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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 dispenibles en nuestro pais, salvo que se adquieran a través de comercio

electrénico.

Se adjuntan las Gltimas alertas RAPEX referentes a mascarillas de filtracién para proteccién frente al

contagio por COVID19;

A12/00878/21 A12/00914/21 A12/00929/21 A12/00963/21
A12/00916/21 A12/00915/21 A12/00931/21 A12/00964/21
A12/00835/21 A12/00917/21 A12/00832/21 INFO-00122/21
A12/00836/21 A12/00918/21 A12/00933/21 INFO-00123/21
A12/00837/21 A12/00919/21 -A12/00943/21

A12/00912/21 A12/00927/21 A12/00944/21

A12/00913/21 A12/00828/21 A12/00962/21

Los productos de las alertas calificadas como A12, se han sometido a ensayos y han presentado una
capacidad de filtrado insuficiente acorde a lo dispuesto en la Norma Europea. En las alertas
calificadas como INFO, presentan un incumplimiento documental sin haberse realizado ensayos

analiticos acerca de la seguridad del producto.

En el caso de las A12/00835/21, A12/00836/21, A12/00837/21, A12/00943/21 y A12/00944/21, se
han de advertir a los consumidores de los riesgos. En el resto se ha dispuesto la retirada de las

mascarillas afectadas.

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/safety products/rapex/alerts/?eveni=main.search

&Ing=es
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Para cualquier duda puede dirigirse al Servicio de Ordenacion Farmacéutica y Medicamentos:

e Tifno: 941 289 923
» mail: alertas.productossanitarios@larioja.org
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o] Safety Gate RAPEX

Submission number’ S1/03345/21

Case number A12/00878/21
Version 1

This ribtiﬁcatibn tran'sc.:'ﬁpt might contain pérébhal défa (as deﬁﬁed in Article 3 of Regul_e;tibﬁ
(EV) 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 51/03345/21

Case number A12/00878/21
Cfeation date 09/06/2021
Validation/distribution date 10/06/2021
Notification type™ Article 12 GPSD/Article 22 Regulation 765/2008

Notifying country Slovenia

2| Product identification

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 (on the product or the Filtering half mask

nspairap S1/03345/21 11/06/2021 Version; 1 Page 1




packaging)*

Brand (on the product or the CLEANAIR
packaging)”
Type/number of model * 10300
Is the product counterfeit?* No

Batch number *

Batch 20130, manufacturing date 2020-05

Bar code *

(241)00001016(37)20

*  Customs code*

63079093

*

Product description

Packaging description*

Protective respiratory filtration half-face mask, was of uniform white
material and without valve. The mask had light blue straps that fit
around the head.

The product is sold in white/blue cardboard boxes, containing a total of
20 masks, reference: article 10300, EN 149:2001+A1:2009, FFP2 NR D,
CE 2797. :

Total number of items covered by
the nofification®

120 Unit
National .

Photos (products, packaging and
label}*

Photo packaging mask Cleanair-1.jpg
Main picture

Legal provisions at EU level
applicable? (directive, decisior),

nspairap S1/03345/21

3| Regulations and standards applice—ablé1

Photo mask Cleanair-2.jpg Photo mask Cleanair-3.JPG

Regulation (EU) 2016/425 of the European Parliament and of the
Council of 9 March 2016 on personal protective equipment and
Version: 1

11/06/2021 Page 2



regulation, etc.)*

repealing Council Directive 89/686/EEEC

EU or national standards applied?*

Yes

EN 149:2001+A1:2009

Is the product CE marked?* Yes
2797 NB
Declaration of conformity Yes

available?®

@ EU Declaration of conformity-CleanAir.pdf

Certificates

EU Type Examination Certificate.pdf

4| Risk description

Type of risk*
(Overall) risk level*

Summary of test results™

Risk description (technical defect
and consequences)”

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

' comply™

Are you aware of
accidentsfincidents linked to the
product in question?”

Test report

Risk assessment

Health risk / other
Serious

The mask was tested Total Inward Leakage and failed. The mask does
not fulfill the requirements for protection masks, with the EN
149:2001+A1:2009, section 7.9.1 (accordance with section 8.5). -

The total filtration capacity of the mask is insufficient (measured mean
values: as low as 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.

The product does not comply with the Personal Protective Equipment
Regulation and with the relevant European standard EN
149:2001+A1:2009 Respiratory protective devices - Filtering half masks
to protect against particles - Requirements, testing, marking.

No

[ Report 121-23345 02.pdf

D RaFM S 4.pdf

5| Traceabilit | ;

nspairap S1/03345/21

11/06/2021 Version: 1 Page 3



Country of origin*

People's Republic of China

Country(-ies) of destination* Italy
Contact details of the
manufacturer{s)*
Company name* Eleco S.r.l.
Address* Via Verdi 11
Zip code” 24121
City* Bergamo
Country* ltaly
Contact details of the exporter(s)* Unknown
Contact details of the importer{s)"
Company name* Eleco S.r.l.
Address* Via Verdi 11
Zip code® 24121
City* Bergamo
- Country* Italy
Contact details of the
distribufor(s)*
Company name* Univet S.r.l.
Address” Via Verdi 11
Zip code” 24121
City* Bergamo
Country* Italy

nspairap S1/03345/21

11/06/2021

Version: 1
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Company name* Mega d.o.o,
Address* Sermin 71E
Zip code” 6000
Citv* Koper

Country® Slovenia

Contact details of the retailer(s)*

Company name* Mega d.o.0.
Address* Sermin 71E

Zip code* 6000

City* Koper
Country” Slovenia
Is the product {also) sold online?* No
:
¢ i\/Ieasureis
Type of measure(s)* Voluntary measures
Name of economic operator taking - Mega d.o.0., Sermin 71E,6000 Koper, Slovenia

notified measure(s)*

Type of economic operator taking Distributor
notified measure(s)*

Category of measure(s)* Withdrawal of thé product from the market
Date of entry into force® Known
10/05/2021
‘Duration* Permanent
Scope” National

nspairap S1/03345/21 11/06/2021 Version: 1 Page 5



Is this notification linked to a No
Business Gateway case?*

Measure(s) adopted

Has the economic operator Unknown
published product recall
information online?*

7 Confidentialit:}:,r

Is there any section of the No
notification form that you wish.to
mark as confidential?

