
MABE SRL 

Via Industria, 18 22070 LUISAGO (CO) 

SCHEDA TECNICA MASCHERA FACCIALE FILTRANTE FFP2 NR SENZA VALVOLA 

“PARMASK PS 100 NUCALI ” 

Codice prodotto attribuito dal fabbricante: PS100 

Certificazione Regolamento UE 2016/425: 324-22-01 rilasciato da MNA LABURATUVARLARI (NB2841) 

Modulo B 

Certificazione Regolamento UE 2016/425: 324-22-01-01 rilasciato da MNA LABURATUVARLARI (NB2841) 

Modulo C2 

Nome commerciale del prodotto offerto: PARMASK PS100 

Ditta fabbricante, luogo di produzione e indirizzo del produttore: PARMASK MEDIKAL SANAYI VE DI$ 

TICARET LIMITED SIRKETI, Yunus Emre Mah. Samir Cad. No:6/2 Sankaktepe – Istanbul - Turkey  

CARATTERISTICHE DEL PRODOTTO 

Semimaschera facciale FFP2, Dispositivo di Protezione Individuale Categoria III Regolamento UE 2016/425 

Standard EN 149:2001 + A1:2009 

Standard UNI EN 14683:2019 

Validità del prodotto: 2 anni 

Modalità di smaltimento: differenziato, senza rilascio di residui tossici all’incenerimento 

Tipo di confezionamento: busta singola 

Numero pezzi per confezione: scatole da 10 o 25 pezzi  

Protezione a 5 strati 

Latex free 

Assenza di ftalati 

Materiale Anallergico 

Presenza di doppi elastici nucali  

Compatibili con uso contemporaneo di occhiali protettivi o correttivi 

Presenza di stringinaso 

Filtrazione meccanica ed elettrostatica 

Colore: bianco 

Senza valvola di espirazione 



Istruzioni in lingua italiana 

Monouso 

MABE SRL 

DAVIDE TURATI 

(FIRMA DIGITALE) 
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Notified Body Number: 2841

ATTACHMENTS (32,t22-01)

To certi! the PPE product at Category III level, C2 or D module is accompanied by applying one of
the confolmity assessmert methods along with the EU Type Examination (Module B).

Model : PARMASK PSt0Ol, PARMASK PSt00

PPE produced as a single urdt to ft an individral user, all the lecessary inshuctiotrs for manufaoh[ing
such PPE on the basis ofthe apFoved basic model:

MNA LABORAToRIES SAN. TIC. LTD. STi declares that the above-mentoned product meets th€

requireBeots of the directive according to the EU Dnective 2016/425, lhe safety of the product is

cov€ied by lho corditions and use specifi€d in this certilicate and in the technical file.

PERFORMANCE t,I]VI,]I,SPPl,l SI,ECIFICATION

Reusable / Sinqle Shift Use

NIARKING

MANT]FACTURER: PARMASK MEDiKAL SANAYi VE DI$ iCARET

PPE TYPD:

- EN 149:2001+ Al:2009 Respiratory proteltive devic€s - Filtering halfmasks to protect

agahst particles

MODf,,L: PARMASK PS100l, PARMASK PS100
PRODUCT SIZE: Stadard size
PICTOGRAM AND PERIORMANCD, LEVELS:

EN 149:2001+ A1:2009 FFP2 NR

i'L!
.**l

MNA laboratu€rl..r 9n. Ii.. Ltd tti
Adres: Kii{ilkbakkalkdy Mahallesi Yenidotan Cad-No:21 Atateh i/ kta.bul

reli 0216 57 4 o7 oa Fals 0216 575 13 31 gg4!E!!eb.!9E
u-Form{o2lRd,O5l04,09.2O21
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Notified Body Number: 2841

ATTACHMENTS (324-22-01)

DOCT]MENTS IN THE TECHNICAI, FILE

- Basic Health Safety Requirements
- Risk Assessme
- Test Reports
- Technical Report

MNA Laboratuvarlair 5an. Ic-Ltd,9ti
Adres: Kidlkbakkalki,y Mah.llesi YenidoEan cld No:21 atat€hn/ ist.nbul

Tel:0216 s74 07 08 Faks: 0216 575 13 31 ww mnal.b..om
U-aorm4o2/R€v,0s/03,o9,2021

