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

RAPEX es un sistema unificado de alerta e intercambio 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.

Las alertas del sistema RAPEX son incluidas por un Estado Miembro, en esta caso proceden de ltalia, Alemania,
Rumania, Holanda, Islandia y Estonia. Se adjuntan las Gltimas referentes a mascarillas de filtracién para
proteccién frente al contagio por COVID19, las INFO/00102/21, INFO/00103/21, INFO/00104/21,
INFO/00108/21, INFO/00109/21 e INFC/00110/21, y las A12/00572/21, A12/00573/21, A12/00574/21,
A12/00575/21, A12/00580/21, A12/00591/21, A12/00642/21, A12/00643/21, A12/00644/21, A12/00657/21,-
A12/00658/21, A12/00659/21,y la A12/00660/21

Las calificadas como INFO los son porgue existe un incumplimiento documental, sin haberse realizado ensayos
acerca de la seguridad del producto. Los fallos documentales encontrados en estos casos son haberse puesto

en el mercado sin el «marcado CE» o haberse emitido el mismo por organismo no competente.

Las calificadas como A12 han sido sometidas a ensayos y en las ahora notificadas presentan todas una

capacidad de filtrado insuficiente acorde a lo dispuesta en la Norma Europea EN 149:2009 sobre dispositivos de

proteccién respiratoria.
En todos los casos se ha dispuesto la retirada del mercado de las mismas.

Le solicitamos que consulten frecuentemente las alertas emitidas por las autoridades europeas en:
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

Logrojie,-4 de junio de 2 Gobiem?®

Beatriz Barrio Garcia
JEFA DE SECCION DE ATENCION FARMACEUTICA
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B oo | Safety Gate RAPEX

Commission

Case number
INFO/00102/21

Type of risk
Health risk / other

Risk description (technical defect and

consequencesy.
The productadvertises a protective

potential-é: jainst particles but its filtering
capacﬂy has not been tested by a relevant
comp‘&fent Empean conformity
aﬁessment bo“df Consequently, it is not

t R
Prrggl:]:tt i(s\:;ha_t s GoslicL ol /pfoven that the pl’Qﬂuct fulfils the health
article filter mask Typelnumber of modﬁ’ Land s@iy requirements; thus, even if
\;n@mﬁhed with other recommended
Name (on the product : n'masures it may not properly protect.

Batch numbar’;i-'

or the packaging) Lega{wowsmns (at EU level) and European

Unknown ;i it

glsi)ostableM k ' "'e::\ standaids against which the product was tested

b s - Bar code Vo < andigid not comply
Brand th d t e 974&1253133‘?2/ The product does not comply with Personal
o:at‘l?e (c;r;kaeir;]m; A ) % Protective Equipment Regulation.
Unkno%vn P &The P roét!?t © LOveraII) risk level

A f‘-OUﬂtEF‘ﬁrf? '-".-:."'-;"' nknown

OECD Portal categol'y \H‘Q & . Product category

if known A Jes th‘ls mtlfcah on Protective equipment

500000 _,_ﬁgfety[

e,

Is the producﬁ(ﬁgo) A,-.

Measures

sold online? g, A Compulsory measures

No

hPlrofes'sional product? Importer
o] ‘
Import rejected at border

25/03/2021
Product description
KN 95 non medical protective mask.
Packaging description
Every mask is wrapped individually in a
white-blue transparent plastic bag.
Year Country of origin ~ Alert submitted by

2021 People’s Republic of China

nspairap 26/04/2021 Page 1






wopean | Safety Gate RAPEX

Commission

¥ Case number

vm‘

vl INFO/00103/21

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

consequences) -
The product's packaging only bears a CE

marking. and it is not certified as protective
equipm@nt-py a relevant competent
European coﬁférmlty assessment body.
Gﬁpsequently, Itis not proven that the

t (what th Product Recall
Prrgg:;t I(SV)V ok bl /product fulfils the‘haalth and safety
article filter mask  Type/number of modd:;T requuﬁﬁents, thus, even if combined with
= YL-95 h "";Tecommended measures, it may not
Name (on the product o= ey ﬁraperly protect.
gll': g'lg ggga l:g a.c2°r12l.6r_r,11 gfﬂ“‘ﬁ ‘Legaig{owsmns (at EU level) and European
s ' fs&andaws against which the product was tested

KNO95 " andidid not comply
/ The product does not comply with the

. 'Personal Protective Equipment Reguiation.