8] Other

Additional information Project CASP Corona2020 (mask) ICSMS Pl 210200172979
Other attachments

Reason for investigating the European coordinated market surveillance project
notiﬁedl product

nspairap S1/03345/21 11/06/2021 Version: 1 Page 6



el Safety Gate RAPEX

Submission number IT/03310/21
Case number A12/00916/21
Version 1

f This notiﬁbatidh tra'nécript'might cbntéin‘per.s'dhal défa. '(as déﬁhed in'Artic.:le'S of ‘RéQUIatloh: j
- (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 nofification containing only public data
1s available in the application.

1| General information

Submission number IT/03310/21
Case number A12/00e16/21
Creation date 07/06/2021

Validation/distribution date 17/06/2021

Notification type® Article 12 GPSD/Article 22 Regulation 765/2008

Notifying country Italy

2| Product identificatiof

Professional product?* No

Product category® Protective equipment

QECD Portal category (if known)* 85000000 - Safety / Protection - DIY
Product (what the product is)* Particle filter mask
Name {on the product or the FACE MASK KN 95

nspairap 2 IT/03310/21 18/06/2021 Version: 1 ) Page 1



packaging)*

Brand (on the product or the WENZHOU XILIAN
packaging)*
Type/number of model * KN95
Is the product counterfeit?* Unknown
Batch number * Unknown B
Bar code * Unknown 5
Customs code” Unknown

Product description®

Packaging description®

Protective respiratory filtration half-face mask.

The product is sold in a cardboard box containing 30 items, marked
with "KN95", and claiming compliancy to the European standard EN
149. The product also claims protection against droplets, dust, smog
and pollen.

Total number of items covered by
the notification”

2,586,890 Unit
National

Photos (products, packaging and
label)*

foto 1.jpg foto 2.jpg
Main picture

|
3| Regulations and standards applicable

Legal provisions at EU level
applicable? (directive, decision,
regulation. etc.)*

nspairap IT/03310/21

Regulation (EU) 2016/425 — Directive 89/686/EEC

18/06/2021 Version: 1 Page 2



EU or national standards applied?*

Yes

Legislative Decree No 475/92 — EN 149/2009

is the product CE marked?*

Yes

The external packaging bears a CE mark, with no indication of the
hotified body.

Declaration of conformity
available?”

No

Certificates

4| Risk descriptioh

Type of risk*
(Overall) risk level”

Summary of test resulis*

Risk description {technical defect
and consequences)”

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

comply*

Are you aware of
accidents/incidents linked to the
produgct in question?*

Test report

Risk assessment

nspairap IT/03310/21

Health risk / other
Serious

Laboratory tests carried out showed that the masks in question did not
comply with the rules in force for FFP2 devices. According to the
laboratory results, the limit values laid down in standard UNI EN
149:2001+A1:2009 were NOT met with respect to those applicable to
filtering half masks of any class. The laboratory tests carried out
showed a lower filtration level than that provided for in the standard.
These products are therefore dangerous to users, who could be lulled
into a false sense of security, thus making them even more vulnerable
to exposure to hazardous agents.

The particleffilter retention of the material is insufficient (measured
values: as low as 68%). Consequently, the product does not fulfil the
health and safety requirements; thus, even if combined with other
recommended measures, it may not properly protect.

The produ'ct does not comply with the Personal Protective Equipment
(PPE) Regulation and with the relevant European standard EN 149.

No

Allegato 1 - Rapporto di Prova.pdf

18/06/2021 Version: 1 Page 3



5| Traceability

Country of origin®

Country(-ies) of destination*

People's Republic of China

Unknown
Italy :

Contact details of the
manufacturer(s)*

Company name*
Address®

Zip code”

City*

Country*

WENZHOU XILIAN ELECTRICAL TECHNOLOGY CO. LTD

4th Floor,Building No.4, Xinye Road,Binhai New Area, Pingyang County

Wenzhou City

People's Republic of China

Contact details of the exporter(s}* Unknown
Contact details of the imrl)orter(s)* . Unknown
Contact details of the Unknown e
distributor(s)”
Contact details of the retailer(s)* Unknown -5
Is the product (also) sold online?* Unknown

Please give details”

No research has been carried out to ascertain whether there have been
any online sales.

6] I\/Ieasure

Na

Type of economic operator to

nspairap

Type of measure(s)*

me of authority ordering the
notified measure(s)"

whom the measure(s) were
ordered*

IT/3310/21

Compulscry measures

Guardia di Finanza - Compagnia di Gorizia - Procura della Repubblica
di Gorizia.

Other

18/06/2021 Version: 1 Page 4



Category of measure(s)* Withdrawa! of the product from the market
Date of entry into force* Known
03/03/2021
Duration® Permanent
Scope* National
Is this notification linked to a No
Business Gateway case?”
Measure(s) adopted
Has the economic operator Unknown

published product recall
information online?*

7| Confidentiality
L

Is there any section of the
notification form that you wish to
mark as confidential?

Additional information

‘Other attachments

Reason for investigating the
notified product

nspairap IT/03310/21

On 3, 10 and 30 March 2021, the financial and economic police unit and
the Compagnia di Gorizia of the Guardia di Finanza carried out _
seizures of faca masks found not te meet the requirements nececeary
to be considered as PPE in specific tests in accredited laboratories.
These seizures were ordered by the Public Prosecutor of Gorizia, in the
regions of Friuli Venezia Giulia, Lombardy, Piedmont and Lazio. The
magistrate granted permission for the information to be placed on the
GRAS RAPEX platform. See point 9 of the file annexed to point 4 of this’
document for the results of the tests on the masks in question.

18/08/2021 Version: 1 Page 5






European
Commission

Product Recall

Product (what the

roduct is
article filter mask

b

Name (on the product

or the packaging)
Sungomo

'« Disposable 2
protectlve Maskf .{,
KN95 i

e

Batch numbey: . . e

Brand (on the product Unknown 4
or the packaging) A i ,

« Sunqomo Bﬁi’ d‘e -

s 59730?389142‘5

OECD Portal category - .
gf known& Is the' ﬁ@duct

5000000 - Safety / - wunterféiﬁ'
Protection - DIY & & Unknown

------

Is th|s rfotlf' cation
_ ﬁnked to a Business
Gateway case?

Is the product‘(also)

sold online?
Unknown;

e

fé’rofessmnal prod uct’?

b

Product descnptlon
: "—,.”Protectlve respiratory filtration half-face

mask; procured by North Rhine-Westphalia
in the context of the pandemic.

