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Alertas RAPEX mascarillas
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Salud
y Portavocia del Gobiemo

C/ Obispo Lepe, 6 {C.AR.P.A)
26071 — Logrofio. La Ricja
Teléfono: 941 298 923

Humanizacién,
Prestaciones y Farmacia

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 Unidn Europea. Las alertas del sistema RAPEX son notificadas por un Estado Miembro.
Algunos de los productos notificados puede que no se encuentren disponibles en nuestro pais, salvo que se

adquieran a través de comercio electrdnico.

Se adjuntan las dltimas alertas referentes a mascarillas de filtracién para proteccién frente al contagio por

COVID19:
A12/00756/21 A12/00768/21 A12/00769/21
A12/007_70/21 A12/00771/21 A12/00779/21
A12/00785/21 Al12/00808/21 A12/00810/21
A12/00814/21

Estas alertas han sido calificadas como A12 por haber sido sometidos los-productos a ensayos y presentar en
todos los casos una capacidad de filtrado insuficiente acorde a lo-dispuesto en la Norma Europea EN 149:2009

sobre dispositivos de proteccion fespiratoria’, por ello se ha dispuesto |a retirada del mercado de las mascarillas

afectadas.

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 Ordenacién Farmacéutica y Medicamentos: Tifno: 941 299

923 - mail: alertas.productossanitarios@laricja.org
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Product (what the Product Recall

roduct is
article filter mask
« NRFM002

Name (on the product

i Batch number:
oriheipackaging) « 010750 i
Brand (on the product Bar code 4M,
or the ackaging :
- TRN Me%TeLs A4

Face Mask tounteM?
QECD Portal cadtfegory & :
if known Pl *‘}s thbﬂgtlf ication
500000 Sg@fet ! Med f&a Business
Pretectiae‘&‘hbi‘{ Ggi%w ay Y
Is the produéf ‘ B 1_1_,.3/
sold online? ;,;_‘?3?'-’;-""&

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

Professional product?
No

Product description

White half-face particle filter mask, branded

FFP2.

Packagln%descnptlon
Multi-pack cardboard holder contammg 50

items, individually wrapped in ce!lophane
envelopes.

nspairap

Type/number of modﬁ: Propgdy protect.

ftys’fhe prqﬁ‘ilct ": :

27/05/2021

Safety Gate RAPEX

Case number
A12/00756/21

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

consequence
The particleffi ilter retentlon of the material is

msufflclent (measured values: as low as
85%). Sonsaquently, the product does not
fulfjl the health'and safety requirements;
thfu,s even if combmed with other
y ‘recommended measures, it may not

sf&’fdards against which the product was tested

. and “dig.not comply

«The praduct does not comply with the
'Pampnal Protective Equipment (PPE)
Regulation and with the relevant European
standard EN 149.

Overall) risk level
erious

Product catego
Protective equipment

Measures
Compulsory measures
Manufacturer

Ban on the marketing of the product and
any accompanying measures

Page 1



wopean | Safety Gate RAPEX

Commission

Case number
A12/00768/21

‘Type of risk
Health risk / other

Risk description (technical defect and

consequences).
The total filtration capacity of the mask is

insufficient (measured mean values: as low
as 65%}, Consequently, the product does
not fulfil the health and safety
reguirements; thys, even if combined with

P:gg:gtt j(swhat Bt TodustRecal £other recommend‘ed ‘measures, it may not
article filter mask Type/number of modé‘ mprop protect.
« SH-ZH12 A M}prowsmns (at EU level) and European
Name (on the product §Wards against which the product was tested
or the packaging) Bazcgoré%?% g and ¥jd:not comply

uct does not comply with the PPE

Bar code = & Rwujatmn and the relevant European
5303;22 standard EN 149.

"'f Overall) risk level
Y

erious

KN95 Protective
mask (non-medical)

Brand (on the product /; s ki
i thv\f\)lacmgmg) the pmuct

%’L!'(ntemﬁ, x Product catego
OECD Portal category Rkpown Protective equipment
if known Bls th?s hfotlf cation
Pfg?::to o,p‘iEDIYty r ﬂj‘ﬂ(ed o 8 #Business  Measures
' S steway case?
Is the produc’t‘f{apo) .‘-"ﬁf Voluntary measures
sold online? “x.. &7
No ‘\*}’,;’y Distributor
Professional product?
N Withdrawal of the product from the market

4]
11/05/2021

Product description
The mask is of grey-green camouflage

coloured material and with a valve. The
mask has white straps that fit around the

ears.