- Overall) risk level
i T nknown

Product category
‘Protective equipment

Bar cqq_e :

™ :
OECD Portal G@QMY s thi's mtlf' cation

if known) & med M Business
5000000« Safety / Gﬁﬁway ARaED Measures
Protection «mv

Voluntary measures

sold online?
Yes - Other Importer
ional product? |
hPI:;)fessmna i Destruction of the product
_ 21/03/2021

Product description
Filtering Half Mask (non medical)

Packaging description
The product is sold in printed cardboard

packaging containing 20 pieces. The
cardboard packaging is white in colour.

Year Country of origin Alert submitted by

nspairap 26/04/2021 Page 1






wopean | Safety Gate RAPEX

Commission

Case number
INFOIOO104121

I_Iype of risk
ealth risk / other

Risk description (technical defect and

consequences).
- The produgt; advertlses a protective

potential ﬁgamst particles but its filtering
capacjty-hag not been tested by a relevant
competent Etiropean conformity

Auict thaiih Product Recall aﬁessment boﬂfy -Consequently, it is not
i s e e proven that the preduct fulfils the health
article filter mask  Type/number of modﬁ \,and saféty requirements; thus, even if
« FFP2 mlﬂf)lned with other recommended
Name (on the product ﬁm.sures it may not properly protect.

or the packagin Batch numb
Dlspogable ?:A%E . D373853: . - Legaimowsmns (at EU level) and European
MASK 573627 ‘ti ‘standands against which the product was tested
. “ / ~and.gid not comply
Bar w %7 The product does not comply with the PPE
» , 5971:5@3533153 Reguilation and with the relevant European
¥ y =3 standard EN 149.

) \ﬁ"'them“c! ,_-{;t; £ gOveraII) risk level
OECD Portal category WIS g erious

5000000 . safety 1 Productcatogory
Protecti 05 A DIY y g‘w,s ﬁ@%ﬁcan s rotective equipment

Brand (on the product

or the ackaglng)
UnknoF:nm

N, Ilﬂélwd fo a Business M
Is the product W‘S‘Q Ggﬁeway case? easures
sold oniine?" h o &

No Compulsory measures

Professional product?

No Distributor

Withdrawal of the product from the market

Product description 10/03/2021

FFP2 protective mask

Packaging description

Year Country of origin Alert submitted by

2021 People's Republic of China Italy

nspairap 27/0412021 Page 1






ewopean | Safety Gate RAPEX

Commission

T troa

gkhafty malll

RSt | FERTRRY 173 4140
B
gl

Case number
INFO/00108/21

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

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

certified a8 protective equipment by a
relevapt bady. Consequently, It is not
provén that the product fulfils the health

Product (what th Product Recall arid safety requitements; thus, even if
:gdsgt i(sw e ERa e .-:‘.feombmed with other recommended

article filter mask pre/number of mod‘& “'measm:ps, it may not properly protect.

nknown Laght provisions (at EU level) and European
Nar}r:e (on :he_product Batch numbar shndards against which the product was tested
Biopotabia® e Unknown Sy, 30d 4ot comply
_ Y The praduct does not comply with the

protective mask \"\ Aﬁ-i,ﬁ_;_‘,'Pmonal Protective Equipment (PPE)

Bar code ‘ Lo i
800 egulation.
Eranci(opitng pROGUL! A ngerall) risk level
or the packaging) i&the proﬁflct bnkn i
« Jiangyin Rongylf Eeounte r&ﬁ? .
Textile e ‘Product category
W 4 = Protective equipment
Technology«Go;,
Ltd. &5 iis this thIf' cation

hpked fo, #Business Measures

fr‘ o

OECD Poﬁmft ategory theway case?

if known) =% 2 Compulsory measures

500000 Nﬁy.’ ,_u__f.’;;;?‘ '
Protectlon DIY w\;f‘ Distributor
Is the product (also)
sold online? Ban on the marketing of the product and
Unknown - - accompanying measures

14 04/2021

Professional product?
No

Product description
Disposable protective mask. The mask is of

black color.
Packaging description

Sold in a white and blue cardboard
packaging containing 50 pieces.

Year Country of origin Alert submitted by

nspairap 12/05/2021 Page 1



2021 People's Republic of China

nspairap 121052021 Page 2



B ol Safety Gate RAPEX

Submission number LU/02622/21
Case number ‘ INFO/00109/21
Version 1

_This notification transcript might contain personal data (as defined in Artidle 3 of Regulation
| (EU) 2018/1725) an trade secret (as defined in Article 2 of Directive (EU) 2016/943).

;: This document is not to be disclosed to third parties without the consent of the notifying Member
- State, unless such disclosure is necessary to comply with national legal requirements.

. For your communication with third parties, a PDF of the notification containing only public data
-is available in the application.