Packaging description
The product is sold in a white cardboard

box with the markings "KN95" or "KN95
GB2626-2006"

Year Country of origin

Safety Gate RAPEX

Case number
A12/00835/21

Type of risk 3
Health risk / other P '
Risk descrlptlon gtechnlcazf def@taﬂd

consequencesg
The particleffi ter rg’tentlon;of th@ matenal is

insufficient Murﬁd _\alt{as“‘ﬂs low as
7,5%). Conseﬁuantly, the product does not
fulfil the health anﬂ safety requirements;
thus, even i‘f*&mblrm ‘with other
reco@z&ndedmasures, it may not

-\ ‘,\

Type/number of model Pl'OpeﬂY protect.’

;:_4;_0\?%:18 (at EU level) and European
r@g agdinst which the product was tested

did mt comply
product does not comply with the

I*emﬁnal Protective Equipment (PPE)
Regulatlon and with the relevant European
_standard EN 149,

&Overall) risk level
erious

Product category
Protective equipment

sta £,

Measures
Compulsory measures

Other

Warning consumers of the risks
31/05/2021

Alert submitted by

nspairap

08/06/2021

Page 1






H European I
Commission

Product (what the

roduct is
article filter mask  Type/number of model propei*!yprotect

« KN95 Respirator ft.egﬁ?p;ov?s@ms (at EU level) and European

Name (on the product

or the packaging

KN95 Eesplrato)r Unknown

Atemschutzmaske y

KN95 Barcode &
@72144532652

Brand (on the product

or the packaging)
Unknown

e aea
ﬁ’t!l-lr' "". 8

counteHeit?
OECD Portal category u"““°mﬁ‘
if known ‘

5000000 - Safet ;‘; Is this notifi cation
< y ¥ linked to6'a Business

yﬂ-ﬁ{‘v‘: “Gateway case?

Protection - DIY...

"1;1'

Is the product (also)

-sold’enline?:, 4 ;g
< Unknown == %_

Professmna'lx product?
._\. NO H

- ﬁfodﬁcfdéscription

Protective respiratory filtration half-face
mask, procured by North Rhine-Westphalia

in the context of the pandemic.

Packaging description

White cardboard box, marked with "KN95",

containing 30 units.

Year Country of origin

Product Recall

Batch number oy

i 6972144532645
g o govera") risk level
Is me prOduct b

Safety Gate RAPEX |

Case number %
A12/00836/21

Type of risk

ealth risk / other A B
Risk description K(techmcaFdef&ﬂ ﬁnd

consequences) ¥ . &

The particle/filter netentiou of th& materlal is

insufficient 1megsurad valﬁeﬁ? as low as

44%). Conseqamiuly, the‘product does not

fulfil the hgalth and §afety requirements;

thus, even Tfaﬁmbm@dwnh other
recomimended mn _asures it may not

;'._.Tﬁe pmﬂuct does not comply with the
Pm:mal Protective Equipment (PPE)

Regulatlon and with the relevant European

standard EN 149.

erirous

Product catego
Protective equipment

Measures
Compulsory measures
Other

Warning consumers of the risks
31/05/2021

Alert submitted by

nspairap

09/06/2021

Page 1



2021 | People's Republic of China

nspairap 09/06/2021 . Page 2



uopeen | Safety Gate RAPEX

Commission

Case number

A12/00837/21

'Il_'ly pe of risk . N
ealth risk / other A9 B

Risk description g;echme@defe@f aad

consequences? P 5 A
The particleffilter rﬁtentloriipf th&materlal is

insufficient %meﬁsumﬁ\val 5 '.,:as low as
82%). Conseqtight|
fulfil the health aﬁﬂ\safetytrequwements

Product (what the Product Recall thus, e\ﬁﬁ’fﬁ bifidd:
e recon’knended Masures, it may not

article filter mask  Type/number of model properlggrotect

» WSX-KN-1 Ae 'jprovﬁ%ns (at EU level) and European
stap&’rda ag‘afnst which the product was tested
F'did A6t comply

Name (on the product

or the packaging) Batch number“ b

,.—5.-‘-!'

Everise Unknown \e praﬁuct does not comply with the
_ Bar code W - Personal Protective Equipment (PPE)
Brand (on the product Unkﬂnwn & Regulatlon and with the relevant European
or the packaging) Y . st
- Everise £ . andard EN 149,
'5 the ar&é&;ct =~ \“‘j‘ gOveraII) risk level
OECD Portal category ﬁ%kmrfeit -9 erious
gf kng\ggz Safety he “ﬁ W Product category
Pfg:!ecﬂon S; v/ o 1 S ms noﬁﬁn.atron Protectlve equipment
Ilnkédio a Business "
Is the product (glso) ;Gatewaa/ case? REslies
sold onlineZZad N b,
Unknown.:“_ﬂ.‘, A '\ Compulsory measures
e
Professmnai product‘i‘/ | Other

| ""»Product dessrlptlon \?l’\!l?ag;g 2(;lonsumers of the risks

. Protective respiratory filtration half-face
mask, procured by North Rhine-Westphalia
in the context of the pandemic.

Packagm description
Bliue/white outer packaging, marked with:

‘KN9%’, containing 50 units.

Year Country of origin Alert submitted by
2021 People's Republic of China

nspairap 09/06/2021 Page 1






European l
Commission

Product (what the Product Recall

roduct is

article filter mask  Type/number of model

Unknown .
Name (on the product

or the packaging) Batch number

Unknown
Brand (on the product T
or the packaging)
..sgw:Kf Unknown
Is the product
%iﬁ?wima' pateoory counterfeit?
gsooooo& . Safety; Unknown

Protection - DIY - Is this notification

linked to a Business

Is the product (also) Gateway case?

sold online?
Unknown - No

research has been
carried out to
ascertain whether
there have been any
online sales.

Professional product?
No

Product description -
Protective respiratory filtration half-face

mask, without valve, for single use.
Packaging description
The product is sold in a biue and white

plastic pouch containing 5 masks, marked
with "KN95" and "GB2626-2006".

Year

nspairap

Country of origin

18/06/2021

Safety Gate RAPEX

Case number
A12/00912/21

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

consequencesz _ _
The particle/filter retention of the material is

insufficient (measured values: as low as
22%). 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)
Regulation and with the relevant European
standard EN 149,

Overall) risk level
erious

Product categol )
Protective equipment

Measures
Compulsory measures
Other

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

Alert submitted by

Page 1
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European’
Commission

Product (what the Product Recall
groduct is
article filter mask  Type/number of model

nknown
Name (on the product

or the packaging) Batch number

Folding Respirator  Unknown
Brand (on the product Bar code
- Unknown
or the IGackaglng)
* AN Is the product
counterfeit?
OECD Portal category Onkhown

gf know'n&
5000000 - Safety /

Protection - DIY Is this notification

linked to a Business

Is the product (also)  Gateway case?

sold online?
Unknown - No

research has been
carried out to
ascertain whether
‘there have been any
online sales.

