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Alertas RAPEX mascarillas
Referencia: SOFM/MIA/Ts
Fecha: 21/12/2020

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

RAPEX es un sistema unificado de alerta de productos peligrosos para los consumidores de la Unién Europea.
Abarca todo tipo de productos no alimentarios, excepto los farmacéuticos, y pretende_ asegurar un rapido
intercambio de informacién entre los estados miembros y la Comisién sobre las medidas tomadas para
prevenir, restringir ¢ imponer con_diciones especificas en el marquetin o uso de productos por razones de serio

riesgo para la salud y seguridad .de los consumidores.

Se adjuntan las dltimas alertas RAPEX referentes a mascarillas de filtracidn para proteccién frente al contagio
por COVID19. Dichas mascarillas tienen la consideracidn bien de higiénicas, bien de EPI (equipo de proteccién
individual) o bien son falsas mascarillas quirdrgicas {con marcado CE no vdlido). y ese es el motivo de su

inclusidn en un sistema de alerta destinado en principio a productos no farmacéuticos.

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:

+ Tlfno: 941 299 923
e mail: alertas,productossanitarios@larioja.org
e Carta: Servicio de Ordenacién Farmacéutica y Medicamentos - Productos Sanitarios C/ Obispo Lepe s/n
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European I
Commission

Product (what the Product Recall

roduct is
article filter mask Typelnumber of model

« 3M 9332
Name (on the product

or the packaging) Batch number

3M AURA 9332 + - C 202061 |

« TP TC 019/2011
Brand (on the product

i Bar code
orhggecienne) B
(COUNTEREFEIT) etheiprodtiot
OECD Portal category Counterfeit?
: Yes
if known
5000000 - Safety /

Is this notification
linked to a Business
Gateway case?

Protection - DIY

Is the product (also)

sold online?
No

Professional product?
No

Product description
Protective respiratory filtration half-face

mask labelied as FFP3 NR D with valve.

Packaging description
The product is packed wrapped individually

in a transparent plastic bag, and distributed
in cardboard boxes with a capacity of 500
pieces. The box is without elements of
identification and characterization of the
product or other label applied on the box.

Year

nspairap -

Country of origin

09/12/2020

Safety Gate RAPEX

Case number
INFO/00174/20

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 the
relevant body. Consequently, the product
might not fulfil the health and safety
requirements and properly protect 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.

{JOveralI) risk level
nknown

Product catego
Protective equipment

Measures
Compuisory measures
Retailer

Withdrawal of the product from the market
23/11/2020

Alert submitted by

Page 1
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European I
Commission

Product (what the Product Recall
yroduct is
article filter mask Type/number of mode[
s lug type

Name (on the broduct

or the packagmg) Batch number

KN95 mask Unknown
Brand (on the product Bar code
or the packaging) Un:mown &
Unknown Isthe proéuct
counterfefi? v

OECD Portal category Unknbwn o -
32533‘6"33 Safety ] &

D28 Lsthls notlfcatlon

Protection - DIY “linked to & Business

Is the produgt (also) G?t?WHY case?

sold online? ~_ =
Yes - Other

Professional produ.-ct?.-"
Yes

Product description
White respiratory protective half-face mask

of category KN95. The product was ailso
sold online.

Packagin description

The product is sold in a white and green
cardboard box, contamlng 20 pieces.

Year

Country of origin

Safety Gate RAPEX

Case number
A12/01572/20

I_lype of risk
alth risk / other

- Risk description (technical defect and

consequences}
The particle/filter retention of the material is

insufficient: (measured value 61,5% in the

‘penetration test). Consequently, an

excesswe amaunt of particles or
microorganisms. mlght pass through the

< mask, increasing the risk of infection if not

combmed with additional protective

N ._measures :

Legal prowsrons (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.

g0verall) risk level
erious

Product categor_y
Protective equipment

Measures
Voluntary measures
Importer

Recall of the product from end users
23/09/2020

Alert submitted by

nspairap

20/11/2020

Page 1



European l
Commission

Product (what the Product Recall
roduct is? https://www.hubnet-

article filter mask hamburg.de/
German {dei

Name (on the product

or the packaging)

Lucca Care Type/number of model

« KN95 / FFP2
Brand (on the product

or the packaging)
. LuF:':ca L?ght

Batch number
Unknown

OECD Portal category L c0d¢
gf known&
5000000 - Safety / 15 the product
Protection - DIY counterfeit?
Unknown

Is the product (also)
sold online? Is this notification
No linked to a Business

7
Professional product? Gateway case?

No

Product description :
Filtering half-face mask, single use, for

protection against particles and aerosols,
labelled KN95 and FFP2,

Packaging description
The product is sold in a white plastic pouch

with black labellings, with ten pieces per
pouch.

nspairap

041212020

Safety Gate RAPEX

Case number
A12/01730/20

Type of risk

I-I)églth risk / other
Risk description
(technical defect and

consequencesz
The particleffilter

retention of the
material is
insufficient
(measured value
57,2%).
Consequently, an
excessive amount of
particles or

- microorganisms

might pass through
the mask, increasing
the risk of infection if
not combined with
additional protective
Mmeasures.