Packaging description
10 masks in a white-red cardboard box.

Every mask is wrapped individually in a
transparent plastic bag.

Year ' Country of origin Alert submitted by

nspairap 28/05/2021 Page 1
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Product Recall

Product (what the

roduct is)
article filter mask

Name (on the product-

or the packaging)
KN95 Stereo

Protective Mask

Brand (on the product 3 %) u
or the packaging) L
Unknown 'tvfhe proﬁlct R \

& ﬂounterfei‘f’?r.
OECD Portal category “’“‘“"‘”’“

1; 588\6\/3 t'y i ‘s th’lﬁ gptlﬁcatlon
e ﬁjbleE ﬁjked f@a Business
Gﬁ@way ‘case?
Is the producf%O) E&j
sold online? Qs &V

Unknown - not sd@ A
tried to search but >
did not come across
identical products

Professional product?
No

Product description
White protective respiratory filtration half-

face mask, with elastic ear bands and nose
strip, marked with "KN95".

Packaging description
The product is sold in packs of 5 items,

packed in transparent plastic pouch with-
green trim measuring 200x130mm.

nspairap

28/05/2021

Safety Gate RAPEX:

Case number
A12/00769/21

Type of risk
Health risk / other

Risk description (technical defect and

consequences%
The particleffilter retention of the materlal is

msufflclent {measured values: as low as
32%). The total filtration capacity of the

mask'is msufﬁment (measured mean

va‘flues as low 28 65%). Consequently, the

& prOduc;\does not fulfil the health and safety
Type/nugmber of modq \requrrég

ents; thus, even if combined with
rfecommended measures, it may not

pmperly protect.

Lega{pmvnsmns (at EU level) and European

~ standands against which the product was tested

.~ ardditl 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
Compulsory measures
Other

Recall of the product from end users
04/05/2021

Page 1
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Product (what the Product Recall
roduct is
article filter mask  Type/number of modsl

» KN95 (folding
Name (on the product dnsposabje

or the packagin
KN95 Brotegtlvge)

Mask

Brand (on the product

or the packaging) ar c
« FRIEND JI annowfl,
: ‘;‘;"" Y ﬂﬁﬂw’ '\..»i
OECD Portal category I‘sfh& f)roduct -
if known o i countedeit?
5000000 - Safety / ‘_nknm
Protectiost - e

IS%IS notlf' cation
Ilmd to a Business

Is the produéf@ﬁg)
Jateway case?

sold online? sk,
Yes - Other =

Professional product?
No ;

Product description
White disposable protective respiratory

filtration half-face mask, foldable, marked
with "KN95". The product is also sold

online.

Packaging description

" The product is sold in plastic pouches of 5
pieces, included in a cardboard box (20 x 10

x 10mm) containing 20 pieces (4 plastic
pouches).

Year

nspairap

Country of origin

28/05/2021

Safety Gate RAPEX

Case number
A12/00770/21

Type of risk
M\;crobiological

Risk description (technical defect and

consequences).
The total filtration capacity of the mask is

msufﬁclent {measured mean values: as low
as 48%). ‘Cansequently, the product does
not filifil the health and safety
rgqulrements, fhus even if combined with
Zother recommended measures, it may not

si‘&ndards against which the product was tested

and ‘did:qot comply
“.The praoduct does not comply with the

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

gOveraII) risk level
erious

Product category
Protective equipment

Measures
Compulsory measures
Other

Recall of the product from end users
04!05!2021

Alert submitted by

Page 1



Product (what the

roduct is
article filter mask

Namie (on the prdduct
or the packaging)
MASKp ‘

Brand {on the product

or the packaging)
Unknown

.European
Commission

| Safety Gate RAPEX

Case number
A12/00771/21

Type of risk
Health risk / other

Risk description
(technical defact and

consequenges
The ttﬂtalﬁltra)tlon

capacity of the mask
is msﬁff'clent P
(maasured mea“ne

4 Values: as low as ~ b

Type/number of modelf* .78 %), Gpnsequently,

Product Recall

~ « AP-83001 Wduct does not
BE y ' flﬂﬂ] the health and
atch numbes =, - gg requirements;
« 20.05. zoze“ .. mj?wen I

Bar code ‘ A cembmed with other

,43434910065@ recommended
& 5 measures, it may not

ﬁ‘the proﬂuct \‘ & properly protect.