Professional product?
No

Product description
Protective respiratory filtration half-face

mask, without valve, for singie use.

Packaging description
The product is sold in a blue and white

plastic pouch containing 5 masks, marked
with "KN95=FFP2" on one side and "3D
MASK Pharmacy” on the other. The product

nspairap

18/06/2021

Safety Gate RAPEX

Case number
A12/00913/21

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

con'sequt_encesz _
The particle/filter retention of the material is

insufficient (measured values: as low as
38%). 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 Europsan
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.

gSngeraII) risk level
erious

Product catego
Protective equipment

Measures
Compulsory measures
Other

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

Page 1



claims protection against PM2.5, dust and
viruses.

Year Country of origin Alert submitted by

nspairap 18/06/2021 Page 2



B oo~ .| Safety Gate RAPEX

Commission

Case number
A12/00914/21

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

consequences{
The particleffilter retention of the material is

insufficient (measured values: as low as
75%). Consequently, the product does not
fulfil the health and safety requirements;
thus, even if combined with other

P:gg:g i(swhat s ACHTERE recommended measures, it may not

article filter mask  Type/number of model Properly protect.

] Unknown Legal provisions (at EU level) and European
Name (on the product L standards against which the product was tested
or the packagin | and did not comply
KN 95 PRO E(?‘}'IVE ML The product does not comply with the
MASK Bar code Personal Protective Equipment (PPE)
. duct Unknown Regulation and with the relevant European
Err?;g é‘;’;éagigg; e standard EN 149,
Is the product Overall) risk level
o counterfeit? gerious) |

ZHONGNAN
Unknown Product catego

OECD Portal category |s this notification Protective equipment

gf known linked to a Business
5000000 - Safety / Gateway case? Measures

Protection - DIY

Is the product (also) Compulsory measures

sold online?
Unknown - No Other

research has been

carried out to Withdrawal of the product from the market
ascertain whether 03/03/2021 '

there have been any
online sales.

Professional product?
No -

Product description .
Protective respiratory filtration half-face

‘mask, without valve, for single use.
Packagin descfiption ]

The product is sold, packed in a transparent
plastic pouch, in a cardboard box

nspairap 18/06/2021 Page 1



containing 50 items, marked with "KN95",
and claiming compliancy to the European
standard EN 149.

Year Country of origin Alert submitted by

“ People's Republic of China Italy

 nspalrap ' 18/06/2021 Page 2



European '
Commission

Product (what the Product Recall

roduct is

article filter mask  Type/number of model

nknown
Name (on the product

or the packaging) Batch number

KN 95 FACE MASK  Unknown
, Bar code
Brand (on the product Unknown

or the packagin
' -J\P—JUN U_%)
OECD Portal category

gf known
5000000 - Safety /

Protection - DIY

Is the product

counterfeit?
Unknown

Is this notification
linked to a Business

Is the product (also) ~ Gateway case?

sold online?
Unknown - No

research has been
carried out to
ascertain whether
there have been any
online sales.

Professional product?
No :

Product description
Protective respiratory filtration half-face

mask.

Packaging description
The product is sold in a blue and white

plastic pouch containing 10 items, marked
with both "KN95" and "FFP2", and claiming
compliancy to the European standard EN

nspairap

18/06/2021

Safety Gate RAPEX

Case number
A12/00915/21

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

consequencesi
The particleffilter retention of the material is

insufficient (measured values: as low as
34%). 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)
Regulation and with the relevant European
standard EN 149.

gOvpraII) risk level
erious

Product catego
Protective eauipment

Measures
Compulsory measures
Other

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

Page 1



149.

Year Country of origin Alert submitted by

2021 | People's Republic of China

nspairap ' 18/06/2021 Page 2



European
Commission

Safety Gate RAPEX

Case number
A12/00917/21

Type of risk
H)é%lth risk / other

Risk description (technical defect and

consequgncesz
The particleffilter retention of the material is

insufficient (measured values: as low as
75%). Consequently, the product does not
fulfil the health and safety requirements;
thus, even if combined with other '

Product (what the Product Regcall .
roduct is recommended measures, it may not
gart’icle ilter mask  Type/number of model Properly protect.

Unknown ‘Legal provisions (at EU level) and European

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

Batch number

or the packagin and did not comply

3D PROTECgl'I\% Unknown The product does not comply with the
MASK Batona Personal Protective Equipment (PPE)
Brand (on the product Unknown Regulation and with the relevant European
or the packaging) o il 71 standard FN 149.

« W NZH%)Ug ¢ p eit? gOverall) risk level
counterfeit’ i
HUASAI Unknown L=y
Product catego

OECD Portal category s this riotification Protective equipment

if known linked to a Business
&5000003 - Safety / Gateway case? Measures

Protection - DIY

Is the product (also) Compulsory measures

sold online?
Unknown - No Other

research has been

carried out to Withdrawal of the product from the market
ascertain whether 03/03/2021

there have been any
online sales.

Professional product?
No

Product description
Protective respiratory filtration half-face

mask.

Packagin 'description

The product is sold in a cardboard box
containing 50 items, marked with "KN95",

nspairap 18/06/2021 Page 1



and claiming compliancy to the European
standard EN 149.

Year Country of origin Alert submitted by

2021 People’s Republic of China

nspairap 18/06/2021 Page 2



cwopean | Safety Gate RAPEX

Commission

Case number
A12/00918/21

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

consequgnces_g . _
The particle/filter retention of the material is

insufficient (measured values: as low as
65%). Consequently, the product does not
fulfil the health and safety requirements;
thus, even if combined with other

Product (what the Product Recall :
ot recommended measures, it may not
article filter mask  Type/number of model Properly protect.

Unknown Legal provisions (at EU level) and European

Name (on the product ST standards against which the product was tested

g packaR NG )y Ergwn and did not comply '

KN 95 - The product does not comply with the

MOUNTED MASK . e :ersc:n:l Protzctlve Equipment (PPE)

Unknown egulation and with the relevant European

Eﬁ'{}‘: (‘;2:29"’]"0"““ standard EN 149,

ZHONG G Is the pronuct gOverall) risk level
counterfeit? erious

OECD Portal category SR grocgucit: category
if known . e rotective equipment

§5000000 - Safety/ ° S noifaton

Protection - DIY inked to a Business M

Gateway case? Sl os

Is the product (also)

sold online? Compulsory measures

Unknown - No

research has been Other

carried out to '

::::aﬂ:;c:’::;:e;n Ban on the marketing of the product and

. y accompanying measures

online sales. 03 03/2021

Professional product?
No

Product description
Protective respiratory filtration half-face

mask.

