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Humanizacién,
Prestaciones y Famacia

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

RAPEX es un sistema unificado de alerta e intercambic de informacién de productos peligrosos para la salud de
los consumidores de la Unién Europea. Algunos de los productos notificados puede que no se encuentren

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

Se adjuntan las Ultimas alertas RAPEX referentes a mascarillas de filtracién para proteccidn frente al contagio
por COVID1S. La citas alertas son INFO-00004/21, INFO-00006/21, INFO-00007/21, INFO-00008/21, I'NFO-
00009/21, INFO-000010/21, INFO-000012/21, INFO-000013/21, 'INFO-000014/21, INFO-000015/21, INFO-

000016/21.

Estas alertas han sido incluidas en RAPEX por un Estado Miembro en cada €aso. Las alertas calificadas como
INFO, todas en esta ocasién, presentan un incumplimiento documental que en las arriba citadas consiste en no
haber sido acreditadas por un organismo €uropeo competente como corresponde, pero todavia no se han

realizado ensayos analiticos acerca de la seguridad dei producto.

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

continuamente.

https://ec.europa.eu/consumers/consumers safety/safet roducts/rapex/alerts/?event=main.search&In =@s

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

e Tlfno: 941299923

e  mail: alertas.productossanitarios@larioja.org

= (Carta: Servicio de Ordenacion Farmacéutica y Medicamentos - Productos Sanitarios C/ Obispo Lepe s/n
26071 Logrofio

Salud y Poriavocfa del Goblemne
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European I
Commission

Eomsuask

F-IICE M A5H

Product (what the Product Recall

roduct is)
article filter mask

Name (on the product

or the packaging)
Disposable face

mask

Batch numbes®,.

Brand (on the product
or the IGackaging)

Ga

e
OECD Portal category

if known) %0 T ‘ls th‘m Hotification

5000000 - Sifoty /
Protectlogf“‘ﬁlY %ed t"5*'3113"1688

Is the produc‘b{ﬂso)
soid online?  NE&,
Yes - Other o

. ‘v*
Professional product?
No

Product description
Black or pink three-layer masks, with the

indication"PPE category 1/type IIR".

Packaging description
White cardboard box with blue text,

containing 50 black or pink masks inside.

Unknown 3 tS;‘ 4 _"
\.

Y
Bar code \r: 3

Safety Gate RAPEX

Case number
INFO/00004/21

Type of risk
Health risk / other

Risk description
(technical defggt and

£¢$y a relevant bodiﬁf\
Typ%rﬂhjmber &F mod& kCOnsggﬁently, the

fitct might not
{ the health and

s

sa f@.reqmrements
a;ld tius not properly
Mt 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 and with
the relevant
European standard
EN 149,

SJOveralI) risk level
nknown

Product catego
Protective equipment

The package is marked with CE and "PPE ~ Measures
category I”. The product is also sold online.
Compulsory
measures
20/01/2021

n003dgpp

Compulsory
measures

Page 1



Retailer Retailer

Withdrawal of the Removal of this
product from the product listing by

market the online
25/12/2020 marketnlace
2511212020
Year Country of origin Alert submitted by
pmTEs
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European I Safety Gate RAPEX

Commission

Case number
INFO/00006/21

I_Iype of risk
ealth risk / other

Risk description (technical defect and

consequencesy.
The productadvertises a protective

potentlabd"ﬁ"alnst (viral) particles but its
f||ter|g¢£aﬁclty has not been certified by a
relev?mt (Eursgiean) body. Consequently, -
PrilicH (Whattthe Product Recall the product mightnot fulfil the health and
roduct is) ;*afety reqmremeﬂﬁ,hnd thus not properly
article filter mask  Type/number of moM \pr oteg(ﬁ’ not combined with additional
- BH1083X-010 «Jﬁeﬂu

LBQQL provisions (at EU level) and European

Name {on the product ,
Batch numbeg::