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.

Overall) risk level
erious

Product catego
Protective equipment

Measures

Voluntary measures Voluntary measures

Page 1



Retailer - Importer

Recall of the product Recall of the product

from end users from end users
06/11/2020 24/11/2020
Year Country of origin Alert submitted by

2020 People's Republic of China

nspairap 04/12/2020 Page 2



Europear l
Commission

o

== ___s#“"" it
=
N -

H“E & ‘i

Product (what the Product Recall
Broduct is) ,
article filter mask  Type/number of model

nknown

‘Name (on the product
Batch number

or the packaging)

Dispogable ; Unknown

_prote_ctlve mask FaER Ak
Unknown

Brand {(on the product

or the packaging)

UhKitown Is the product

counterfeit?

OECD Portal category Unknown

if known) s thi ificati
85000003 - Safety / :;It(l:: tr‘oogﬁ;ﬁ‘g%';ss
Protection - DIY

Gateway case?

Is the product (also)

sold online?
Yes - Other

Professional product?
Yes

Product description
Protective respiratory filtration half-face

mask.

Packaging description .

Sold in cardboard boxes, 50 units in each
box.

Year

Country of origin

Safety Gate RAPEX

Case number
INFO/00134/20

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

consequences)
The product bears a CE marking but is not

certified by a relevant body. Consequently,
the product might not fulfill the health and
safety requirements and thus not properly
protect when combined with additional
measures.The user expects protection that
is possibly not provided by the product.
Documents provided by the importer are
insufficient.

Legal provisions (at EU level) and European
standards against which the product was tested
and did not comply

%Overall) risk level
erious

Product category
Protective equipment

Measures
Voluntary measures
Distributor

Withdrawal of the product from the market
01/09/2020

Alert submitted by

2020 People’s Republic of China m

nspairap

26/10/2020

Page 1



Europeari I
Commission

Product (what the Product Recall
roduct is
Ba‘rticle ilter mask  Type/number of model

-~ » GB/T 32610-2016
Name (on the product

or the packaging) Batch number

Disposable Masks ~ Unknown
Bar code
Brand (on the product s

or the packaging)

» Supernal Is the product
counterfeit?
QECD Portal category Unknown
if known())
gsooooo - Safety /

Is this notification
linked to a Business
Gateway case?

Protection - DIY

Is the product (also)
sold online?
Unknown -/

Professional product?
No

Product description
Respiratory fiitration half-face mask.

Packaging description

White and blue cardboard box containing 50

disposable masks.

Year

-Country of origin

Safety Gate RAPEX

Case number
INFO/00135/20

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

consequences)
The mask is presented as providing a high

protective function (“high filtration
capacity”, “help filter up to 90% of
bacteria”, “ideal for home healthcare use”).
However these claims are not backed by
evidence. In the absence of proof of the
efficiency of these masks, this could create
a false sense of safety to the wearer of the
mask” 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

{JOverall) risk level .
nknown

Product catego
Protective equipment

Measures
Compulsbry measures.
Importer

Import rejected at border
01/10/2020

Alert submitted by

2020 People’s Republic of China

nspairap

10/12/2020

Page 1



ewopean | Safety Gate RAPEX

Commission

Case number
INFO/00140/20

Type of risk
H)g;lth risk / other

Risk description (technical defect and

A hus not properly protect

Product (what the Product Recall % additional
Cductis additional measures.
article filter mask  Type/number of modﬂ;-,l?ega # pvisions (at EU level) and European

nknown ; rds against which the product was tested

Name (on the product

or the packaging)
Disposable

Protective Mask

slid not comply
#rQduct does not comply with the

Protective Equipment Regulation
_z_arith the relevant European standard EN

Batch numbee
Unknown

Bar code

Brand (on the product

45 N T Overall) risk level
or the packaging) 154 b
Unkno%vn £ PIggIc L - T ‘Jnknown
gy nt‘?ﬁ-; B~ Product category
QOECD Portal category 'EM“’ fy" <t Protective equipment
if known o Qﬂs thiai t)otn‘" cation
500000 i Measures
P & ked ta@Busmess
rotectlog’;%lY G'ﬁ 5
i, way case?
Is the produc ¢, Compulsory measures
sold online?
No Retailer
Professional product?
No : W|thdrawal of the product from the market
: 02/11/2020 _
Product description
Protective respiratory filtration half-face
mask.
Packagin descrlpuon
The product is sold in a white cardboard
box with blue highlights containing 50
pieces. It claims conformity to standard EN
149 on the box.
Year Country of origin Alert submitted by

nspairap 06/11/2020 Page 1



2020 | Peopie's Republic of China

nspairap 06/11/2020 Page 2



European | Safety Gate RAPEX

Commission

Case number
INFO/00141/20

Type of risk
ealth risk / other

Risk description (technical defect and

consequencesy.
The produ 25 % not provided with

has been provided that the
A certlfled as protective

Product (what the rihodiot Recal «Bonsequently, they

roduct is
article filter mask  Type/number of modWg=
- DM019 rovisions (at EU level) and European

ards against which the product was tested

ﬂmot comply
Réfluct does not comply with the

W 4 '--l’i“?mal Protective Equipment Regulation
/f and with the relevant European standard EN
149.