Packaging description
The product is sold in a cardboard box

containing 50 items, marked with "KN95",
"FFP2" and "FDA".

nspairap : 18/06/2021 Page 1



Year Country of origin Alert submitted by

nspairap 18/06/2021 Page 2



European I
Commission

Product Recall

Product (what the

roduct is)
Particle filter mask

Type/number of model
Unknown

Name (on the product
Batch number

%ér&?)gﬁckagmg) Unknown
: Bar code
Brand (on the_product Unknown
or the packagin 5
NS CHENG Is the product
.+ WENXIN counterfeit?
Unknown

OECD Portal category -

gf k.nown&
5000000 - Safety /

Protection - DIY

Is this notification
linked to a Business
Gateway case?

Is the product (also)

sold online?
Unknown - No

research has been
carried out to
ascertain whether
there have been any
online sales.

Professional product?
No

Product description”
Protective respiratory filtration half-face

mask.

Packaging description
The product is sold in a cardboard box

containing 10 items, marked with "KN95"
and "FFP2", and claiming compliancy to the

nspairap

21/06/2021

Safety Gate RAPEX

Case number
A12/00919/21

Type of risk
H)églth risk / other

Risk description (technical defect and

consequences
The particleffilter retention of the material is

insufficient (measured values: as low as
80%). 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 i
The product does not comply with the

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

gOVEaraII) risk level
erious

-Product category

Protective equipment
Measures

Compulsory measures
Other

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

Page 1



European standard EN 149.

Year _ Country of origin Alert submitted by

2021 People's Republic of China

nspairap 21/06/2021 Page 2



European I
Commission

Product (what the Product Recall

roduct is
article filter mask  Type/number of model
‘ ‘ « P0102
Name (on the product e bod i
or the packagir atch numberg, &
MaschermagFF%)z 5 Unknown ).
strati Bar code ‘
Brand {on the product Unk“a“f? 5, .
or the packaging}
- Safemed Saglik lsthe proaéﬁrt .
counterfeit? =
Urunleri Haydar Uﬁkmn -t.:;
Bozdemir . :
& "‘is tfus noﬁﬁcatlon

OECD Portal categat:y linkedto a Business
gf known()) % Gatewasy case?

500000 Safeyl A5
Protection ~DIY -

'i"'.i [ \ ]
v lsthe prodt.ﬂ‘:t (also)

* sold online? % SR

& Unknown.=No ~

\ . research has been

. carried out to
~ascertain whether.

there have been any

online sales.

Professional product?
No

Product description ;
White protective respiratory filtration half-

face mask, with transverse orientation and
printing, claiming compliance to the
relevant European standard EN 149.

nspairap

22/06/2021

Safety-Gate RAPEX

Case number

A12I00927!21

Type of risk =z

ealth risk / other AN .
Risk description (gtechmoat defa&tgnd ke,

consequences;
The particle/filter mtentloﬁ of thé materlal is

insufficient fmaﬂtured val&ﬁs. as low as
84%). Consequﬁntly, the product does not
fulfit the health arid safety requirements;
thus, even ﬁz&mblﬁeﬁmth other
recomi‘limndedmasures, it may not
properly protect ¥

f.,J-Legai p[ovismns (at EU level) and European
i ‘stantards against which the product was tested

‘arid did riot comply
“The product does not comply with the

Personal Protective Equipment (PPE)
. ‘Regulation and with the relevant European
'jstandard EN 149,

. (Overali) risk level

erious

Product _category
Protective equipment

Measures
Compulsory measures
importer

Withdrawal of the product from the market
04/05/2021 _

Page 1



Packaging description
The product is sold in a transparent

cellophane pouch containing three items
and an information leaflet in Italian
containing instructions for use, the dates of
production, and the names and addresses
of the manufacturer and of the distributor.

Country of origin

Year

/‘i'_../- ,} 3 .\".

A T RS T S

nspairap 22/06/2021 Page 2



Product (what the

roduct is)
article filter mask

Name (on the product

or the packaging)
FFP2 EIBU :

Brand (on the product

or the packaging)
° QIPBU

OECD Portal category

&f known&
500000 Safety I

Protection - DIY
Is the product (also)

sold onilne?
Unknown il

No

'-_-Product deSCrlptlon .

European
Commission

4 F’rofeasmnai product?

Product Recall

Safety Gate RAPEX

Case number
A12/00928/21

Hype of risk b
ealth risk / other AP

-

Risk description (iechnlwdef@r Md '::}

consequences} o g
The particleffilter mtentlon 0 thefmaterlal is
insufficient fmaaswaﬁxvamqs* as low as
91%). Consequently, the: product does not
fulfil the health and safety requirements;

thus, e\fan iFcombined wi
reconinﬁnded‘ﬂmasures, it may not

Type/number of model Properiﬂ'hrotect

- QB 001

Batch number.-.
» 20210120 "x‘ .

Bar code gj‘:,‘-« )

Is ihe,preduc
coynterfeit? B,
Uﬁkmn %"

Is ﬂ'ﬂs noﬁﬁ%tlon
Imked toa Business
Gateway case?.

White protective respiratory filtration half-

face mask.

Packaging description

Year

Country of origin

st:’egﬁ Q{O\ﬁ@ns (at.EU level) and European
o stanﬁar@s against which the product was tested

¢ and did net comply
The praduct does not compIy with the

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

&Overall) risk level
erious

Product catego
Protective equipment

r!. .._

Measures

Compulsory measures
Other

Withdrawal of the product from the market
07/05/2021

Alert submitted by

nspairap

22/06/2021

Page 1






‘European
Commission

Product (what the 'Product Recall
roduct is :
article filter mask
« 9600 TYPE
Name (on the product FILTER . .
! the Eackagmg) RESPIRATQR
RESPIRATOR Batch number : '
Unkn:own j" '
Brand (on the product L
or the packa Bﬁi‘ cod& s s
« BI WEI I%Agl)G Uﬂkrwwn
OECD Portal category Is:'the ﬁfoduct
&f known& ‘-wrmterfeif?
500000 Safetyl Unkngwn

i

Protection - DIY =
Is this notlflcat|on

Is the produét (aﬁsﬁ) lm!ged to a Business
sold onling? " Y G'Eateway case?
Unknown ~No :

. research has been
"/ carried out to <
ascertain Whether
there have been any
onlme sales

"e\

Professional product?
No '

Product description
White protective respiratory filtration half-

face mask, with the brand and the mark
"KN95" printed on the side.