PaCe 2 l2

PRODUCT P1CTURES

PARMASK PSlOO I, PARMASK PSIOO



IVINA LABORATUVARLARIq rnno
xN^ u6erwm$r s^N rlc LrD. sr TECHNTCAL EVALUATTON REPORT (324.22"01)

Report No

Report Date

Application No

:324-22 01"

:04.o3.2022

| 324-22-07

1. COMPANYINFORMATION:

PARMASK MEDiKAL SANAYi VE DIs TicARET LiMiTED SiRKETi
Yunus Emre Mah. Sabrr Cad.No:6 ig Kapr No:l sancaktepe/iSTANBLJt

2. PPE INFORMATIONT

Disposable and non-sterile half mask made of particulate protection fitler material.

5.

PPE TYPE IDENTIFICATION

EN 149:2001+A1:2009 Respiratory protective devices - Filtering half masks to protect aSainst particles

Requirements, testing, marking

PPE PICTURES

PARMASK PS1OOl, PARMASK PS1OO

PPE OIMENSIONS:

PARMASX PS1001, PARMASK PS100 model has been found to be produced usingstandard size.

PPE PRODUCT MATERIAL INFORMATION:

The product is mad e of elastic stra p, nonwoven fabric on the outer and inner layers and fitler material on the
middle layer.

3.

4.

6.

7. ESSENTIAL HEALTH AND SAFETY REQUIREMENTS

. A visualinspection was made accordingto EN 149:2001 +A1:2009 for ergonomics.

. Protection levels and degrees are defined by the manufacturer.

. Suitable construdion materials were determined by visual inspection according to EN 149:2001
+A1:2009.

U FRM456.REV,OO YAYIN TARiHii20.11.2O19
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MNA LABORATUVARLARI

tl: rnno
TEGHNTCAL EVALUATION REPORT (324-22-0',1)

8. ANALYSIS AND EVALUATIONS:

EN 149:2001 +A1:2009

TESTS PARAMETER PERFORMANCE

t EVEt-S

RESUI,TS PTRFORMANCE

LEVTLS

EVALUATION

FFP1 IFFP2 IFFP3
Part 7.3

Visual

inspeation

shall also the marking and the information
supplied by the manufacturer

Appropriate PASS

Banned Azo

Dyes

< 30 mg/kg < 5 mg/kg PASS

Paft'l.4
Packaging

Particle filtering half mask shall be offered
for sale packaged in such a way that they
are protected against mechanical damage
and contamination before use,

Appropriate PASS

Pa.t7,5
Material

when conditioned in accordance 8.3.1 &
8.3.2 the particle tilter half mask shall no;
collapse.

Appropriate PASS

Patt-1,6
cleaning and
disinfecting

After cleaning and disinfecting the re-

usable particle filtering half mask shall
satisfy the penetration requirement of the
relevant class.

Not
applicable

Not appli.able

Part 7.7
Practical
performance

No negative comments should be made by
the test subject regarding any of th€ criteria
evaluated.

Appropriate PASS

Part 7.8
Finish of parts

Parts of the devlce likely to come into
contact with thewearershallhave no sharp

edge or burrs.

Appropriate PASS

TESTS PARAMETER PERFORMANCE

tEvEts
RESULTS PERFORMANCE

LEVEI.S

EVATUATION

FFPl FTP2 FFP3

Part 7.9.1

Total inward
Ieakage

At least 45 out of
the 50 individual

exercise result

<25 <11 <5 See the table FFP2 PASS

At least 8 out of the
10 individual wearer
arithmetic means

<22 <8 <2 see the table

below

FFP2 PASS

Total lnward l-eakage (%)

Exercise

1

Exercise

2

Exercise
3

Exercise

4
Exercise
5

Average

subject 1 (As received) 4,4 6,3 6,1 6,9 5,5 5,8

Subject 2 (As received) 6,2 5,7 6,1 4,7 6,t 6,8

subject 3 {As received) 5,4 6,5 7,4 6,9

Subject 4 (As received) 7,O 7,4 5,3 8,8 9,0 7,5

Subiect 5 (As receivedl 7,2 4,4 6,5 8,7 6,7 6,7

Subject 6 (After temperature
conditioning) 5,6 I,O 4,2 70,4 4,4 7,3

u FRM os6.REV.oo.yayrN raRiHi:20.11.2019
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MNA LABORATUVARLARIqrnno
TECHNTCAL EVALUATTON REPORT(324-22-01)