ﬁ)verall) risk level

Name (on the product « LEL.SHL. %E Sty
or the packaging) «2792 R

FFP2 ﬁR ' .2834 3@‘\ %
Brand (on the product T — =

or the packaging)
UnknoF\;vn

OECD Portal category x:w nknown
if known Product _category
500000 Protective eqUIpment

Protechon _’,'
3 Measures

3Wis notification
#ked to a Business

“Gateway case?

Voluntary measures

Professional produ

No Distributor

Withdrawal of the product from the market

Product description
Protective respiratory filtration half-face 10/09/2020

mask. The standard EN 149 is printed on the
product.

Packagin descnptlon
The product is sold in a transparent plastic

bag with printed instructions. The barcode
is sticked on the packaging.

Year Country of origin Alert submitted by
2020 People's Republic of China
'09/11/2020 Page 1

nspairap



eopean | Safety Gate RAPEX

Commission

Case number
INFO/00143/20

'II_'Iy pe of risk
ealth risk / other

Risk description (technical defect and

consequence
The produc : vertises a protective

M3inst (viral) particles but its

i eapdcity has not been certified by a
igRan) body. Consequently,

g:not fulfil the health and

Product (what the Product Recall P
roduct ig Jwafety requnremeﬁﬁ— and thus not properly
article filter mask Typezlnug'nb%r of mo _fa’P"Otegﬁ' not combin

Name (on the product

i Batch numb
f(rh}gg packaging) Unknown didtFiot "
) d did#ot comply -
Respirator/FFP2 Bar code ¢ Product does not comply with the

4'\)

Personal Protective Equipment Regulation
and with the relevant European standard EN
149.

LOverafI) risk level
nknown

Brand (on the product

or the packaging)
Unkno%vn

: gggggg el i ;,gotlﬂcatlon 5?3‘535:.32t§%3%mem
bked f&@Busmess
Protectio%ﬂm G'ww ay case?
e Measures
Is the product¥@iso ﬁf{i
sold online? "% i
Unknown - Unk nﬂ!'ﬂ” Voluntary measures
Professional product? Distributor

No

Product description Withdrawal of the product from the market
White respiratory protective half-face mask, 29/09/2020

with the mentions "KN95" and EN
149:2001+A1:2009 printed on it.

Packaging description :
The product is packaged in a transparent

plastic bag. The product's barcods has
been sticked on the package.

Year Country of origin Alert submitted by

nspairap 18/11/2020 Page 1
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Bl oo | Safety Gate RAPEX

Commission

Case number
INFO/00144/20

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

consequence
The produ:; ipears a CE marking but is not

k:protective equipment by a
. Consequently, the product

Product (what the Product Recall {hus not properly protect
i ' sadditional measures.

article fl)lter mask prelnumber of modﬂ&Lega_ $visions (at EU level) and European

In id not comply
s, Th - @toduct does not comply with the
) ﬁ""‘i@%@rsciﬁ Protective Equipment Regulation

:With the relevant European standard EN

Name (on the product
or the packaging)
Disposable
Protective Mask g
149.

Overall) risk level
nknown

Product catego
Protective equment

Brand (on the product

or the packaging)
Unknown

OECD Portai caLgow

if known LN
500000

Measures

Is the produc Compulsory measures

sold online?

Unknown - unknow Retailer

Professional product?
No Withdrawal of the product from the market
; 02/11/2020

Product description
Protective respiratory filtration half-face

mask with 3 ply.

Packagin description
The product is sold in a transparent and

green plastic bag with zip closure
containing 10 pieces. It claims conformity to
standard EN 149 on the box.

Year Country of origin Alert submitted by
I .

nspairap 18/11/2020 Page 1



2020 People's Republic of China

nspairap ; 1811172020 Page 2



eropean o] Safety Gate RAPEX

Commission

- Case number
INFO/00145/20

Type of risk
H)é%lth risk / other

Risk description (technical defect and

consequences
The produ foars a CE marking but is not

certlfled_ Wprotective equipment by a
ghoidy. Consequently, the product
ight¥ he health and safety
r%rements ar #ihus not properly protect
t combined dditional measures.
¢Bvisions (at EU level) and European
rds against which the product was tested

e =lid not comply
aoduct does not comply with the

{v!grs&ﬁi Protective Equipment Regulation
MMth the relevant European standard EN
¥ 149,

SJOverall) risk level

Product (what the Product Recall

roduct is
article filter mask

Name (on the product

or the packaging)
Disposable face

mask

Brand (on the product

or the packa mg)

« BSPGU nknown

Product category
Protective equipment:

;ﬁotlf cation

if known < 45 th'i
500000 S A
Protecti Q'DIY ed fa@Busmess Measures
*way case?