Packaging description

The product is sold in a non-transparent
plastic pouch contammg 10 items, and

nspairap

22/06/2021

Safety Gate RAPEX

Case number
A12/00929/21

Type of risk
Health rlsk I other

consequences} o

The particleffilter rgtentlombf trm material is
insufficient fﬁi:egsumﬂrvalm ‘as low as
81%). Consedqjfiet tly, the  product does not
fulfil the health am} safety% requirements:
thus, ev@n ﬁ’i%@mbl wuh other

reconﬁﬁbnded‘maasures, it may not

FI‘

Type/number of model properfy protect.

3l provisions (at EU level) and European

L' =‘staaﬁ'ﬁardgs ag’ﬁfnst which the product was tested

ﬂ 7 and did not comply
The product does not comply with the

. Personal Protective Equipment (PPE)
Regulaﬂon and with the relevant European

J s*tandard EN 149,

gOverall) risk level
erious

Product catego
Protective equipment

Measures
Compulsory measures
Other

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

Page 1



claiming compliancy to the European
standard EN 149.

Year Count,ry of origin Alert submitted by

2021 | People's Republic of China ialy

nspairap 22/06/2021 Page 2



European I
Commission

Product Recall

Product (what the

roduct is)
article filter mask

Typelnumber of model
« 518902-01

Name (on the product - 1/BC11.5[12 b

or the Packagmgi() R %
KNS5 face mas Batch number “¥:
_ « CAIAE. i
Brand (on the product £
or the packaging) Bar Gode ‘-%;‘
- Prosafe

Unknown N

OECD Portal category

gf known&
5000000 - Safety / . ’

Protection - DIY _

counterfelt'? L
Nb b ‘--.,

is thfs ﬂotlflcatlon
« linked 1o a Business

Is the product (also)
Gateway case?

sold online?"

Yes - Other \
ng-*
F’rofessmnal product‘?

No

B A I

Product description
Protective respiratory filtration half-face

mask. The product is also sold online.

Packaging description

Year

Country of origin

Safety Gate RAPEX

Case number

A12/00931/21

Type of risk . N
ealth risk / other S B

Risk description (techmoﬁf’ def@tﬁnd v

consequences) W&

The total filtration: ca,pacltg of thg mask is
insufficient (lﬁaasuraﬂ mean values: as low
as 71%). Congaquently, the product does
not fulfil the health and safety
reqmremerits* thus gven if combined with
other: i'ecommenﬂed measures, it may not
properly protect L

/L«egﬂl p;oﬁ&ﬁns (at EU level) and European
?sta;tﬁards 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 catego
Protective equipment
Measures
Voluntary measures

Importer

Remdval of this product listing by the
online marketplace

Alert submitted by

nspairap

22/06/2021

Page 1






Bl o> | Safety Gate RAPEX

Commission

Case number

A12/00932/21
Hype of risk —4

alth risk / other r_ W N
Risk descnptlon (techmoéf defezﬁf 5nd »
consequences W o4

The partlclelfl ter r&tentlonfbf the;matenal is
insufficient (megsured ValﬂHS" as low as
86%). Consequently, the product does not
fulfil the health and safety requirements;
thus, ‘even Ifmmbmed ‘with other

Product (what the Product Recall
RS recommended mhasures, it may not
article filter mask  Type/number of model Properly protect.’s
nknown - ,J.Legal p[oVTsians (at EU level) and European
Name (on the product . standards against which the product was tested
orthe packaging)  Batoh numberf {8 L@ 0q Bst comply
LEIKANG . "The product does not comply with the
Barcode = . ‘Personal Protective Equipment (PPE)
B:?:g (Zr;:!;eirr:rt;duct Unkngwn { ", 'Regulation and with the relevant European
23 LéJIKAN% 9 ¥ o 0 | standard EN 149,
Is the pr@dact oET gOverall) risk level
OECD Portal category aﬂ-’lﬁz&#‘} < erious
if known)’ A Product catego

5000000 - Safety / - Protective equipment

Protection - DIY _ | ls this notification

Imked, toa Business

Is the product (also)_"“-\\' Gateway case? gassiie

sold online? %=~ 3

Unknown-No Compulsory measures

research has been

carried outto i Other

ascertain whether

there have been any Withdrawal of the product from the market
online sales _ 03/03/2021

ﬁlr
Professional product?
No -

Product description
Protective respiratory filtration half-face

mask, with the brand and the claims “FFP3"
and "EN 149" printed on the side of the
product.

Packaging description

The product is sold, packed individually in a
transparent and blue plastic pouch, in a

nspairap 22/06/2021 Page 1



blue and white cardboard box containing 30
items, with the claims "FFP3" and
"BFE>99%".

Year Country of origin Alert submitted by

nspairap 22/06/2021 Page 2



Bl oo~ | Safety Gate RAPEX

Commission

Case number

A12/00933/21
|.Iype of risk ——

alth risk / other ANE. B
Risk description (techmca& defe@ ﬁnd v

consequencesg L
The particleffilter ratentlon pf tharmaterlal is

insufficient {measured valugs: as low as
84%). Consequently, the product does not
fulfil the health and safety requirements;
thus, even if cambmad with other

Product (what the Product Recall
roduct is recomimended’ measures, it may not
article filter mask pre/number of model properly protect.
known sLegal provﬁs;ans (at EU Jevel) and European
Name (on the product S berd) ,’f., standards against which the product was tested -
or the packaging) Uﬁl?nonwurrln SF& % and did not comply
FFP3 protective < “The product does not comply with the
mask Barcode A " :;ersc;ntal Prott;ctlve Equipment (PPE)
Unknown - . Regulation and with the relevant European
S:?:: (‘;'; lfze r‘}’g;d”"t " 4 .| standard EN 149.
- XINNUOZ! s the product -, " Overal) risk fevel
cc:s(nterfelt? s erious
OECD Portal category U nown . Product category
if known Ma this ’ Ol'lfi catlon Protective equipment

5000000 - Safety /

Protection - DIY linked to a Business

" Gateway case? Measures

Is the product (a!se)

sold online? Compulsory measures
_Unknown - No | =R
research has been ;. Other
carriedoutto
ascertain whether
reabic ) il g\gtgg;%vzv?l of the product from the market
~online sales.

Professional product?
No

Product description
Protective respiratory filtration half-face

mask, with the brand.

Packaging description
The product is sold, packed individually in a

transparent and white plastic pouch, in a
white cardboard box containing 30 items, -

nspairap 22/06/2021 Page 1



with the claims "FFP3", "BFE>99%" and of
compliancy to the European standard EN
149.