1| General information

Submission number LU/02622/21
Case number INFO/00108/21
Creation date 07/05/2021
Validation/distribution date 11/05/2021
Notification type*" For Information

Notifying country Luxembourg

Professional product?* No

Product category” Protective equipment

OECD Portal category (if known)* 85000000 - Safety / Protection - DIY
Product {what the product is)* Particle filter mask
Name {nn the product or the Dispesable 3-Layer Mask

nspairap LU/02622/21 12/05/2021 Version; 1 Page 1




packaging)”

Brand (on the product or the Unknown
packaging)*

Type/number of model * Unknown
ls the preduct counterfeit? Unknown
Batch number * Unknown

Bar code * 6996850481066

Customs code* Unknown
" Product description® Disposable face mask
Packaging description® Sold in a white and blue cardboard packaging containing 50 pieces.
Total number of items covered by Unknown

the notification®

Photos (products, packaging and
: iabel)*

Foto1.jpg Foto2 jpg Foto3,jpg Foto4.jpg
Main piclure

Legal provisions at EU level Regulation (EU) 2016/425 - Regulation on personal protective
applicable? {directive, decisicn, equipment
regulation, etc.}* '

nspairap ‘ LU/02622/21 12/05/2021 Version: 1 Page 2



B S| Safety Gate RAPEX

Submission number LU/02623/21
Case number INFO/00110/21
Version 1

 This notification transcript might contain personal data (as defined m Articla 3 of Regulation
- (EU) 2018/1725) an trade secret (as defined in Article 2 of Directive (EU) 201 6/943).

- This document is not to be disclosed to third parties without the consent of the notifying Member
| State, unless such disclosure is necessary to comply with national legal requirements.

| For your communication with third parties, a PDF of the notification containing only public data
~is available in the application. :

Submission number LU/02623/21

Case number INFO/00110/21
Creation date 07/05/2021
_Validation/distrihntion date 11/05/2021
Notification type* For Information

Notifying country Luxembourg

2| Product identification

Pro-fessiungll product?* No
Product category® Protective equipment
OECD Porta.l category (if known)* 85000000 - Safety / Protection - DIY
Product {what the product is)* Particle filter mask
Name (on the product or the Non-powered Air-purifying particulate mask

nspairap LU/02623/21 12/05/2021 Version: 1 Page 1




packaging)®

Brand (on the product or the Airtao
: packaging}*

Type/number of model * AMO02-KN95

Is the product counterfeit?* = Unknown

Batch number * Unknown

Bar code * 6971253709757

*

Customs code Unknown

Product description* Protective mask KN95-FFP2

Packaging description® Sold in a white cardboard packaging containing 20 pieces.

Total number of items covered by Unknown
the notificstion”

Photos (products, packaging and
label}*

20210319_161557.jpg 20210319_1616054pg 20210319_161621.jpg 20210319 161627 jpg
Main picture

3| Regulations and standards applicablé

Legal provisions at EU level Regulation (EU) 2016/425 - Regulation on personal protective
applicable? (directive, dacisicn, equipment
- regulation, etc.)*

nspairap LU/02623/21 12/05/2021 Version: 1 Page 2



European l
Commission

Product Recall

Product (what the

roduct is)
article filter mask

i

Type/number of mo

Name (on the product

or the packaging)
FFP2 Mask

001

Brand (on the product

or the packaging)
» Enhance

ah
; d A . 3
'(‘1 v ,/

é(how‘la g 3

OECD Portal category". ".- Is the Rfﬂduﬂt

S~

if known

5000000 - Safety / ::
Protectloq '}DiY i 1?‘("3 1 ﬂﬁﬁcatlon
Is the prod&ﬁn(also) lirgked to a Business
sold online? "% Géffeway case?
Unknown - No™ v N /4‘“

research has beeﬂ: 2
carried out to 4
ascertain whether
there have been any
online sales.

Professional product?
No

Product description -
Protective mask, FFP2 madel

Packaging description

Sold individually in a transparent plastic
bag.

Year

Country of origin

Safety Gate RAPEX

Case number
A12/00572/21

Type of risk
Health risk / other

Risk description (technlcal defect and

consequence
The particl

ﬁter retention of the material is
insufficienit {(measured value: 84 %).
COnseq;aently, the product does not fulfil
the héslth and ‘safety requirements; thus,
evan if comblnegtmth other recommended
Measures, it may mt properly protect.

dal 'Legal visions {at EU level) and European
« FFP2 - ENKN95- g '9‘75 ; ’

rds against which the product was tested

ahﬁ -did not comply
Thegroduct does not comply with the

7-Personal Protective Equipment (PPE)
Reaﬂiatlon and the relevant European
standard EN 149.

gOverall) risk level
erious

Product category
Protective equipment

Measures
Com'puisory measures
Distributor

Withdrawal of the product from the market
24/03/2021

Alert submitted by

*“—

nspairap

26/04/2021

Page 1



2021 People's Republic of China Italy

nspairap 26/04/2021 Page 2



European
Commission

Safety

Product Recall

Product (what the

roduct is
article filter mask

Name (on the product

or the packaging)
KN95 - Mask (non-

medical use)

Batch number "\_
0423

Brand (on the product
or the packaging})

Unknown
. Ks't;‘f.l;;’

OECD Portal category f” the

if known FRamme _coul%ﬁfelt’?