Is the produ&tﬁso) ‘.r‘:;«}’ Compulsory measures

sold online? WA, 45

Unknown - unkn Retailer

Professional prdduct?

No Withdrawal of the product from the market

26/10/2020

Product description -

Protective respiratory filtration half-face

mask.

Packaging description
‘The product is sold in a white and green

cardboard box containing 50 pieces. On the

package is written BFE > 95,
Year Country of origin Alert submitted by
o

18/11/2020 Page 1

nspairap



o] Safety Gate RAPEX

Commission

Case number
INFO/00146/20

Type of risk
H)é%lth risk / other

Risk descnptlon (technical defect and

'.". :.'

r. il A bh maaprns il iy
A L) =
m_

us not properly protect

t (what th Product Re ! i
Prcuct (el e el L A not combmed m,ddltlonal measures.

roduct is
article filter mask prelnumber of mod’%x{:ega_ fovisions (at EU level) and European

nknown geirds against which the product was tested

W§lid not comply
duct does not comply with the

P rso?ii Protective Equipment Regulation
tppith the relevant European standard EN

Name (on the product
Batch numbqf‘

or the packaging)
Disposable = 202007 *

protective mask with Bt codh

3 layers with 3 folds, - ABR6170 32*’!’ 149,

with elastic Yy YW ‘JOveraII) risk level
nknown

B  Product _category

Brand (on the productg

y (ljlrntmo%ﬁkag'.ng_) - Protective equipment
OECD Port ‘Measures
if known )é:
5000000 -8 c :
Protectlon _f ompulsory measures
is the product (alsé?:_.ﬁ"?‘- Retailer
sold online? =
No Withdrawal of the product from the market
) 03/11/2020
Professional product?
No
Product description
Protective respiratory filtration half-face
mask.
Packaging description
The product is sold in cardbeard boxes,
with 50 units in each box. On the package is
written BFE > 95,
Year Country of origin Alert submitted by

nspairap 18/11/2020 Page 1



2020 People's Republic of China

nspairap 18/11/2020 Page 2



B - | Safety Gate RAPEX

Commission

Case number
INFO/00147/20

'II_'Iy pe of risk
ealth risk / other

Risk description (technical defect and

consequence ,
ars a CE marking but is not

The productie
certified 2 protective equipment by a

relevapd 5 Consequently, the product
mightdiot fullfihe health and safety
Product (what the Product Recall rﬁf'l'rements aT@thus not properly protect
roduct lg) ‘#hot cmbmed waddltlonal measures.
article filter mask  Type/number of modﬂ9 .Lega_J pYvisions (at EU level) and European
« EO7TTNDMJCH -Sgasirds against which the product was tested
Name (on the product SET10 ﬁ‘&.d not comply -
or the packaging) duct does not comply with the

Disposable Batch numbeh.. el Perso‘iﬁ Protective Equipment Regulation
protective mask for fomitiaille "! i _r,%mi _with the relevant European standard EN
children : ad> 149,
Overall) risk level

nknown

Product catego
Protective equipment

Brand (on the product

or th ackagin *
: éJ ktcigS s?lool "g\

Meli Melo e

OECD Po ‘sategory Measures
if known w_,,\
500000 goty / Is ehls notification o A
Protection - Dt¥: Ilgﬁ(pd to a Business puisory sures
i teway case?

Is the product (also"ﬁ e ' Retailer
sold online?

Unknown - unknown Withdrawal of the product from the market
03/11/2020

Professional product?
No

Product description
Protective respiratory filtration half-face

mask.

Packaging description
The product is sold in a transparent plastic

bag containing 10 units with a self-adhesive
tape fastening system.

Year Country of origin Alert submitted by

nspairap 18/11/2020 Page 1
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European l
Commission

Product Recall

Product (what the

roduct is)
article filter mask

: » HT9210
Name (on the product
or the packagin
SRz 9)

Respirator/FFP2
Brand (on the product

or the packaging) 4
« HUATE £ 4E h
\&?Unt%%gtifz_ - /_y
OECD Portal catqgory Mj: o
if known i
it Al ey el
Protectlog‘ DIY B e
ey fese
s the productr ““i"n

sold online? w.;"b% L7
Unknown - unkndwnar

Professional product?
No

Product description
White respiratory protective half-face mask,

with the mentions "KN95" and "GB2626-
2006" printed on it. The mention of the -

European standard "EN 149" is also printed

on the product.

