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Main Characteristics

Medical Device conformed to
European Directive 2017/745
c € Certified to EN 14683 Standard
* Superior filtration and breathability
(EN 149, FFP2 grade)

Made in France
» Production factory in Troyes
* Raw European materials

FFP2 grade advanced filtration reduces

risk of transmission via droplets and

aerosols.

» Bacterial Filtration Efficiency* > 98%

 Differential pressure <60 Pa / cm?

* Splash resistance pressure = 16kPa

* Penetration of liquid and solid
3erosols™ < 6%

* Average inward leakage < 8%
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Air Decontamination Technology

* Integrated within the filtration layer

of the mask CIDALTEX® eliminates

viruses and bacteria.

Reduction of 4 log (99.99% effective)

in 2hr. for E. coli and S. aureus™

« >34log (99.96% limit of detection)
in 20min. for Human Coronavirus
229F

99.99% efficacy in 2h. for SARS-CoV-2

(hCoV-19/France/OCC-IHAP-VIR12/2020).

Breathable and Comfortable Mask

» Soft interior surface upon the skin
ﬂ « Efficient air permeability allows for
natural breathing (breathability
according to standard EN149)
* Recommended wear time: 4h
*Reference particle size: 3um ; **Reference particle size: 0.6 pm
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Dimensions and Weight

Masks A 127+5mm
B 160 £5mm
C 107 £5 mm
Elastic Straps Length 180+ 10 mm
Thickness 3+1Tmm
Nose Clip Length 100 £10 mm
Width 5+1Tmm
Thickness 0.6+ 0.1mm
Weight 0.25g
Packaging Pouch 5 masks

Recommended for healthcare professionals who
work in areas with medium to high probability of
viral presence in the ambient air.

Viruses are transmitted through droplets, emitted
when a person speaks, coughs, sneezes; or are spread
through viral aerosols at high concentrations in
ambient air.

The CIDALTEX® FFP Medical Mask Dual Action -
Filtration & Decontamination is a medical device
manufactured by BioSerenity that combines the
filtration efficiency of FFP2 grade masks with the air
decontamination technology of CIDALTEX®, which
integrates antibacterial and antiviral properties.

The mask retains the filtration quality of FFP2 masks,
which not only lowers the risk of transmission (if the
wearer is infected), but also substantially reduces the
risk of contamination by environmental factors. The
user is effectively protected against infectious agents
transmitted by ‘"aerosols” or "droplets” (via
inhalation/exhalation).

The addition of CIDALTEX® technology to one of the
‘nask's filter layers permits the decontamination of
air inhaled and exhaled by trapping infectious agents
and destroying them via a decontaminant agent. This
layer significantly enhances the user's level of
protection by eliminating bacteria and viruses
filtered within the mask.
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CIDALTEX® technology provides anti-bacterial and anti-viral protection

. ® Technology developed by BioSerenity in
collaboration with the University of Lille
> CIDA LTEX and INSERM.

R 5 The layer functionalization grafting
Decontamination Filter Layer process is based on the scientific work

Isolated between protective from the University of Lille.
mask layers to avoid direct
contact between the

decontaminant and the skin. " Inserm Université é)
- de Lille CHU

LILLE

Fiber enriched with decontaminant Virus inactivation upon contact with Air Decontamination
decontaminant Filter Layer
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ADBAC, a well-known decontaminant A technology with 99.96% efficacy,
with a wide range of action and tested in accredited laboratories

The mask was tested for decontaminant leakage: under

The decontaminant agent contained in the mask normal conditions of use, the decontaminant (ADBAC),

pOlymers is Alkyl Dimethyl Benzyl.Ammo.nium contained within the internal functional layer,
C,h loride (ADBAC)' and has. properties against does not detach nor escape outside of the mask,
viruses, bacteria, and fungi. and thereby avoids any direct contact between the skin

and the decontaminant agent.
This antibacterial agent is widely used in many

pharmaceutical products such as sanitary skin  CARE LAB

o . : . 1=
solutions, body lotloq, and haqd wipes. ltis also Performed mask tests for bacterial
known as benzalkonium chloride (BAC). filtration and microbial cleanliness.
(Standard EN 14683)

The efficacy of the decontaminant on the mask was tested:

* 4 log (99.99% efficacy) in 2h. for E. coli and S. aureus; > 3.4 log (limit of detection: 99.96%) in 20min. for Human Coronavirus 229E
GG oTIAE) 0 Ph, far BARS GoV 2 NG £ 19 sanan/GOE THAR IR 12/



CIDALTEX® FFP MEDICAL MASK -
DUAL ACTION — FILTRATION & DECONTAMINATION £} BIOSERENITY | @B weacrn-suor

Smart Healthcare Solutions

* EarLoops: polyamide and elastane, latex, Isolated between protective mask
and rubber free —— layers to avoid direct contact between
* Nose Clip : flexible composite (presence the decontaminant and the skin.
of polyethylene, steel)

Composition

%S CIDALTEX ¥

Layer Exterior (1) Dec:r::atll':i)r‘:’ation Filter (3) Interior (4)
Purpose prot’:(?tti;:r:r?(ile;ask Adva:iggt(e:tdi\f!;rsgc;? slud Advla:rlgged filtration Protection, mask wear
barrier infectious particles 2oEee Iy el
Substance Polypropylene Polypropylene Polypropylene Polypropylene
::\li%r;-rWoven Spunbond Mesl;%lrc])\bf\/onngnd Meltblown Spunbond
Density 25 3 5 @)/’ 50 +10 g/m? 25 % 5 @)/’ 25+5g/m?
Color Blue White White White
& Security
ot oo » Do not use in the case of a known allergy to
DECLARATION CE DE CONFORMITE benzalkonium chloride
— SIS s « Medical device containing an enclosed air
- = decontaminating layer with anti-viral and
R eamisss anti-bacterial actions verified in accredited
NngRoHD iz laboratories.
e « Laboratory-tested fixation of the
e decontaminant agent (ADBAC) to avoid skin
SHSENEUR_S WSS A contact ~ or  inhalation  under  the
ST ATICE Lom et e ntouming son meltimscs v s losae o tameont T 2 Dot  |n the event of an auergic reaction, remove
o " the mask immediately.
e e « Do not touch the front of the mask with your
= hands while wearing it.
o e « Change the mask as soon as it becomes wet,
Pﬁ’dﬁw . ﬁ”‘”“;fo:f:‘“m“ at least every 4 hours.
Superior filtration and breathability (EN 149, FFP2 grade) Storage
l(rIE“l\Al/?ELdQLCizlﬁ%SJ.) <11% . Storg away from direct sunlight, dust, and
Average Inward Leakage < 8% humidity.
. . . Solid (N3Cl - < 6% + Masks can be stored for 5 years.
Penetration of Filter Material Liquid (paraffin oil) :
(EN 149 chap.7.9.2) . e
<6% Discard and replace the mask if it:
Breathing Resistance - Inhalation | 30 L/ min: 0.7 mBar * isdamaged or becomes wet
(EN 149 chap.7.16) 95 L/min : 2.4 mBar e interferes with breathing
Breathing Resistance - Exhalation | 160 L/min : 3.0 mBar » is contaminated with one or more fluids,
Advised Wear Time 4 hours bodily or any other infectious elements.