000000 Poolsl xﬁp -
Equnpmenﬁ* hand %% W

\..,h.gr : Is #his notification

Is the product{diso) Imﬁed to a Business
sold online? "%y,

= 4
e 7

Unknown - The &<
importer, Alex Cares”
GmbH, has a
restricted customer
base.

e
s

Professional product?
No :

Product description
Respiratory protective mask, carrying the

labels GB2626-2006, KN95, EN 149, FFP2
and CE.

Packaging description
The product is sold in various packaging

types (cardboard boxes, plastic pouches)
and sizes.

nspairap

https://alex-cares.eu s
German (de) G

Type/number arf model

Gate RAPEX

Case number
A12/00573/21

Type of risk

Health risk / other
Risk description
(technical defagt and

consequenges
The particleffi ?ter

retentwn ot the
mateﬁal is
mﬁa*ff' cient

measured values® as

\\ N

Jow aa*fb%)

“Bopsequently, the
product does not

" fulfitthe health and

«mfety‘@quwements, ;

s / thtﬁ;even if

combined with other
recommended
measures, it may not
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
Personal Protective
Equipment
Regulation and with
the relevant
European standard
EN 149. '

SsOveralI) risk level
erious

‘Product category
Protective equipment

Measures

Voluntary measures Voluntary measures

26/04/2021 Page 1



nspairap

Importer Retailer

Recall of the product Recall of the product
from end users from end users

Compulsory
measures

Other

t‘.“?:j.
Destructiofi of the
product’
& "\.._\'\\
,‘:.;;’,—. \"\\ . .
; Algit.submitted by
\\.‘J’/‘.

iy

26/04/2021 Page 2



cropean o Safety Gate RAPEX

Commissionh

Case number
A12/00574/21

Type of risk
Health risk / other
Risk description (technica‘l defect and

consequence
The particle ilter retention of the material is

I insufficient (measured values: as low as -
28%). ﬁensgquently, the product does not

- fulfil the health.and safety requirements:;
thﬂs even if comhmed with other

Product (what the Product Recall
roductis) ~ recommended measures, it may not
article filter mask  Type/number of mod'd prop;rfy protect.
Unknown “Laghl provisions (at EU level) and European
Name (on the product . smards against which the product was tested

Batch number
Unknown %

... and dig.not comply
:2The product does not comply with the

Brand (on the product Barcode b Y +.~ Personal Protective Equipment (PPE)
or thles Ej&!;(%?dng) Msszzzggag/ Regulation and with the relevant European
! i . standard EN 149.

or the packaging)

OECD Portal category ﬁth‘i 'i_zggcf gOverall) risk level
if known &%un CHER? %3, Serious
5000000 - Safety / - o Product catego
Protection - DIY s th‘fs f}otlf'catlon Protective equipment
%ﬁked t&a Business
Is the prom (also) % ]
sold onhneﬂﬁ"‘ : Gﬁ%way e
Unknown - Thg Y ‘
product was & Compulsory measures
procured by 4 ' '
Issacana GmbH for Other
North Rhine-
Westphalia. Warning consumers of the risks

Professional product?
No

Product description
White respiratory protective face masks

with ‘external’ nose clips and ear loops.
Packaging description’

The product is sold in a white cardboard
box with red and, grey and black text.

Year - Country of origin Alert submitted by

2 e sasnd © ©oPle's Republic of China Fesiiiiswicarmany S

nspairap 26!044202_1 Page 1






B oo | Safety Gate RAPEX

Commission

Case number
A12/00575/21

|_'ype of risk
ealth risk / other

Risk description (technical defect and

consequences).
The total fllwgtlon ‘capacity of the mask is

insufficient {measured mean value above
the ma-ﬁimum Ilmlt of 11%). Consequently,

the pFéduct doe s not fulfil the health and
Product Recall sﬁ&fy reqmrem&ms thus, even if combined.
P:ggﬂgf i(swhat il ol y ‘glith other recomﬂ’i»gjaded measures, it may

article filter mask  Type/number of modhi .|
+ Filtering half “’iw prowsu)ns (at EU level) and European

Name (on the product ~ mask FFP NR stapdards against which the product was tested
or the packa lrﬂi;) : ... and'dig:not comply