Packaging description
The product is packaged in a transparent

plastic bag, placed in a white cardboard box

containing 50 pieces. On the package is
written "EN 14683:2019", both on the
bottom left side and on the product's

nspairap

*The produ
potentialgig

Type/number of modt J ’

19/11/2020

Safety Gate RAPEX

Case number
INFO/00148/20

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

consequence L
vertises a protective

mst (viral) particles but its

f'Iterl

e gand thus not properly
not combined with additional

M. provisions {(at EU level) and Eurepean
s against which the product was tested

%¢mand dld\?fot comply
) _.:;._;:..%rroduct does not comply with the

Personal Protective Equipment Regulation
and with the relevant European standard EN
149.

‘JOveraIl) risk level
nknown

Product catego
Protective equipment

Measures
Voluntary measures
Distributor

Withdrawal of the product from the market
28/08/2020

Page 1



picture.

Year Country of origin Alert submitted by

2020 People's Repubiic of China

=
&

nspairap 18/11/2020 Page 2



s | Safety Gate RAPEX

Commissicn

Case number
INFO/00149/20

Type of risk -
ealth risk / other

Risk description (technical defect and

consequence
The produ vertises a protective

potentia inst (viral) particles but its
filteri ity has not been certified by a
rel an) body. Consequently,
Product (what the Product Recall }r'? ot fulfil the health and
roduct is) | ,. sand thus not properly
article filter mask  Type/number of modt§:) not combined with additional

nknown

Name (on the product S begs:
or the packagin AlLr NUTIDEE
KN95 Erotegtl\?e) o id#ot comply
Face Mask Béreode \5..\ 155" m‘é‘ﬁgroduct does not comply with the

T *%\ia‘f?/ Personal Protective Equipment Regulation

Srr ?,?: ‘(J(:;l:gzlﬁgduct ' ‘"\r,;:f\ and with the relevant European standard EN
Unknown %};\ 149.
{'Overall) risk level

OECD Portal cate ory N nknown
Pfg?::t? ?‘ ed tﬁ@bBusmess Protective equipment

- ; }ﬁway case? o
Is the product Ly e
sold online? Af

Unknown - No : Compulsory measures

information avaliab‘f’é“

Erofessional product? Importer
o

Import rejected at border
Product description

KNS5 Protective Face Mask (non - medical)

Packagin descrlptlon
The product is sold in printed cardboard

packaging containing 50 pieces. The
cardboard packaging is red, white and biack
in.colour.

Year Country of origin Alert submitted by

nspairap 19/11/2020 Page 1



nspairap 19/11/2020 Page 2



B oo Safety Gate RAPEX

Commission

. Case number
INFO/00153/20

Type of risk
ealth risk / other

Risk description (technical defect and

consequences)
The produckpe

aghthus not properly protect
Wadditional measures.
visions (at EU Ievel) and European

e rds against which the product was tested

Product (what the Product Recall
roduct is ! ‘
article filter mask Typ(aélggflnber of modég‘w

3y

Name (on the product ard ..-1;. {id not comply
or the Pq(:kaﬂll Eﬁfﬂorw";nbﬁfﬂ Tr,  ThE duct does not comply with the
3D Folding Mas L _Pgrs Protective Equipment Regulation
Bar code A a;&é%ﬂth the relevant European standard EN
o <32;2i£;;"“°f i b 10
£ g’ : Overall) risk level
nknown

Product catego

&f known Protective equipment

5000000 - - Safel¥Fs

Protectlon -;m Measures

Is the pro

sold online? %ﬁ;‘*@
Unknown - No""

further mvestlgam“
has been carried o

in that respect. Ban on the marketing of the product and
any accompanying measures

Compulsory measures

Retailer

Professional product?
No _

Product description
White protective respiratory filtration half-

face mask. Various standards, including EN
1483, are printed on the product, together
with the CE marking.

Packagin description
The product is sold in a plastic pouch,

containing 1 piece only. Standards and
istructions are printed on the packaging.

nspairap 26M1/2020 Page 1



Year ~ Country of origin Alert submitted by

2020 People’s Republic of China

Y
N3

nspairap 26/11/2020 ' Page 2



European I
Commission

Product Recall

Product (what the

roduct is
article filter mask

Type/number of model
» JCO6

Name {on the product
Batch number

ot the acka

KN95 C IVE Unknown

FACE MASK Bar code
Unknown

Brand (on the product

or the packaging) Is the product
b ME COﬁS counterfeit?
OECD Portal category No
if known i ificati
5000000 - Safety / Is this notification

linked to a Business

Protect'on - DIY Gateway case?

Is the product {(also)

sold online?
No

Professional pfoduct?
No

Product description
Protective respiratory filtration half-face

mask.
Packaging description

The product is sold in a small cardboard
pack of 10 units each.

Year

Country of origin

Safety Gate RAPEX

Case number
INFO/00155/20

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

consequences) :
The product is not certified as protective

equipment by an authorised notified 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
and with the relevant European standard EN
149.