%"thg packaging) Unknown © _ stan¥grds against which the product was tested
» %“3&;’3‘? et not comply witith
Bar code oduct does not comply with the
E:?Qg (c;r;gelr;:n;duct. Mﬁf 02628219805 Personal Protective Equipment Regulation.
UKl S A {jOveraIl) risk level
| #f‘fhe pl'(ﬁil .% nknown
OECD Portal category* ﬂountem“;f Product category
gf known& Wknﬁwn el Protective equipment
5000000 - Safety { =,
Protection -DIY “*S th?s«@otlfcatlon sl
G Med te @ Business
\ away ' case?
sold online? ‘é,,“ / y Voluntary measures
Unknown - Un%( A
i £} H
ﬁrofessmnal producﬁ-‘ Retailer
o
Withdrawal of the product from the market
o : 23/09/2020
Product description
White respiratory protective haif-face mask.
Packaging description
Plastic bag containing 10 pieces. On the
label it is indicated that the product is a
"hygienic mask KN95", and in the
instructions it is advertised as a personal
protective equipment.
Year Country of origin Alert submitted by

2021 People's Republic of China

n003dgpp 20/01/2021 Page 1



carpean ] Safety Gate RAPEX

Commission

Case number
INFO/00007/21

Type of risk
Health risk / other

Risk description (technical defect and

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

certified ,58 protectlve equipment by the
15g%. Consequently, the product
might ‘ot fulMjlithe health and safety
juirements ahi properly protect when

Product {(what the Product Recall ;
e fﬁomblr}gd with adwiional measures.
article filter mask  Type/number of modﬁ Lega__ govisions (at EU level} and European
« SYM-001 &rds against which the product was tested

Name (on the product ah& dld not comply
or the packaging) Batch numbeg 2w oduct does not comply with the

Unknown ¥ \ Persoigl Protective Equipment Regulation
Brand (on the product o, . % < andwith the relevant European standard EN
orthe packaging) . »‘ YTy
Unknown G e
sJOveraII) nsk level
OECD Portal category, i ko
SeEfLhs " 3 '-,-;w“ Product category

gf known&
500000 Safety I

Protection - DlY- ;3 th’rg@uf' ication
P ed t‘aa ‘Business

Gﬁeway case?

Protective equipment
Measures

Compulsory measures

o AF
II;rofessuonal prodw 3 Importer

=

Import rejected at border
Product descri Ptlon 17/06/2020
White respiratory protective half-face mask.

Packaging description
Plastic bag, with the indication "KN95".

Year ' . Country of origin Alert submitted by

2021 | People's Republic of China

n)3dgpp 3 20/01/2021 Page 1



European |
Commission

Product (what the Product Recall
roductis) .
article filter mask Type[l)rhurgsber of mod’o@ vLega
Name (en the product N
or the packaging Batch numbegfip..
Disposable medical Unknown g, <
mask FFP2 NR
Bar code L
Brand (on the product U? SR @
or the packaglng)
Unknown &fhe P“_’”“‘?‘ \ ‘

OECD Portal category

560000 - sgfey

Protectlog ,_"DIY

ﬁ".
Is the producl‘»{ﬁﬁ>
sold online? &
Unknown - Unkn

filﬁﬂced &»Busmess

G;&way case?

1-‘1'

Professional product?
No -

Product description :
Disposable medical face mask.

Packaging description
The product is sold in a plastic bag, with a

small label indicating compliance with
category FFP2 NR.

Year

Country of origin

Safety Gate RAPEX

Case number
INFO/00008/21

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

consequence
The produ

certifi ed
relev

ears a CE marking but is not

protectwe equipment by the

ﬂ%Consequently, the product
hnot fulfifthe health and safety
Guirements amproperly protect when
/ﬁombmed with ad€liional measures.
ﬁwsmns (at EU level) and European

rds against which the product was tested

and glid not comply
The'product does not comply with the -

Protective Equipment Regulation

Persohﬁl

/MWth the relevant European standard EN
" 149,

; E’Overali) risk level
nknown

Product catego
Protective equipment

Measures
Compulsory measures
Importer

Import rejected at border
19/05/2020

Alert submitted by

n003dgpp

20/01/2021

Page 1



European I
Commiission

Product (what the Product Recall

roduct is) -

article filter mask  Type/number of mo

« KN95 FFP2
Name (on the product s ok
or the packaging) atch numbeg ...
KN95 artlc%late Unknown %‘ .'é"‘fl-
Respirator Bt ends ‘E.
v 4