Filtering Half Mask  Batch numbe ::The prgduct does not comply with the
SMK-02 Unknown ¢ - 'Pargonal Protective Equipment (PPE)

S

: : :/ ' Regulation and with the relevant European
Brand (on the product ;Baf me " standard EN 149.

or the packagin
. Cr?angzﬂ g) 6945‘“4 7000@@: gOVe" all) risk level
Shuangma Sfoemaite it BhIpME
Medical Dewoas rQMPFOdUCt i Product category
gy " il mumﬁe|t? Protective equipment
g e S
OECD POWcategory Isyﬁls notlﬁcatlon MISHERISS
if known "":"‘“ ), likged to a Business
500000 W" Iﬁ‘:;way case? Compulsory measures
Protectlon DIY Sgh e’
R

Is.the product {also) Other

sold online?

No Import rejected at border

25/03/2021

Professional product?

No

Product description

FFP2 mask

Packaging description

The product is sold in a white cardboard

box containing 25 pieces.
Year Country of origin Alert submitted by

nspairap 26/04/2021 Page 1



2021 People's Republic of China The Netherlands

£
pby

nspairap 26/04/2021 Page 2



H European
Commission

Product (what the

roduct is
>article filter mask

Name (on the product

or the packagin
FiIterirF:g Haﬁ’ I\?gsk

Brand (on the product
or the packaging)
e CIGL ' 5
- ML 4 ]
" eountedfeit? . T
OECD Portal category ;" -
gf known) sl
5000000 - Safety / ™
Protectiog ~<DIY
Is the produét“@gg) -/’i :

sold online? g.%-.\_/

Unknown - not
known

._\ /_;

Professional product?

Product déscription

White particle filter half-face mask, with

printed CE marking.

Packaging description

The product is sold in a cardboard
packaging with 20 pieces, each individually

packaged.

nspairap

Product Recall

Type/number of mo o
y[.) FFP2 JX95 . o

Batch numbes i,
20201130 Sy

A

-

Bar code
':m

s th‘ﬁé}gtiﬁcation
Yinked t8:@ Business
Gteway case?

4
I

i g
he prg@pct

Safety Gate RAPEX

Case number
A12/00580/21

Type of risk
H)éalth risk / other

Risk description

(technical defect and
consequengis)
The partit-ﬂé?ﬁgter

retention of the
material is %
insufficient

<(measured value: ag:

low asgéb?s%).

* Condéquently, the

product does not
fulfil the health and

:safety‘requirements;
¢ 'thus,even if

combined with other
recommended
measures, it may not
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
Personal Protective
Equipment (PPE)
Regulation and with
the relevant
European standard
EN 149.

gngrall) risk level
erious

Product category
Protective equipment

Measures

Voluntary measures Voluntary measures -

2710412021

Page 1



Distributor Distributor

Withdrawal of the -  Stop of sales
product from the
market

Year Country of origin Alert submitted by

2021 People’s Republic of China

r

“al

nspairap 27/04/2021 i Page 2



- European
Commission

Product (what the

roduct is
article filter mask

Name (on the product
or the packaging)
SELF- RIMI?\IGg
FILTER
RESPIRATOR

Brand {on the product

or the packa ing)
e IVEOU 2

OECD Portal cﬂ&m

if known
500000 -fw$afety /

Protectlon‘*m’blY
Is the product (a%)

sold online?
Unknown - unknown’

Professional product?
No -

Product description -

White half-face particle filter mask, sold as

"FFP2"

Packagin descrlptlon

The product is packed in single white-
transparent plastic pouches, which are sold

‘in cardboard boxes.

nspairap

Product Recall

manufactura.
ae’“ﬁﬁmzo

g :202009@)
o emh! date:

& ..'::Tf‘
\ > 871 27230893
*ﬂae product

. ~:«No

Is this noftification
linked to a Business
Gateway case?

Safety Gate RAPEX

Case number
A12/00591/21

Type of risk.

Health risk / other
Risk description
{technical defact and

consequen:
The particle; filter

retentmia of the
matefial is i
ingifficient ~

imeasured values':as

Type/number of modad s low aa‘fﬂl%),
S-01 Zdditionally, the

mask does not
pro’parly adapt to the

s . = face, Gphsequently,
. the product does not
fulfil the health and

safety requirements;
thus, even if
combined with other
recommended
measures, it may not
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
Personal Protective
Equipment (PPE)
Regulation and with
the relevant
European standard
EN 149,

Overall) risk level
erious

Product category
Protective equipment

Measures

29/04/2021

Page 1



Voluntary measures Voluntary measures

Distributor Distributor
Stop of sales ' Withdrawal of the
' product from the
market
Year Country of origin Alert submitted by

2021 People's Republic of China

nspairap 29/04/2021 Page 2



European I
Commission

Product Recall

Product (what the
roduct is

article filter mask

Unknown
Name (on the product

or the packaging)
Protection Mas

Batch numbey ;
. exp. 2022-*

Brand (on the product Bar code

or the packaging) 73248 N
« Dr. Frei Mhe prgﬁ-uct
_counterfeit? i

OECD Portal category

gf known&
5000000 - Safety'f
Protection -£Y

!l -‘ .'