,‘._ v

OECD Portal category* .%gmterﬁe?f? #¥s”  Legal provisions (at

if known <ll” " EUlevel) and

é,fgf:;?én g;tgr & s th‘isﬁotlfcatlon European standards
Vo “HAked ta @ Business  against which the

Is the prodie #(also) G\gggway ‘case? product was tested

sold online? & and did not comply

Yes - Other k\ r_“’ The product does not

g comply with the
Professional produc o Personal Protective
No Equipment (PPE)

Product description

Regulation and with
the relevant

White foldable face mask with ear-loops and European standard

outside nose clip. EN 149.
Packaﬂ)ng descrrptlon 2\::35'2 siglovel
White/blue plastic bag with 5§ masks inside.

nspairap

Product category
Protective equipment

Measures

Voluntary measures Voluntary measures

31/05/2021 Page 1
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Product Recall
https:Jirv.is/thj onust ¢
a-finnkollun-vory/ <:
Portuguese (pt)

Product (what the

roduct is
article filter mask

Name {on the product

or the packaging)
KN95 mask

nknown -

Brand {on the product ¥
or the packaging) U agﬁmber L (‘

Unknown 4 %
OECD Portal category" *S%i(?l%dufn e

05639000 - 5 oy i
a e J_s the oduct
Protection -ﬁW PI

s the progm{also)
sold online? “Eﬂ:;, Is%irs notlf' cation
No % .--Ir._ /ﬁked to a Business
‘Gateway case?

Professional producf?*’
No

Product description

White respiratory protective half-face mask.

Packaging description
The product is sold in a white carboard box

containing 10 pieces.

Year,

\user

A of

Country of origin

Safety Gate RAPEX

Case number
A12/00779/21

Type of risk
Health risk / other

Risk descrlptlon (technical defect and

consequences
The particle ter retention of the material is

insufficierit (measured values: as low as
73%) and the total filtration capacity of the
mask'is msufﬁclent (measured mean
vaiues as IowaQGO%) Furthermore, the
mask does not flt‘aorrectly to the face of the
sequently, an excessive amount
pﬁgﬁcles or microorganisms might pass
th@ugh the mask; thus, even if combined
with: mher recommended measures, it may

“npt pmperly protect.
‘,,»""Legn}prowswns (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,

gOverall) risk level
erious

Product catego
Protective equipment

Measures
Voluntary measures
Distributor

Recall of the product from end users
23/03/2021

Alert submitted by

nspairap

01/06/2021
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Case number
A12/00785/21

Type of risk
Health risk / other

Risk description
(technical defect and

consequengas)
The prodiict bears a

CE markmg but its

i Itermg capéﬁty has
Product (what the Product Recall rwtbeen testedy, A
roduct is) y réievant \competentﬁ
ﬁNQS Mask Type/number of modﬁ E“"° )
Protective Mask - ﬁv particleffi iter
Batch number = rete'nﬁon of the
Name (on the product s Ao 20042491 materhl is
or the packaging) - LOT: 202014[21 hwﬁl(:lent
k¥ measured values: as
Brand {on the product lB!%(’h ‘\ 4 {ow as 69%).
or the ‘asgagg‘g) y: 4 g \ '\ Consequently, the
Y “Jsthe pm;tt;c‘[ .~ product does not
g IR i
OECD Portal category Iﬁ'@”‘ f “fr;‘ L he?“:‘:":'s _
if known 8&‘%’”% e ISy Ppnulremiants;
sy sty/ = ‘fﬁihls ﬁ“ﬁﬁcatron thus, even i
Pr °te°t'°@§§;" ln’i&d to a Business f:‘?;z:r::n\év;t:»other
9
Is the product‘i%o) G&way gAser measures, it may not
‘?’%Ig ?glil;‘ee':' “",qu 4‘; properly protect.
Legal provisions (at
Professional product? EU level) and
No European standards

against which the

Product description product was tested

Protective respiratory filtration half-face and did not comply
mask The product does not
comply with the
Packaging description Personal Protective
The masks are sold sealed in a Equipment (PPE)
paper/plastic packaging, six per pack. Regulation and the
Product information (brand, model, relevant European

company, instructions for use) are shown in gtandard EN 149,
black lettering on a white background with Overall) risk lev el
green markings on the back. erious