Subject 7 (Af1er temperature
conditioning) 6,8 7,6 6,4 5,6 8,1 7,2

subject 8 (After temperature
mnditioninE) 6,7 6,4 1,6 9,4 I,4 7,4

Subject I (After temperature
conditioning) 5,0 6,2 6,r 6,6 8,0 6,6

subject 10 (After temperature
conditioning) 6,8 6,0 5,8 8,7 6,1 6,6

Subject ta.ial dimens;ors
Subiect Face tength

(mml
Face Width
(mm)

Face Depth
(mm)

Mouth Width
(mm)

1 120 145 105 6L

2 124 155 112 68

3 110 728 10s 55

4 123 140 133 57

5 116 174 99 58

6 120 130 56

7 138 151 119 65

8 110 130 96 55

9 720 731 85 58

10 135 742 L25 83

TESTS PARAMETER PTRFORMANCE

LEVELS

RESULTS PERFORMANCE

LEVELS

EVALUATION

FFPl FFP2 FFP3

Part 7.9.2

Penetration
of filter
material

sodium chloride, 95

L/min
Yo, fiax

o/.20 %6 %1 see thetable
below

TFP2 PASS

Paraffin oil,95 Umin
Yo, max

%20 %6 %1 see the table
below

FfP2 PASS

Penetration of Iilter material Sodium chloride (%) Paraffin Oil (%)

As received 1,6 L,7

2,7 1,6

As received 1,8 2,O

After the simulated wearing treatment 1,9 1,9

After the simulated weanns treatment 2.1 2,2

After the simulated wearins treatment 1,6 7,4

Mechanical strength and temperature conditioning (120 mc) 3,1 3,3

Mechanical strength and temperature conditioninC {120 mg) 3,2 3,2

Mechanical strength and temperature conditioning (120 ms) 3,3 3,3

TESTS PARAMETER PERFORMANCE

LEVEI.S

RESULTS PTRFORMANCE

TEVEts

EVALUATION

FFPl FFP2 FFP3

Part7.10
Compatibility
with skin

Materials shall not be known to be likely to
cause irritation or any other adverse effect to
health

Appropriate PASS

U.FRM056,REV,@,YAYIN TARIHI:2O.11.2O19
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S rnno I1/] NA LABORATUVARLARI

TECHNTCAL EVALUATTON REPORT (324-22-01)

PattT.11
Flammibility

Mask shall not burn or not to continue to burn
for more than 5 s

Flame not
seeh

PASS

Paft7,L2
Carbondioxide
conteht of the
inhalation air

Shall not exceed an average of % 1 0,63
0,66
0,63

PASS

Part 7.13

Head harness

It can be donned and removed easilv Appropriate PASS

Patt 7.74
Field of vision

The field ofvision shall acceptable ln practical
perfotmance test.

Appropriate PASS

Part 7.15
Exhalation
valve(s)

It shallwithstand axially a tensile force of 10
N applyfor 10 s.

lf fitted, shall continue to operate correctly
after a continuous exhalation flow of 300

Vmin over a period of30 s.

Not applicable Not
applicable

TESTS PARAMETER P€RFORMANCE

LEVELS

RESUTTS PERFORMANCE

tEvtLS
EVALUATION

FFPl FFP2 FFP3

Pan 7.16

Breathing

Resistance

lnhalation 30L/min o,6

mbar
o,7

mbar
1,O

mbar
See the table FIP2 PASS

lnhalatioh 95Vmin 2,7

mbar

2,4

mbar
3,0

mbar
see the table
below

FFP2 PASS

Exhalation

160tlmin
3,0

mbar
3,0

mbar
3,0
mbar

See the table FFP2 PASS

Breathing Resistance (mbar) lnhalation 30t/min lnhalation 95l/min
o,4 1,3

0,4 13
0,3 1,4

After temperature conditioning 0,3 1,4

After tem pe ratu re conditioninr 1,3

After temperature conditioninE o,4 1,3

After the simulated wearing treatment 4,4 1,3

Aft er the simulated wearing treatment 0,4 1,3

After the simulated wearinq treatment 4.4 14

Sreathing Resistance 160l/min (mbar) Faclng

directly
ahead

Facing

vertlcally
upwards

Facing
vertically
downwards

Iyin8 on the
left side

LyinB on the
right side

2,5 2,5 24 2,4 2,4
2.4 2,4 2,4 2,4 2,5
2,5 2,5 25

After temperature conditioninq 2,5 2,4 2,4 24
After temperature conditioning 2,4 2,4 2,4 2,4 2,4