Year Country of origin Alert submitted by

2021 People's Republic of China

nspairap 22/06/2021 Page 2



opean |- Safety Gate RAPEX

Commission

Case number

A12/00943/21

: I_Iype of risk . N
alth risk / other AT W

Risk description Qtechm,i'" it w

consequences} . B
The particleffilter rﬁtentlon, of thp matenal is

insufficient {Medsured valuesy ‘ds low as
15%). Consequﬁm;ly, the' product does not
fulfil the health and: safety requirements;
thus, even if gbmbined with other

Product (what the Product Recall
roduct is recomimended measures, it may not
article filter mask pre/number of model Pr °Pe'"¥ protect. ¥
known ?p;;o\ﬁsfans (at EU level) and European
Name (on the product ;}"’staagards against which the product was tested

Batch number: u W

! ‘and did pot comply -
KN95 elf-Pr;'mlngI Unknown ._'_f ). " The product does not comply with the
Filter & Anti Particle Barcode” P

e % Personal Protective Equipment (PPE)
Respirator - 5 masks’ Unknown '33 ", .Regulation and with the relevant European

or the gackagrng

pack : 2  standard EN 149,
I$ the pr uct - -
Brand (on the product copnterfeit? . g%\lff; 32) risk level
or the packaging) Unknown " )
« Anysound Product catego

5k ls ttﬂs noﬁfrcatlon Protective equipment

OECD Portal category linked to a Business

if kKnown ?
&500000& Sa,fety/ Gatewav case?

Protection=DIY -

’\-‘. i

.8 the produet (also)
sold online? #is....- Other
- Unknown = Procured
\ VoE B_h;me- Warning consumers of the risks

Westphalia in the 31/05/2021
" context of the

pardemic.

Measures

Compulsory measures

Professional product?
No

Product description
White protective respiratory filtration half-

face mask.
Packaging description

The product is sold in white-blue plastic
pouches containing 5 items each, with the

nspairap 24/06/2021 Page 1



claim KN95.

Year Country of origin Alert submitted by

nspairap 24/06/2021 Page 2



European
Commission

Product (what the Product Recall
roduct is
article filter mask prelnumber of model
known

Name (on the product

or the gackagmg)

KN95 Self-Priming Unknown

Filter & Anti Particle

Respirator - 10 Eﬁ&g%dﬁn
masks' pack

Is the preduct :
Brand (on the product cor:mterfelt’? B
or the packaging) Uﬁknewn

« Anysound A,,_i_._.

£ 18" t!‘ﬂs notlﬁeatlon
OECD Portal categm'y linked to a Business

if known RS, A
500000 Safagyl pEsta e Dnme]

Protection = DIY
&

I thie produet (also)

“sold onltne’?
Unknown -

Purchased during
the pandelmc by the
Land North Rhine-
Westphalia.

Professional product?
No

Product description
White protective respiratory fiiltration half-

face mask, sold in white-blue plastic
pouches containing 10 items each, with the
claim KN95.

Packaging description

nspairap

24/06/2021

Safety Gate RAPEX

Case number
A12/00944/21

Type of risk X2
ealth risk / other a5 - {ﬁ’
Risk description (technlcaif defe%::t and v

consequencesg tn g
The particleffilter retention of the materlal is

insufficient "(nieasured valqe&, as low as
15%). Consequently, the product does not
fulfil the health and: safety requirements;
thus, evarl 1f cqmbmgti with other
recommended m”easures, it may not

properiy protect

‘,.I_Q'Legaj provisiens (at EU level) and European
i 3;f'stanﬁard§ against which the product was tested

Batch number: i . % aAddid fet comply

.. The praduct does not comply with the

\. Personal Protective Equipment (PPE)

. Regulation and with the relevant European
i standard EN 149,

gOverall) risk level
erious

Product catego
Protective equipment

Measures
Compulsory measures
Other

Warnin consumers of the risks
31/05/2021

Page 1



Year Country of origin Alert submitted by

nspairap 24/06/2021 Page 2



S Professmnal product?

Bl oo | Safety Gate RAPEX

Commission

Case number

A12/00962/21 .
Type of risk .

Heaith risk / other M
Risk description itechnlw defe%:tmd . 8

consequencesg Gt gxr
The particle/filter F&tgntmn of the matenal is

insufficient ‘(nieaSured“ val‘uek. as low as
72.5%). Consﬁquently, the product does not
fulfil the health and ,safety requirements;
thus, e\gén if eombmad with other
caatleb ey reconﬁnended mbasures, it may not
article filter mask  Type/number of model Property protect.’s’

» univent-medical ;:Legaf provisions (at EU leve!) and European
Name (on the product e et { ;standhrgs against which the product was tested
or the packaging) A CAMNT. ?4-’5@__\ { ‘and did not comply

Product (what the Product Recall

Respirator “The product does not comply with the
resplrafory Barcode ¢ i Persenal Protective Equipment (PPE)
protective mask . 4250391303499 Regulatlon and with the relevant European
FFP2 A e \ : j,sfandard EN 149,
I8 the product e
Brand (on the product coun;erfe,t? r- I L g%‘;?;ﬁ'_l,) B B
kagi L
or the IE:zac aglng) -:No ! Product category

e th;s notiﬁcatlon Protective equipment

OECD Portal category lmkedto a Business

SR -ty o7 Moseures
Protectlona DY
. Compulsory measures
e ) th&prodﬂat (also)
““sold online? .+ Other

Yes - Amazon

Ban on the marketing of the product and

Yes o any accompanying measures
21/05/2021

Product description
Protective respiratory filtration half-face

mask. The product was sold online, in
particular via Amazon.

Packaging description
The product is sold in transparent plastic

pouches.