Product catego
Protective equipment

nspairap 01/06/2021

Page 1
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Product Recall

Product (what the

roduct is
article filter mask

Name (on the product
Batch number'=

or the packaging)}
Disposable ?(N%S * 2020.04. E
Mask ‘.,;__,

Bar code
Brand {on the product s

or the packaging) «%fhe pro;iuct \\\ L
Unknown 4 counterfggf? : . \
OECD Portal category uﬂk”m“
if known 58 ﬁ s th‘f& notlf' cation
éfoogeo;?f p ty - Eﬁ:ked ® @Busmess
0 Gg&way case?

i
Is the product‘%ao) &
sold online? %, o5
Yes - Other

Professional product?
No

Product description
White foldable KN95 mask with earloops

and without valve.
Packaging description

Transparent plastic packaging with green
print, 65 masks inside

nspairap

Type/number of mod"al 83%), @énsequently,
- KNo5 “he g6

03/06/2021

Safety Gate RAPEX

Case number
A12/00808/21

Type of risk

Health risk / other
Risk description
(technical defect and

consequenges’
The total,ﬁli'ra)tlon

capacﬁy ofthe mask
is instufficient iz,

(measured medn %
values as low as™i

duct does not
ftﬂﬂ the health and
safé’q requirements;

[f""-'-"g_t,hus éyen if
.~ “combined with other

Unknown,

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.

gOverall) risk level
erious

Product category
Protective equipment

Measures

Voluntary measures Voluntary measures

Page 1
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Product Recall

Product (what the

roduct is
article filter mask  Type/number of mo
» NQX-2001

Name (on the product e >
Biltor Baif Mack Unknown - %

Brand (on the product Barcode = %=

Safety Gate RAPEX

Case number
A12/00810/21

Type of risk
Health risk / other

Risk description
(technical defect and

consequen ﬁg
The pgrtl efﬂ}ter

retention of the

mateﬂal is wi 5N

; l:ﬁuﬁlclent “’a 5.

; {:measured values:. 88

ow agBb%).

; *ﬁumrmore, the

i ask does not
pro"pﬁrly adapt to the
fgce yhsequently,

—“. ~ the iroduct does not

ﬁ@?&18261 W’ " fulfil the health and

or t.he gackaging) A

2

Asthe proﬁpct Vf :

OECD Portal categorﬁ Gountenﬁfig‘{i émé v;-'f

(R p— )
Pfoofeoctlon sf;}q o ,ls thls ﬁotif cation
45 3 %ed fﬁ,ﬁBusmess
Is the prodtﬁt»(also) Gsteway case?
A’W
'-' % k. ‘f.é'.
N ““5”
Professional producl?
No

Product description
Protective respiratory filtration half-face

mask. The product is also sold online, in
particular via eBay. .

Packaging description
The product is sold, one item per package,

in a white plastic packaging with blue
inscriptions, including the claim "FFP2".

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 catego
Protective equipment

Measures

nspairap 04/06/2021

Page 1
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- Case number
EE SN A12/00814/21
Sl 4 -I[Iy pe of risk

ealth risk / other

Risk description (technical defect and

consequences).
The partlcl ter retention of the material is

91%). ,ﬁmnsfaﬁuently, the product does not
fulfil #he health and safety requirements;
thés even if combined with other

Product (what the Product Recall _
roduct is) ‘ AT commended messures, it may not
ersonal protective  Type/number of modi§ nP"OPWPYOtGCt
'« FFP2NR - CE i

Changmei Par: spnal Protective Equipment (PPE)

Regulation and with the relevant European

.equipment

2834 g smards against which the product was tested
Name (on the product M. and w ot comply -
or the packaging) BatcB nrallj:rgg& " %#The pFgduct does not comply with the

Brand (on the product standard EN 149.

or the packagin
. DI;-')M-01g 9) Overall) risk level
erious
OECD Portal category Product category

U ' Protective equipment

if known
500000 wety /"

Protecti w’DlY *Q thls r‘r@ﬁcatron
S io&"‘ Iu’%d to a Business Measures
Is the producmo) Eﬁeway case?
et

sold online? ¥"«£§$’k - Compulsory measures

Unknown - No ,»“‘V

research has been & Distributor

carried out to

ascertain whether

there have been any ‘1“:’5'/‘5'33'5%"5?' of the product from the market

online sales.

Professional product?
Yes

Product description
Particle filter half-face mask

Packagi.lng description
Cellophane envelope containing five pieces.

Year Country of origin Alert submitted by

nspairap 04/06/2021 Page 1