Qﬂknﬁ\ﬂn o

s thTs ﬂmn‘" cation

Wed t&q Business
Is the prodtit(also) %way case?
sold online? "4

Unknown - Unkg\bwn "

Professional produc’&tf"' '
No '

Product description
Black particie filter mask with small valve.

Packaging description
The product is sold packed in a black and

red plastic wrapping, containing a single
item.

Year

Type/number of mon] throm

Country of origin

Safety Gate RAPEX

Case number
A12/00642/21
-Type of risk
ealth risk / other
Risk description (technica! defect and

consequen
The partnclgt? er retention of the material is

insufficient {(measured values: as low as
5%). Thie total filtration capacity of the mask
is msuff‘ cienit {imeasured values: as low as
45%) Consequently, an excessive amount
af particles or mlcm,orgamsms might pass
hthe mask; thus, even if combined
Wit other recommended measures, it may
not«ﬁroperly protect.
Leg’é{gmws:ons (at EU level) and European
'gjandanfs against which the product was tested
.~ ahd-did not comply
The product does not comply with the PPE
Regulation and the relevant European
standard EN 149.

Overall) risk level
erious

Product catego
Protective equipment

Measures
Voluntary measures
Importer

Recall of the product from end users
01/04/2021

Alert submitted by

R | T e T

nspairap

07/05/2021

Page 1






opean | Safety Gate RAPEX

Commission

Case number
A12/00643/21

Type of risk
Health risk / other

Risk description (technical defect and

consequence
The particlgffilter retention of the material is

insufficiefit (measured values: as low as
73%). Ftirthgrmore, the total filtration

capacity of thg mask is insufficient

(u@asured mean Nalues: as low as 60%).

P:ggal;t i(swhat s AR ] & Gonsequently, an ny:esswe amount of
article filter mask. pe/number of modi .particles or microorganisms might pass
Uy known \WMh the mask; thus, even if combined
Name (on the product vﬁﬁl other recommended measures, it may

or the packagi Batch numbe# ;.. noi‘ﬁi*pperly protect.

Unknown = o~
Rykgrimur FF?QV 10 T i begal provisions (at EU level) and European
stk ' Bar code %5« standards against which the product was tested

«2?_&9053 502907 and did not comply |
E The product does not comply with the

Personal Protective Equipment Regulation

Brand (on the product
or the packaging) %&fhe prgﬂu ct

CnRNpwWn < %o;;te;&ﬁ?‘ i / and with the relevant European standard EN
‘OECD Portal category llﬁ,w - 149.
if known tificati Overall) risk level
85000000 - agfety 5 ;;LE; ;; Bogees  Serious
Protectiog Y Gﬁ@way case? Product category

i Protective equipment
Is the producﬂﬂso) j
sold online? - \s},; Pt

No . \,:*‘.{./' Measures
Professional product? Voluntary measures
No -

Importer

Product description
White respiratory protective half-face mask
Recall of the product from end users

Packaging description 18/03/2021
The product is sold in a soft clear plastic

pouch with the CE marking and barcode

printed on it. Each pouch contains 10

masks.

Year Country of origin Alert submitted by

nspairap 07/05/2021 Page 1






B oo | Safety Gate RAPEX

Commissicn

Case number
A12/00644/21

Hype of risk
ealth risk / other

Risk description ({technical defect and

consequences}
The particle/ffjlter retention of the material is

insufficient (measured values: as low as
54%). Additionally, the product's packaging
bears-a CE mamng but not the product
ltseif which is hipt.certified as protective

P:gg:((:;t’c i(";Nhat the Product Recall 7 Equ1pment s réiarvant o
article filter mask  Type/number of mod&j . Consqﬁ&ently, the product does not fulfil
- D13003 “.the fiealth and safety requirements; thus,

Name (on the product

th kagin Batch numbe# z,
ﬂung-pgr(:d g' g) Unknown G | ‘
asiimasee Bar code e
Brand (on the product ;__fa';??zsﬁs\ﬁs\ |
or the packaging) fs«the = @uct _,\
Unknown 4 munterﬁs}t? i ,,
OECD Portal catego,-y __‘ég_gkmn

if known Sl this {iotification
8500000& &fety I Wed fué Business

ProtectioﬁwDiY eway case?