Year Country of origin Alert submitted by

nspairap 29/06/2021 Page 1
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B oor,.| Safety Gate RAPEX

Commission

Case number s
A12/00963/21
Type of risk
ealth risk / other
Risk description ., h 4
(technical defect: and
consequenc ":_t b,
The particle/filter 'f'{';@“ kit
retention of tha B i
material i is.r B
Product (what the Product Recall NS i et
BN, (meaam‘ed va ua:s, as
article filter mask  Type/number of model low as'68%). ™
« P-0102 C’bmqu“buﬂy the
Name (on the product ~ « P0102 . { ‘product does-not
or the packaging) - L fuffil the :health and
FFP2 Batch number .. safety réquirements;
Atemschutzmaske  Unknown thus, ‘even if
' comblned with other
Brand (on the product Baﬁ 99 34 6 Brecommended
or the packaging) 5+ 86 2 6 2980
« PROP A|g( , R gy 11 measures, it may not
Is the produ&i ' properly protect.
OECD Portal category counterfeit? > Legal provisions (at
Sosaouth - satry e EUlev
Protection - DIY ‘& s this! notification European standards
”\-..Ilnked {o 2 Business  against which the
Is the produt:‘t W) " Gateway case? produ_ct was tested
sold onling® . ¥ and did not comply
Yes -:Other T The product does not
o . comply with the
Profess|ona| produet? Personal Protective
No Equipment (PPE)
Regulation and with
-\";Product descnptlon the relevant
Protective respiratory filtration half-face European standard
mask. The product is also sold online. EN 149.
Packaging description _ g%‘;ﬁ',’ﬂi’ Hoidevel
The product is soid in individual Product catego
transparent plastic pouches, packed in a Protecti
white and blue cardboard box containing a fedeesves equipment
total of 10 masks. The smaller packaging M
unit lacks the declaration of conformity, and CEITIES
the corresponding link or reference.
Compulsory Voluntary measures

measures

nspairap 29/06/2021 ' Page 1



Year

Other

Withdrawal of the
product from the
market -

Compulsory
measures

Other

£
f.

Withdrawal of the
product from the

market .-

_l .
ry i .
L 3 b

k.

~
A,

Importer

Withdrawal of the
product from the

market

Voly_r_wlw_ta'i'fy}ngasures

Wlﬂ!drawal of the
f ~product from the
market

-
-,

Country of origin__._ "~ Alert submitted by

P = . b
r;'{ 4 \:\1 ‘/.’ 5

nspairap

29/06/2021

Page 2



European
Commission

Product (what the Product Recall
roduct is)
article filter mask  Type/number of model
» SH-ZK12

or the packaging

FFP2 Face mas - 202101A %

Brand (on the product 3@210129
or the packaging) NN
- YWSH Bar cod&fh ‘?ﬂ -
Unkmfwrr e

OECD Portal category

gf known& s the ﬁmduct

5000000 - Safety / .« haf,unter@@

Protection -DIY /.~ Unknown &’
«-H,

_Is this notlflcatlon
%bnked to a Business

| 1 Gateway case?

Is the product (also)

sold online?s-
Yes - Other
:‘f“""
yr Professnonai product‘?

LT

* Product deSCrlptlon
*. Black protective respiratory filtration half-

'face mask. The product is also sold online.

Packaging description
The product is soid in purple plastic

pouches containing 1 item, with a reference
to EN 149 and the claims to be FFP2; the
product is CE marked.

Year

» Production data. :

Country of origin

Safety Gate RAPEX

Case riumber
A12/00964/21 .

Type of risk
Health risk / other b
Risk description. gtech nlﬁ’ defﬁl‘ #n

consequences) w47

The total fllt:atlon ﬁpacltybf thg mask is
insufficient 'flﬁeﬁ*sumﬂ’me“ajﬂiﬂues as low
as 83%). Conmuently%, the product does
not fulfil the health'and safety
requnrem;enfs*“"thus, even if combined with
other: fecomménﬂed measures, it may not

properly protect

: :.;L&M@rovfaﬁns (at EU level) and European

Name (on the product - & "fstamﬁards against which the product was tested

Batch number . # -'aﬂﬁi did not comply

“The product does not comply with the

Personal Protective Equipment (PPE)

‘Regulation and with the relevant European
. ‘standard EN 149,
“o gOveraII) risk level

erious

Product category
Protective equipment

Measures
Compulsory measures
Importer

Recall of the product from end users.

Alert submitted by

2021 People's Republic of China
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< Safety Gate RAPEX

Commission

Case number
INFO/00122/21

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

consequences),
The product bears a CE marking but its

fiitering capaclty has not been tested by a
relevant cornpetent European conformity
assessment hcdy Consequently, it is not
proven that the praduct fulfils the health
——'7and safety requrrements thus, even if
Typelnumber of modal .combiried with other recommended
. _measl.Ires, it may not properly protect.

Name (on the product
( p S L Legal provisions (at EU level) and European

Product (what the Product Recall

roduct is
article filter mask

or the packaging) : ~.  standards against which th duct
. 16.09.2020. - E g which the product was tested

Protective mas %( . N '-?-?,d did f:’ot (éog..ply

_ o = code . “The product does not comply W|th the
E:?r?g F()(;r;;;eigg;duct . 6970539790044 Personal Protective Equipment (PPE)

.« HU AMII:]:’ . Regulation.
ls the prouuct &Overall) risk level
OECD Portal category g‘l"li(n;gffffq nknown
Sf known& 2 Product catego
500000 Safetyl Protective equipment

Ahils thrs notlflcatlon

Protection - DIY linked to & Business

Is the product{also) Gateway case? VEERUIES

sold online? ™~ . _

Yes - Other .. Voluntary measures
Professional product? Retailer

No

Product description Removal of this product listing by the

Blue mask with earloops and without valve. online marketplace
The product is also sold online. 31/05/2021

Packaging description
The product is sold in a white/green

cardboard box with 20 masks inside, with
the claims FFP2 on it.

Year Country of origin Alert submitted by

nspairap 04/06/2021 Page 1






European
Commission

Product (what the Product Recall

roduct is
article filter mask

nknown
Name (on the product

or the packaging) Batch number:

Self-imbibition filter Unknown ‘:‘;.“;.::-\:_f.,_
anti Partlcle o Y /
respirator Unkn aiua .
oo ot
YLEl?\ls%)ER d mi";gﬁﬂ p
OECD Portal ategory s thls notification

ﬁnked to 8 Business.

gf known
Gateway case?

5000008 Safety !
Protection - BIY

Is the product (al&D)

sold online?
Yes - Other

Professional product?
No

Product description
Grey filtering half mask with valve and

earloops in a transparent plastic bag. The
product was also sold online.

Packaging description
White/light blue cardboard box with 10

masks inside.

Year Country of origin

Safety Gate RAPEX

Case number
INFO/00123/21

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

conseguences
The product ears a CE marking but its.

filtering Maclty has not been tested by a
relevan‘t competent European conformity

‘assessment bﬁdy Consequently, it is not

pwVen that the m‘oduct fulflls the health

H tds against which the product was tested

“and did'fiot comply
- Tha product does not comply with the

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

{?verall) risk level
nknown

Product categot
Protective equipment

Measures
Voluntary measures
Retailer

Removal of this product listing by the

online marketplace
31/05/2021

Alert submitted by
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