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ğmno
Notified Body Number: 2841

Report No

Repoİt Date

Application No

1. coMPANYlNFoRMATıoNl
MEK AKsEsuAR DizAYN üRüNtERl sAN. VE Tic. tTD. şTi.
Bağlar lüah. osmanpaşa cad. lvlelin iş Merkezi No:9 zemin Kat No:1 gağc|lar/ isTANBUt

2. PPE lNFoRMATloNi
Di5posable and non-sterile haIf mask made of partİculate protection fitler material,

3. PPE wPE lDENTlFlcATıoN
EN 149:2001+41:2009 Respiratory protective devıces - Filtering half masks to protect a8ainst particles
Requirements, testan& marking

4. PPE PtcTuREs

MEK MEDl(white, Black}

5. PPE DlMENsloNs:
MEK MEDl model has been found to be produced usin€ standard sizes.

6. PPE PRoDucT MATER|AL lNFoRMATıoNı
The mask is made of elastic strap, nonwoven fabric on the outer and inner layers and fitler material on the
middle layer,

7. EssEtıTtAL H€ALTH AND sAEErY REQuIREMENTS
. A vhual in§pectjpn w3s made aceordilg to Eİ u9i2oo1+A1|2jo9 far ergonamiçs.. Proteetlon levels and d€grees are deflned bythe manufacturel.
. surtable construction material§ $ıere determined by visual inspection aacordın8 to EN 149:2oo1

+A1:2009.

CONFORMIW TO WPE BASED ON INTERNAL
PRODUCT|ON CONTROL PLUS SUPERV|SED PRODUCT

CHECK AT RANOOM lNTERVA[S
(MoDUtE c2, ANNEX Vll} (215_21-01-R02-01}

:215-21-01-R02-01

:76,03.2022

:215,21-01-R02-01
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ğ m no, -J: Hi"llt;lHJJli.İ§ii,?t,',}'jii3l
Notitied BodV Number; 2841 cHEcK AT RANDoM lNTERVALS

(MoDUtE c2, ANNEx Vll) (215-21_o1_Ro2-o1)

PRoDUcTloN coNTRot PtUs sUPERVlsED PRoDUcT

8. ANAIYSls AND EVALuA1loNs:
EN 149:2001 +A1:2009

CONFORMlTY TO TYPE BASED ON lNTERNAL

TEsTs PARAMETER PERFORMANCE
LEVELs

REsULTs PERFORMANCE
LEVELs

EVALUATloN

FFPl l FFP2 FFP]
Banned Azo
Dyes

< 30 mglkg <5 mg/kg PAss

Part 7.3

Visual
inspection

shall a]so the marking and the information
supplied by the manufactuler

Appropriat€ PAss

Part 7.4
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 PAs5

Part 7,5
Material

when conditioned in accordan€e 8,3.1 &
8.3.2 the partlcle f!lter half ma5k shall nor
aollapse.

Applopİiate PAss

Palt'] .6
cleaning and
disinfecting

After cleaning and disinfecting the re-usable
particle filtering half mask shall satisfy the
penelration requirement or the relevant
cla5s.

Not
applicable

Not applicable

Part 7.7
practical
performance

No negative comments should be made by
the test subject regarding any ofthe criteria
evaluated.

Appropriate PAss

Pa rt 7.8
Finish of parts

Parts of the device likely to come into
.ontactwith thewearer shall have no sharp
edge or burrs.

Appropliate PA5s

TEsTs PARAMETER PERFORMANCE
tEVEts

REsUtTs PERFORMANCE
LEVELs

EVAtUATloN

FFP1 FFP2 FFP3
Part 7.9.1

Totaı inward
leakage

At least46 out ofthe
50 individual
exercise result

<25 <11 <5 see the table FFP2 PAss

At least 8 out of the
10 individual wearer
alithmetic means

<22 <8 <2 see the table FFP2 PAss

Total lnward Leakage (%)