Is the produ'céi"-)'_“mn
sold online? G
Yes - Other

Professional producét?
No

Product description
White particle filter mask in a white/blue

box. Each packaging unit contains 10
masks. The CE marking was affixed as an
addition. The product is also sold online.

Packaging description
The product is sold in a white/blue box;

each packaging unit contains 10 masks.

The CE marking was affixed as an addition.

Year Country of origin

even if combined with other recommended
meaﬁu‘es, it may not properly protect.

- L:egal bmwsmns (at EU level) and European

{ stangards against which the product was tested

and did not comply
The product does not comply with the

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

550verall) risk level
erious

Product catego
Protectlve equipment

Measures
Voluntary measures
Importer

Withdrawal of the product from the market

Alert submitted by

L —————— e

nspairap 07/05/2021 Page 1



2021 People's Republic of China
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m European l
Commission:

Product (what the

roduct is
article filter mask

Name (on the product

" or the packaging)
Kokkuklapitav mask

KN95

Brand (on the product
or the gackaging)

!
3 .
'u-...a- .

Product Recall
https:/iwww. k-

9
Estonian (et)

‘ "' .

-L.* ..\. -

Typelnumber ofmodei
nown Y

OECD Portal category ﬁ&' pEg

if known ool S

Slattiagl .§§fet¥/ wﬁthe muct

Protection =

‘v;r \
Is the product< iiso) -
sold online? \f?"*x

Unknown - Keskbu{\...}.

o@nterfelt?
Né :

t?fhls notification

' linked to a Business

Senukai has a web-%"

shop another
company UAB
Kesko Senukai
Digital is operated
with it.

Professional product?
No

Product description

Gateway case?

White foldable mask with outer nose clip
and with ear harnesses. The product is -
labeled CE FFP2, EN 149, GOOYU KN95.
The product was also sold online.

Packaging description

nspairap

Safety Gate RAPEX

Case number
A12/00657/21

Type of risk

Health risk / other
Risk description
(technical defact and

consequeneés)
The prodiict bears a

CE marking but is
not certified as
prbtectlve equmment

‘by a relevant body. 3

rauta. eelkpluudlsedf ~f-'Add|t|é;iaIIy, the

- partitleffilter

'rertantlon of the

mal'erial is
msufﬁe}ent
“{maasured values: up
to 85%), and the
mask does not
properly adapt to the
face leading to an
insufficient total
filtration capacity
(measured mean
values: up o 72%).
Consequently, the
product does not
fulfil the health and
safety requirements;
thus, even if -
combined with other
recommended
measures, it may not
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
Personal Protective
Equipment (PPE)

12/05/2021

Page 1



Light transparent plastic pouch, with the
contact details of the manufacturer and the
importer printed on one side.

o

Year

Giemae
Count’l’fy_“p?m T

Regulation and with
the relevant
European standard
EN 149.

go\kgrau) risk level
ertous

Product category
Protective equipment

Measures

Voluntary mfﬁiésures Voluntary measures

Retailef.” < . Retailer
P A Y
Withdrawal of the';, Recall of the product
< product from the “:* from end users
% 03/85/2021
"“{ :
\“\ .\‘-\\ :
- Alert submitted by

i
LSl

2021 People’s Republic of China m

.fl J,‘_‘_A 3 1

e

nspairap

12/05/2021

Page 2



Commission

Product (what the Product Recall

roduct is

oreenen|  Safety Gate RAPEX

Case number
A12/00658/21

Hype of risk
alth risk / other

Risk description
(technical defect and

consequengés
The produict 4

advertlges‘a s
proj:eetlve pdtentlal
against particles but

ﬁs filtering capacity -

article filter mask Typelr&ugrgber of modﬁ “’has ngtbeen tested

Name (on the product
Batch numba:r

or the packaging) 3
KN95 Eoldmg Unknown: " «a
Protective Mask Bar code "'f’p‘
Brand (on the product U? a0 ""\ f
or the packaging) ©
- FUPING fthep rﬁ'cﬁt A .
-aounterﬁ&ﬁ‘?_l o -
OECD Portal category Wx-'m. S
if known ST this ﬁotlficatlon
EER sl N
Q@\h\ 4 Gﬁhway case?
Is the product :

sold online?
Yes - Other

Professional product?
No

Product description
Respiratory protective face mask in white

and blue packaging with "KN95' printed in
red, pack of 10

Packaging description
Respiratory protective face mask in white

and blue packaging with "KN95' printed in
red, pack of 10

nspairap

\j ;-

“é be.ﬂ EBTevant

cmpetent European
corfgrmity
. 'assesSpfient body. -
Ad@ftronally, it was
found that the
particleffilter
retention of the
material is
insufficient
{measured values: up
to 67%), and the
mask does not
properly adapt to the
face. Consequently,
the product does not
fulfil the health and
safety requirements;
thus, even if
combined with other
recommended
measures, it may not
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
Personal Protective