After temperature conditioning 2.5 25 25 2,5 2.4
After the simulated wearine treatment 2,5 2,4 2,4 2,4
After the simulated wearing treatment 2,5 2,5 2,5 2,5
Aft er the simulated wearinq treatment 2,4 2,4 2,4 2,4 2,4

u-FRM-056,REV,oo,yAyt\ TAFiHirzo,11.zo19
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Rlmno
MNA LABORATUVARLARI

TECHNTCAL EVALUATION REPORT (324"22"01)

TESTS PARAMETER PERFORMANCE

L€VEI.S

RESUI,TS PERFORMANCE

TEVEI.S

EVATUATION

FFPl FFP2 FFP3

Part 7.77

Clogging

After clogging the
inhalation

resistances shall

not exceed.
(valved)

4

mba

I
mba

I

1

mbar
Not applicable Not applicable

The exhalation resistance shall not exceed

3 mbar at 160 V min continuous flow.
(valved)

Not applicable Not applicable

After clogging the
inhalation and

exhalation
resistances shall

not exaeed.

(valveless)

3

mba

t

4
mba

r

5

mbar
Not applicable Not applicable

Part 7.18
Demountable
part

All demountable parts (if fitted) shall be
readily connected and s€culed were
possibte by hand.

Not applicable Not applicable

9, DECISION PROgOSAL

Analysis ahd examinations PARMASK PS1001, PARMASK PS100 model coded peEonal protective equipment;
Respiratory Protective oevices EN 149:2001+A112009- Filtered Half Maskfor Protection Against Particles - Properties,
Experiments and Marking standards are evaluated. lt is recommended to be certified at the perfgrmance levels
specified as a resu lt of technical evaluations.

10. ATTACHMET{TS

. Basic Health Safety Requirements

. Risk Asse$ment

. Test Report (M-2022-0100)

. User lnstrudion

CONTROLLER : VOLI(AN AXIN

SIGNATURE i

DATE | 04-03.2022

U-FRM.os6,REV.oo.yAyrN TARiHi:zo,11,zote
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PARMASK MEDIKAL

CON ELASTICI NUCALI

CON ELASTICI NUCALI

D.P.I. III CAT. REG. UE  2016/425
D.M. CL.  I  REG. UE  2017/745 REG. MIN . SALUTE

D.P.I. III CAT. REG. UE  2016/425
D.M. CL.  I  REG. UE  2017/745 REG. MIN . SALUTE

CON ELASTICI NUCALI
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EN 149:2001+A1:2009

5. Per controllare la vestibilità, copri la 
maschera con entrambi le mani ed espira
vigorosamente.Se l’aria passa intorno al naso,
stringere il nasello.
Se l’aria fuoriesce dal bordo,riposizionare e
regolare l’archetto per adattarsi al meglio.
Riprovare e ripetere la procedura fino a Riprovare e ripetere la procedura fino a 
quando la maschera non lascia passare
flussi correttamente.v 

AVVERTENZE E LIMITAZIONI D’USO

Notified body / Ente notificatore

/
/Anni

Manifactured/Produttore

MNA Laboratuvarlari San.Tic.Ltd.Sti
ISTANBUL-TURKIE
Tel:00902165740708
web-site:www.mnalab.com

ALTA CAPACITA’ FILTRANTE SUPERFICIE CONFORTEVOLE SANA RESPIRAZIONE 5 STRATI DI PROTEZIONE 2 ANNI

CON ELASTICI NUCALI

PARMASK MEDIKAL

Importato e distribuito da: MABE srl
Via industria 18  22070 Luisago (CO)
P.IVA 02969620133 Tel:00390315001377

Regolamento UE 2016/425