{’Overall) risk level
nknown

Prod uct catego
Protective equipment

Measures
Compuisory measures
Distributor

Ban on the marketing of the product and

any accompanying measures
13/05/2020

Alert submitted by

2020 People's Republic of China

nspairap

27/11/2020
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Product (what the Product Recall

roduct is _ .
article filter mask Eype/number of model
nknown

Name (on the product
Batch number

or the packaging) |
FACE ?VIASI? - Unknown
Disposable

Protective Mask Bﬂiﬁ%‘a’-‘n

Brand (on the product

or the packaging)
Unknown

Is the product

counterfeit?
Unknown

OECD Portal category

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 with three layers of protection.

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/00160/20

Type of risk
I-I)églth 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
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.

Overall) risk level
nknown

Product catego
Protective equipment

Measures
Compulsory measures
Retailer

Withdrawal of the product from the market
19/11/2020

Alert submitted by

nspairap

27/11/2020

Page 1



European |
Commission

Product Recall

Product (what the

‘product is ‘
article filter mask

Type/number of model

= KN 95 (Civil
Name (on the product Grade)

or the packaging)

KN 95 Protective Batch number
Mask ' Unknown
Brand (on the product Bag‘ code

or the packaging) Unknown
Unknown

Is the product

counterfeit?

: Portal catego
QEED Porta 2l Unknown

. gf known
5000000 - Safety /

Protection - DIY Is this notification

linked to a Business

Is the product (also)  Gateway case?

sold online?
No

Professional product?
No .

Product description
KN 95 protective mask

Packaging description .
The product is sold in a white cardboard

box containing 10 pieces. Every mask is
wrapped individually in a transparent
plastic bag.

Year

Country of origin

Safety Gate RAPEX

Case number .
INFO/00161/20

Type of risk
H)é%lth 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
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

Regulation on personal protective
equipment and the relevant European
Standard EN 149.

bOveraIl) risk level
nknown

Product category
Protective equipment

Measures
Compulsory measures
Retailer

Withdrawal of the product from the market
19/11/2020

Alert submitted by

nspairap

27/11/2020

Page 1



European
Commission

Safety Gate RAPEX

Case number
INFO/00162/20

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

consequences) :
The product bears a CE marking but is not

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

hat th ' | : : . -
Prrggﬁgtt i(sw atihe Prodyct aecel] if not combined with additional measures.
article filter mask  Type/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 packaging) Batch number The product does not comply with the

Face Mask - F20040011

Personal Protective Equipment Regulation
Brand (on the product Bar code and with the relevant European standard EN

- 2700300964108  149. .

or the packaging) §
o i ‘ Overall) risk level
2 LU L Is the product {lnknou)m
OECD Portal category counterfeit? . Product catego
gf known Unknown Protective equ%ment
5000000 - Safety /

Is this notification
linked to a Business.
Is the product (also) ~ Gateway case?

sold online? ,
Unknown - unknown

Protection - DIY Measures

Compulsory measures

R’Irofessional product? Retailer
o
Withdrawal of the product from the market
" 03/11/2020
Product description
Protective respiratory filtration half-face

mask.

Packaging description
The product is sold in a package containing

10 units packed in a plastic bag closed by
heat sealing. Product information is printed
on the plastic bag, on a paper label inside
the bag and a self-adhesive label applied on
the bag.

Year Country of origin Alert submitted by

nspairap 271172020 Page 1
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B o-.| Safety Gate RAPEX

Commission

Case number
INFO/00163/20

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

consequences) :
The product may not meet the health and

safety requirements and therefore may not
be adequately protected if not combined
with additional measures.

Legal provisions (at EU level) and European

Product (what the Product Recall j ]

roduct is standards against which the product was tested
garticle ilter mask  Type/number of model and did not comply ‘ ‘

' « AN-001 The product does not comply with the
Name (on the product _ Regulation on personal protective
or the packaging) Batc'zjo’}%rgggiz ! equipment and with the relevant European
Particle filter mask ; standard EN 149:2001 + A1:2009.
Bar code Overall) risk level
Brand (on the_product Unknown {lnknown
or thgé’gﬁl-ﬁ;qéngd ' Product catego
: : Is the product Protective equ?;’)ment

OECD Portal category counterfeit?
gf known toknown Measures

5000000 - Safety /

Protection - DIY Is this notification
linked to a Business Compulsory measures
Is the product (also)  Gateway case?

sold online? Retailer
Yes - Other

: " Withdrawal of the product from the market
Eroofessmnal product” 16/11/2020 P

Product description
Protective respiratory filtration half-face

mask. The product is also sold online.
Packaging description

The product is sold in a white and green
cardboard box containing 20 pieces. Every

mask is wrapped individually in a
transparent plastic bag.