Brand (on the product UEW &
or the packaging) «#’fhe prqﬁ:ct \ A
Unknown 5 Qounteeéﬁ?‘:- wﬁ v
OECD Portal category b
gf known&

500000 wetyl
Protectiogis DIY

"‘wjb\

Is the produc’t%o)
sold online? “tfsc\

Unknown - Unkni

Professional product?
No -

Product description
White respiratory protective half-face mask.

Packaging description
The product is sold in a plastic bag

containing 10 masks supposed to be
packed into box of 40 pcs. The box
indicates compliance to categories KN95 /
FFP2.

Year

Country of origin

Safety Gate RAPEX

Case number
INFO/00009/21

Type of risk
Health risk / other

Risk description (technical defect and

consequence

The produ pars a CE marking but is.not

certified, ﬁbprotectwe equipment by the

A Consequently, the product

s against which the product was tested

aﬁ&dld not comply

Thegroduct does not comply with the
Pgrsomi Protective Equipment Regulation

*”j&fﬁﬂlth the relevant European standard EN

149.

EJOveraII) risk level
nknown

Product catego
Protective equipment

Measures
Compulsory measures
Importer

mport rejected at border
04!20 0

Alert submitted by

n003dgpp

20/01/2021

Page 1
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cropear | Safety Gate RAPEX

Commission

Case number
INFO/00010/21

Type of risk
Health risk / other

Risk description (technical defect and

consequence
The produ ars a CE marking but is not
certified 28 5P brotective equipment by a

relevaxﬁb y. Consequently, the product
mlghﬁﬁot fulfi] the health and safety

Product (whatthe  Product Recall sijtirements aldthus not properly protect
_)__‘?not combmed w@ additional measures.

roduct is
article fl)lter mask  Type/number of modﬂ egalﬁbwsmns (at EU level) and European
érds against which the product was tested

« Purism
Name (on the product . N ahégud not comply

or the packaging) Batch “‘émbq"g"""‘“‘_,: Théﬁﬁi‘oduct does not comply with the
Infection Prevention ~ ° Produce _:Personat Protective Equipment Regulation
Face Mask 30.03. 2023_‘»\\ aﬂﬁmth the relevant European standard EN
e QT 149,
th duct Barivde . 4
sl g;";kag,,‘: o 693 il_‘__“_=71sou,,‘>? (Overal) isk lovel
« Daddy’s Cgmce,@ - 4T ; Unknown
\tﬁ the ptG c» Product category
OECD Portal category Gundarfeit? Protective equipment
530000 - sty 1 .
; Measures
p SDIY ‘k&hls nw cation -
rotectlog&ﬂm linked to a Business

Gatéway case? Voluntary measures

sold online? g, &
Yes - Other 3 -*;::.:--" Importer

Professional product'?
No Withdrawal of the product from the market
08/12/2020

Product description
White foldable filter mask without any

marking. The product is also sold online.

Packaging description
White and green cardboard box with 20

masks inside.

Year Country of origin Alert submitted by

nmarmced 26/01/2021 Page 1



el Safety Gate RAPEX

Commission

Case number
INFO/00012/21

I-Iype of risk
ealth risk / other

Risk description (technical defect and :

consequenc
The produc.tﬁ dvertises a protective

ainst (viral) particles but its

fi Iterlwﬁamiglty has not been certified by a
releg)ant (Eurgpean) body. Consequently,
thé Product mig atnot fulfil the heaith and
Product {(what the Product Recall fety requireme ﬁ&,ﬂn d thus not properly

roduct is :
article filter mask  Type/number of modi#f: ’“protg{,o(ﬂ not combined with additional

