)

Unknown Is the product

counterfeit?

OECD Portal category Unknown

gf known&
5000000 - Safety /

Protection - DIY

Is this notification
linked to a Business
Gateway case?

Is the product (also)

sold online?
No :

Professional product?
No

Product description
Face mask surgical disposable.

Packaging description _
The masks are packed in a white and blue

cardboard box containing 50 pieces with
the product description in English with
black characters. The packaging bears the
CE marking.

Year

Country of origin

Safety Gate RAPEX

Case number
INFO/00180/20

Type of risk
ealth risk / other
Risk description (technical defect and

conseguences) -
The product bears a CE marking and ¢laims

to meet the requirements of a surgical mask
but it has not been certified as such by a
relevant European body. Consequently, the
product might not fulfil the health and
safety requirements and thus not properly
protect if not combined with additional
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

requirements of the Medical Devices

Directive and of the relevant European

standard EN 14683.

‘JOveraII) risk level
nknown

Product category
Protective equipment

Measures
Compulsory measures
Importer

Withdrawal of the product from the market
20/11/2020

Alert submitted by

nspairap

27/12/2020

Page 1



European
Commission

Product Recall

Product (what the

roduct is)
article filter mask

Ty’pelnumbef of model
« Earhook

Name (on the product . .
Batch number

or the packaging)
Dispc::gableg : Unknown
Protective Mask
Bar code
« 6973215750012

Brand (on the product

or the packaging
o R&]NTM ) Is the prOSiuct
counterfeit?
OECD Portal category UMKnown
if known i .
5500000 - Safety / Is this notification

linked to a Business

Protection - DIY Gateway case?

Is the product (also)

sold online?
No '

Professional product?
No

Product description
Blue-coloured disposable protective mask.

Packaging description

The product is sold in a white and blue
cardboard box containing 50 pieces.

Year

Country of origin

Safety Gate RAPEX

Case number
INFO/00181/20

Type of risk -
ealth risk / other
Risk description (technical defect and

consequences) ;
The product bears the CE marking but it is

certified by a relevant body. Consequently,
the product might not fulfil the health and
safety requirements and thus not properly
protect if not combined with additional
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.

{JOveraII) risk level
nknown

Product category
Protective equipment

Measures
Compulsory measures
Retailer

WithdraWaI of the product from the market
05/11/2020

Alert submitted by

nspairap

2711272020

Page 1



European I
Commission

Product (what the Product Recall
roduct is
article filter mask pre/number of model
nknown

Name (on the product

or the packaging) Batch number

Medical mask with e LHP ~ 1283
two layers 02/2028
Brand (on the product Bar code
T Fg-ackaging) » 5422125003811
» PRIMA
Is the product
OECD Portal cate counterfeit?
gory Unknown

(if knowng
85000000 - Safety /

Protection - DIY Is this notification

linked to a Business

Is the product (also) Gateway case?

sold online?
No

Professional product?
No

Product description
Green medical mask with two layers. Masks

are described as Class 1 medical devices,
but in the same time, as ,,General purpose
face mask suitable for medical, food
processing as well as industriai use."

Packaging description

The product is sold in a white and blue
cardboard box containing 50 pieces.

Year

nspairap

Country of origin

27M2/2020

Safety Gate RAPEX

Case number
INFO/00182/20

Type of risk
ealth risk / other
Risk description (technical defect and

consequences)
The product bears a CE marking and claims

to meet the requirements of a surgical mask
but it has not been certified as such by a
relevant European body. Consequently, the
product might not fulfil the health and -
safety requirements and thus not properly
protect if not combined with additional
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

requirements of the Medical Devices
Directive and with the relevant European
standard EN 14683.

LOveraIl) risk ievel
nknown

Product category
Protective equipment

Measures
Compulsory measures
Retailer

Withdrawal of the product from the market
04/11/2020

Alert submitted by

Page 1