Year Country of origin Alert submitted by

nspairap 2711172020 Page 1



European I
Commission

Product Recall

Product (what the

groduct is
article filter mask

Type/number of model
» 1620

Narme (on the product

or the packaging) Batch number

Disposable » 20200605
Protective Mask RSl =
» 5949072716202

Brand (on the product

or the packaging) .

Unknown Is the product

counterfeit?

OECD Portal category Jnknown

(L snosnl Is this notification
5000000 - Safety/ :
Protection - DIY linked to a Business

Gateway case?

Is the product (aiso)

sold oriline?
No

Professional product?
No .

Product description . .
Protective respiratory fiitration half-face

mask with 3 ply.

Packaging description ]
The product is sold in a white and green

cardboard box containing 50 pieces, It
claims BFE > 85 and to be "non-medicai".

Year

Couﬁtry of origin

Safety Gate RAPEX

Case number
INFO/00164/20

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
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.

'(JOverall) risk level
nknown

Product catego
Protective equipment

Measures
Compulsory measures
Retailer

Withdrawal of the product from the market
26/10/2020

Alert submitted by

nspair_ap

271112020

Page 1



European I
Commission
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Product (what the Product Recall

groduct:is

article filter mask  Type/number of model
« 1599

Name (on the product

or the packaging) Batch number

Disposable face » 20200605
mask Bar code
« 5949072715991

Brand (on the product

or the packaging) Is the product
) ngGUgR% counterfeit?

OECD Portal category Unknown

if known . o )

5500000 - Safety / Is this notification

linked to a Business

Protection - DIY Gateway case?

Is the product (also)

sold online?
Unknown - unknown

Professional product?
No

Product description
Protective respiratory filtration half-face

mask.

Packaging description :
The product is sold in a white and blue

plastic bag with zip closure containing 10
pieces. it claims BFE > 85.

Year

Country of origin

Safety Gate RAPEX

Case number
INFOIOO165I20_

Type of risk
eaith 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
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.

LOveraII) risk level
nknown

Product catego
Protective equipment

Measures
Compulsory measures
Retailer

Withdrawal of the product from the market
26/10/2020

Alert submitted by

nspairap

2711/2020 -

Page 1



wopean | Safety Gate RAPEX

Commission

Case number
INFO/00166/20

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

conseguences)
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:ggsgtt i(:vhat e Product Recall if not combined with additional measures.

article filter mask  Type/number of model Legal provisions (at EU Ievél) and European
* 1541 standards against which the product was tested

Name (on the product and did not comply
or the packa in%) 4 Batch number The product does not comply with the -

KN 95 FACE MAS 2120200003 Personal Protective Equipment Regulation -
Bar code and with the relevant European standard EN
Brand (on the product =90 o40072715410  149:2011 + A1:2009 FFP2.

£ Ehg g%kg Ilg%) LOveraIl) risk ievel

Is the product nknown
OECD Portal category Counterfeit? Product catego
if known& Unknown Protective equri){:ment
gsooooo - Safety /

- - Is this notification
Protection - DIY linked to a Business
Is the product (also)  Gateway case?

sold online?
Unknown - unknown

Measures
Compuisory measures

Professional product? Retailer

No
Withdrawal of the product from the market

29/10/2020

Product description
Protective respiratory filtration half-face

mask, with 5 layers.
Packaging description

The product is sold in a white and blue
cardboard box containing 5 pieces.

Year Country of origin Alert submitted by

nspairap 2711172020 ' Page 1



European I
Commission

Product (what the Product Recall
roduct is _
Barticle ilter mask aypelnumber of model
nknown

Name (on the product

or the packaging) Batch number

Unknown
Brand (on the product

or the packaging)
Unknown

Bar code
» 7 805070 003660

Is the product

counterfeit?
Unknown

OECD Portal category

gf known&
5000000 - Safety /

Protection - DIY Is this notification

linked to a Business

Is the product (also) Gateway case?

sold online?
No

Professional product?
No

Product description -
Protective respiratory filtration mask with

one layer of the filter.

Packaging description ]
The packaging of the mask indicates a

decades-old product. A sticker on the side
has a barcode and description that reads,
3M 100 maskar. The sticker was put on the
box by the seller.

Year

Country of origin

Safety Gate RAPEX

Case number
INFO/00168/20

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

consequences)
The product 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 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.