« YMS-AN95 ~ mﬁ]res

ng&l provisions (at EU level) and European
196, stanw,ds against which the product was tested
J «*i, %dldhot comply

Bar done - O -product does not comply with the
Brand (on the product Unkntign, \ 4> Personal Protective Equipment Regulation

ontieipaciaomg) 4% %% % and with the relevant Euro
o R pean standard EN
Unknown éfh e pr gﬂlct 8 140

OECD Portal category ‘JOverall) risk level

Name (on the product Lo :
or the packaging) atcn numbes:
YOMApSI KN%S » 0371-27

-

a i Product catego
Protection - D ;s thh notlf'catlon Protective e%uri{)ment

J“"h"
Is the prodm also) Measures
sold online? .
Yes - Other “' ‘A;;
: “;;v Voluntary measures

Erofessronal producﬁ

o

Retailer

Product description
Protective ma%k type KN95. The product - Withdrawal of the product from the market

was alsc sold online. 08/09/2020

Packaging description
Plastic bag white-blue

Year Country of origin Alert submitted by

2021 People's Republic of China

nspairap 01/02/2021 Page 1



European I
Commission

Product Recall

Product (what the

Safejty Gate RAPEX

Case number
INFO/00013/21

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

consequences)
The produckis accompanied by a

declaration of conformity to Regulation (EU) -
2016!4&5’5@;0 the European standard EN
149; 2@09 but\zﬁ has not been certified as
swh by the refévant European body.

ﬁ‘f}onsequently, thé@oduct might not fulfil

Type/number of mod‘éi_‘*the h/gaﬁh and safety requirements and
- PEC-MS1 prngl‘iy protect when combined with

additional measures.

roduct is
article filter mask

Name (on the product

OECD Portal categor}

149,

or the packaging) lBj?'t':ﬁonwu'er kr Legéim'owsrons (at EU level) and European
: . \sia,ndaﬁé against which the product was tested
Brand (on the.product REF ailg ‘ ‘\\ A dnd .ﬂfd not gompfy P
il tnt(]e' packaging) Unketrien, \ 1 The product does not comply with the
nknown P :  Personal Protective Equipment Regulation
,eﬁ’l.‘he pro%]ct % and with the relevant [European standard EN

untefedl
if known el
5000000 - Safety / %kmn
Protection - EDJ‘?' - Nis this. otification
s the proasiet G %ﬂ? o eoss
sold online %, y
Unknown - ,own

Fiabs ~!. ‘

Professional prodimgig:®s
No A

Product description
Disposable civilian face mask

Packaging description
Box containing 50 masks in a plastic bag

Year

Country of origin

{jOveralI) risk level
nknown

Product catego
Protective equipment

Measures
Compulsory measures
Importer

Import rejected at border
19/05/2020

Alert submitted by

nspairap

01/02/2021

Page 1



Commission

Product Recall

Product (what the

roduct is
article filter mask Typciér'hugrgber of mod‘d:;zo’l 6/

Name (on the product

or the packaging)
Protective sll(

KN95

Batch numb%ﬁ;-.
Unknown K

Bar code 8
Brand (on the product s
or the packaging)
Unkno&vn L1
OECD Portal cat o
if known e g ‘i,sthmmtl’r' catlon '

5000000 - Safety / <
Protectnof&f)lv ?ed fGQ Business

No

Professional product’?
No .

Product description
White respiratory protective half-face mask

of category KN95

Packaging description
Box with 10 pieces of masks

crnear | Safety Gate RAPEX

Case number
INFO/00014/21

Type of risk

ealth risk / other
Risk description
(technical defgct and

consequeng )
The proddot

declafﬁtlon of\% 5,
c@“fcrmlty to 5@,

,mﬁegulatlon (EV) \1?‘\

N 149:2009, but it
has@t been
;grtlfleé’ as such by

W 4 the relevant

European body.
Consequently, the
product might not
fulfil the health and
safety requirements
and properly protect
when 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 and with
the relevant
European standard
EN149.