12/05/2021

Page 1



Equipment (PPE)
Regulation and with
the relevant
European standard
EN 149.

gOveraIl) risk level
erious

Product category
Protective equipment

Measures

P s
- "’,

/ 4

Voluntary‘ measures Voluntary measures
Retailer

Stock will be
returned to LAVIKA

Vol unhry measures

-
-

Retailer

Recall of the product
from end users

Year y \\‘\"z \Ggﬁhntry of origin Alert submitted by
2021 People's Republic of China

nspairap 12/05/2021 Page 2



B oo~ | Safety Gate RAPEX

Commission

Product Recall

Product (what the

roduct is
article filter mask Typ?&ugrgb‘(\er of mod&lg &has nﬁ;been tested

Name (on the product

Batch numbeg::

or the packagin
Dlspogable ?:agt)a * 20200428
Mask (productlbﬁ

Brand (on the product
or the gackaging)

if known 3

500000 Mty S
Protectloa-wDIY Is ﬁle pI'OdUCt
Is the produc”f‘{ﬁso) hterfeit?
sold online? 5% % nown

- ek
Yes - Other Q‘(\_,"Is this notification

Professional product? linked to a-Business
No Gateway case?

Product description
White respiratory protective masks with

external metal nose clip, five layers, and
"KN95" embossed on the side. The product
is also sold online.

Packaging description -
white/blue plastlc packaging, five

respiratory protective masks per pack

Case number
A12/00659/21

Type of risk
H)églth risk / other

Risk description
(technical defgct and
consequen

The pgoddgﬁ
advertlsﬂs% 3
pro;e‘tstlve pdtbntlal
hst partlcles but
<18 filtering capacity»

4ﬁievant _
cqmpetent European-

coﬂfwmuy

msessgnent bbdy

A@ﬂﬁmnally, it was
found that the
particie/filter
retention of the
material is
insufficient
(measured values: up
to 30%); thus, even if
combined with other
recommended
measures, it may not
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
Personal Protective
Equipment (PPE)
Reguilation and with
the relevant .
European standard
EN 149,

Overall) risk level
erious

Product category

nspairap 12/05/2021

Page 1



Protective equipment

Measures

Voluntary measures Voluntary measures

Importer Importer
Withdrawal of the Removal of this
product from the product listing by
market the online
y 4 marketplace
. 03/05/2021
Year Country of origin 4 Mgt submitted by

People's Republig of China

T

nspairap 120572021 Page 2



European l
Commission

Product (what the Product Recall

roduct is)
article filter mask
« CY2020-KZ002

Name (on the product FFP2 NR Non-
or the packaging) i
Partik efi!trigre%de' ECIcRly L
Halbmaske Batch number %
, 2,02008 \"f /
Brand (on the product g8 W k
or the packaging) Bar cod it
Unknown ..;j."-‘* 7 5100
OECD Portal category is@w’product e
if known e wcou‘rﬁgﬁrfelt'?
5000000 - Safety / . Ho Y
Protection=DIY -
ﬂ&w ' ls‘;ﬁars notification
Is the producb%o) Ilnﬁed to a Business
sold online?  “&ix ﬁéteway case?
Yes - Other ,\\/

Professional product?
Yes

Product description
The mask has a nose clip sewn'into the

nose area, accompanied by a foam strip for
sealing. The product is also sold online.

Packaging description
The product is sold in a white cardboard

packaging containing 20 items per box.
There is an additional packaging as a
double pack in a plastic bag with printed
instructions for use.

nspairap

ﬁﬂratlon capacity “&j

Type/number of modﬁt : (measﬁped mean

z%lggé up to 66%).

12/05/2021

Safety Gate RAPEX

Case number
A12/00660/21

Type of risk
Health risk / other

‘Risk description

(technical defect and

consequengis
The mqask’doe)s not

properly adapt to the
face feading’ toan
|l1a1rff|clent total s,

C'Qgsequently, the
produst does not

: T fulfil the'health and
. 4 /5&%* requirements;

thus, even if
combined with other
recommended
measures, it may not
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
Personal Protective
Equipment (PPE)
Regulation and the
relevant European
standard EN 149,

Overall) risk level
erious

Product categor
Protective equipment

Measures

Voluntary measures Voluntary measures

Page 1



Importer Importer

Recall of the product Stop of sales
from end users

Year Country of origin Alert submitted by

nspairap 12/05/2021 Page 2