{('Jverall) risk level
nknown

Product catego
Protective equipment

Measures
Voluntary measures
Imlporter

Recall of the product from end users
15/09/2020

Alert submitted by

1

n003dgpp

17/12/2020

Page 1



European I Safety Gate RAPEX

Commission

| Case number
KN95 Face was) INFO/00169/20
F 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

Prrggs gtt i(swhat the modUCR geal if not combined with additional measures.
article fl)lter mask  Type/number of model Legal provisions (at EU level) and European
. *FFP2ZNRD standards against which the product was tested
Name {on the product and did not comply
or the Eackaﬂing& Bat?go'xil;"é’gzo The product does not comply with the
KN95 Face Mas ¢ Personal Protective Equipment Regulation -

Bar code and with the relevant European standard EN
Brand (on the product « 6973208700093 149,

or the packaging) ;
Overall) risk level
Unknown Is the product Lnknovarn
OECD Portal category Counterfeit? - Product catego :
gf known& Unknown Protective equri!;/)ment
5000000 - Safety / ; S
Protection - DIY Is this notification Maahiss

linked to a Business

Is the product (also) ~ Gateway case?

sold online?
No

Compulsory measures

Professional product? Retailer

No
Withdrawal of the product from the market
. 23/11/2020
Product description
KN 95 protective mask.

Packaging description

The product is sold in a white and green
cardboard box containing 20 pieces. The
products are packed in 2 pieces ina
transparent bag.

Year Country of origin Alert submitted by
2020 People's Republic of China

nspairap ) 13/12/2020 Page 1



cmrenn|l  Safety Gate RAPEX

Commission

Case number
INFO/00170/20

il Type of risk
AT ealth risk / other

i

Risk description (technical defect and

consequences) _
The product bears CE mark and advertises
a protective potential against (viral)

particles but its filtering capacity has not
been certified by a relevant (European)
body. Consequently, the product might not

Prrggsgtt i(s""hat the Product Recall fulfil the health and safety requirements and
garticle itter mask  Type/number of model thus not properly protect if not combined
' _ nknown ' with additional measures.
Name (on the product Bt R Legal provisions (at EU level) and European
or the packaging) a.czo%%r&,%z standards against which the product was tested
Disposable . and did not comply
protective mask with = . The product does not comply with the
3 layers - +» 5949096544010  Personal Protective Equipment Regulation
and with the relevant European standard EN
Brand (on the product ¢ 1he product 149,
or the packaging) counterfeit? .
: = Overall) risk level
Unknown Unknown bnknown |
OECD Portal category g this notification Product category

Protective equipment .

if known linked to a Business
85000003 - Safety / Gateway case?

Protection - DIY - Measures

Is the product (also)

sold online?
No

Compulsory measures

Professional product? Retailer

No
Withdrawal of the product from the market
. 05/11/2020
Product description :
Disposable protective mask with 3 layers.
Packaging description
The product is sold in a white and green
cardboard box containing 50 pleces.
Year Country of origin Alert submitted by

nspairap 09/12/2020 Page 1



coreanen|  Safety Gate RAPEX

Commission

2 | Case number

P INFO/00171/20.
Type of risk

WARIrE ealth risk / other

oo § . Risk description (technical defect and

oo ¢ consequences)

Q‘ ﬂ'l' 0 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,-rggltlgtt i(:vhat e FTrogjuct Recst If not combined with additional measures.
article filter mask  Type/number of model Legal provisions (at EU level) and European
: - BF95-G standards against which the product was tested
Name (on the product I and did not comply - _
or the packaging) . 2020031080 The product does not comply with the

Disposable face
mask

Personal Protective Equipment Regulation
Bar code and with the relevant European standard EN

- 6422115000609  149.

the product |
Brand (on the produc bOveralI) risk level

or the packagin
y SH A%I(??kEN Is the pI'O.d'l?JCt nknown
Vi ﬁouknterfelt. Product catego
nknown Protective equipment
OECD Portal category s this notification "
if known i dt A easures
g500000 - Safety / linked to a Business

Gateway case?

Protection - DIY Compulsory measures

Is the product (also)

sold online? Retailer
No
Eroofessiona‘f product? g\g}rﬂ%\ggl of the product from the market

Product description
Protective respiratory filtration half-face

mask, 3 layers.

Packaging description
The product is scld in white and blue

cardboard box, 50 units in each box. The
products are packed in 25 pieces in a
transparent bag.

Year Country of origin Alert submitted by

nspairap 09/12/2020 Page 1



nspairap 09/12/2020 Page 2



European |
Commission

Product Recall

Product (what the

roduct is
article filter mask

Type/number of model
nknown

Name (on the product
Batch number

%ﬁgg Packaglﬁg) ‘Unknown
] Bar code
Brand (on the product Unknown

or the packaging)

Hoknown Is the product

counterfeit?

OECD Portal category Unknown

gf knoyvn&
5000000 - Safety /

Protection - DIY Is this notification

linked to a Business

Is the product (also)  Gateway case?

sold online?
No

Professional product?
No

Product description
White respiratory protective half-face mask.

The product does not bear the CE marking.
It has the mentions "KN95" and "GB2626-
2006" printed on it.

Packaging description
Every mask is wrapped individually in a

transparent plastic bag without any
identification elements.

Year

Country of origin

Safety Gate RAPEX

Case number
INFO/00172/20

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

consequences)
The product has no CE marking and 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
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.

bOverélI) 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

09/12/2020

Page 1
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