‘JOverall) risk level
nknown

Product category
Protective equipment

Measures

nspairap 01/0272021

Page 1



Compulsory Compulsory
measures measures

Retailer Retailer

Withdrawal of the Ban on the
product from the marketing of the

market product and any
measures
& '06/01/2021
Year Country of origin V. h . Alert submitted by
. . “\\\:

y L7

nspairap 01/02/2021 Page 2



European |
Commission

Saféty Gate RAPEX

Case number
INFO/00015/21

Type of risk
ealth risk / other

Risk description
(technical defect and

consequengéi)
The p(r]odm:! bears a

CE maﬂﬂhg‘&ut is
not_ c&ﬁlf' ed’ ‘ﬁ .

ective equlp;uzent

Product (what the Product Recall D G
rotilichis %y the rﬁ!evant g 23
article filter mask T pelnumber of mod& *‘E“"° figh body.

nknown quently, the

Name (on the product p‘@éuct might not

Batch numbqﬂf“'*f‘,ﬁ.._
Unknown ¢ i

or the packaging)
Protective N(I] ?(

KN95

Brand (on the product

or the packaging) ' ”
o Xina . ‘

OECD Portal category

5000000 - Sffety 1 *

ProtectlogafblY

No

r
N

Professional product?
No

Product description .

White respiratory protective half-face mask.

Packaging description
White cardboard box with red and black

indications, containing 20 pieces of masks
singularly wrapped In plastic pouches. The

fulfﬂ@;xe health and

ﬁafetyteqmrements

’groperly protect

: ~ when 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 and with
the relevant
European standard
EN 149.

bOvera!I) risk levei
nknown

Product category
Protective equipment

mentionsKN95 and FFP2 are on the box. Mpasu s
Compulsory Compulsory
measures measures
03/02/2021

 nspairap

Page 1



Retailer Retailer

Withdrawal of the Ban on the

product from the marketing of the-
market - preduct and any
09/11/2020 accompanying
measures
09/11/2020
Year Country of origin- _ Alert submitted by
’. h Y
..r":{x F \‘-.
% 3
\
fﬁ_..e 7 I'i -\._..
# { I -"; 5
- ; ;_.-'.
-~ )
I'n
W, ‘,:f::
u %'ll ,._{
03/02/2021 Page 2
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topean | Safety Gate RAPEX

Comission

Case number
INFO/00016/21

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

consequences).
The produc.gfadvertlses a protective

potentla[agamst (viral) particles but its
filtering K lty has not been certlfled by a
reley&ht (Eurapean) body. Consequently,
thﬁ product might not fulfil the health and

Pr'sg:':tt i(swhat o il Atﬁfety lquwremeﬁﬁ and thus not properly
article filter mask  Type/number of modﬁ \protegtﬁ not combined with additional
nknown b res.
Name (on the product : Li@[ provisions (at EU level) and European
(l)ertR% %aﬁ:kagmg) Eﬂtlfﬁorwg‘b%"‘ 3 stan@ds against which the product was tested

“"*ﬁﬁ Z:and didnot comply

Brand (on the product Bar ctile %4« The product does not comply with the

mmm & -~ Personal Protective Equipment Regulation
8';:&:&?2‘(39'%) E and with the relevant European standard EN
Aﬁhe prqbfuct L 149

OECD Portal category*: GOU"*GW Do LOverall) risk level

gf known& ,! / q‘“ nknown

Protection séﬁ“”f Yo pgurcaton  Drodictostedony e

- ﬁ;ke d teg Ty ective equipmen

Is the prodt@t{also)

sold online? "}*‘a. Madsirex

Unknown - Unkgawn <&

ey Voluntary measures
ﬁrofessmnal productq”’ _
o
Distributor

Product description

White respiratory protective half-face mask. %?P_ﬂ;%\ggl of the product from the market
Packaglng description

Plastic bag containing 2 pieces. On the

label and on the mask it is indicated

“respirator FFP2"
Year Country of origin Alert submitted by

nspairap 03/02/2021 Page 1