Exercise
1

Exercise
2

EXercise
3

Exerci5e
4

Exercise Avela8e

Subject 1 iAs received) 5,9 4,7 6,1 7,a 5,8
subject 2 {As received) 6,6 5,8 1,0 6,6 9,0 7,o
subject 3 {As received} 7,6 7,1 5,7 9,3 7,1 7,4
subject 4 (As received) 5,8 6,o 1,o 9,o a,l 1,3
5ubject 5 {As received) 6,2 6,1 5,9 8,0 6,4 6,5
subject 6 (After temperature
cond4]9!!!€L.,__ 8,3 7,I 5,9 6,I a,1 7,7
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ğ m n o, -Ji Hi"iit},HJJli,'§ii.?},§l'ii3l, *
Notified Body Number; 2841 CHECK AT RANDOM lNTERVAI_S

(MoDutE c2, ANNEx Vll) (215-21_01_R02-01)

subiect facia! dimensions
subject Fa.e l,ength

(mm)
Face width
(mm}

Fa.e Depth
(mm)

Mouth width
(mm)

1 133 132 132 65
2 l25 144 116 61
3 126 135 124 75
4 173 133 134 74
5 I11 135 I22 ,13

6 122 142 133 66
7 113 132 114 15
8 135 123 123 65
9 122 135 133 14
10 135 I42 I2S 83

subject 7 {After temperature
conditioning) 4,o 5,6 8,1 8,1 8,4 5,8
subject 8 (After temperature
conditioning) 1,a 3,1 7,7 7,7
subject 9 (After temperature
conditioning) 7,7 7,9 7,a ],8 7,7 7,B
subject 10 (After temperature
conditioning) 5,3 7,7 7,5 10,7 5,8 7,3

TEsTs PARAM€TER PERFORMANCE
LEVELs

Rt5UtTs PERFORMANCt
LEVEts

EVALUATloN

EFP1 FFP2 FFP3
Pa.t7.9.2
penetration

of fiıter
material

sodium chloride, 95
L/min
y., max

%20 %6 %1 see the table
below

FFP2 PAsS

Paraffin oi1,95 L/min
yo, fiax

%20 %6 %1 see the tabIe FFP2 PAss

penetration oı fi ltel material sodium chloride (%) Paraffin oil (%)

2,8 2,9
2,4 2,6
2,6 2,1

After the simulated wearİng treatment 2,9 2,8
After the simulated wearing treatment 2,6 2,5
After thesimulated wearing treatment 2,9 3,1
Mechanical strength ahd tempeİature c9nditioning{12omg) 4,8 5,1
lMe9nan,calstrength and temperature conditioninc(120mg) 5,0
Mechanical strength and temperature conditioning(120mg) 4,9 5,1

TEsTs PARAMETER PERFORMANCE
LEVEts

REsuLTs PERFORMANCE
tEVELs

EVAtuATloN

FFp1 FFPz FFP3
Part 7.10
compatibility
with skin

Materials shaıl not be known to be |ikely to
cause irlitation or any other adver§e effect to
health

Appropriate PAss

U+RM{56 REV.o0,YAYlN TARjHi20 u 2019
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ğ m no, -Ji }i:"H;LHJJ;| i§ii.?t"+;
Notified Body Number; 2841 CHECK AT RANDOM INTERVALS

PRODUCTlON CONTROL PtUS SUPERV|SED PRODUCT
CONFORMlTY TO TYPE BASED ON INTERNAL

(MoDUtE c2, ANNEx Vl0 (215_21-01-R02-01)
Part 7.u"
Flammibility

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

Flame not pAss

Part 7,12

carbondüoxide
content of the
inhalation air

Shall not exceed an aVerage of % 1 0,61
0,66
0,68

PAss

Part 7.13

Head harness

ltcan be donned and removed easily Appropriate PA5s

Parl7.I4
Field ofvision

The field ofVision shaılac€eptable in practical
performance test.

Appropriate PAsS

Part 7.15
!xhalation
Valve(s)

lt shall withstand axialİy a tensile force of 10
N applyfor 10 s.
lf f]tted, shall continue to operate correctly
aftel a aontinuous exhalatioR flow of 3oo
Vmin over a peİiod of 30 s.

Not applicable Not
appIicable

TEsTs PARAMETER PERFORMANCE
LEVELs

REsULTs PERFORMANCE
LEVELs

EVA[UATloN

FFP1 FFP2 FFP3
Part 7,16

Breathing
Resistance

lnhaaation 30L/min 0,6

mbar
0,7

mbar
I,0
mbar

see the table FFP2 PAs5

lnhalation 95L/min 2,I
mbar

2,4

mbar
3,0

mbar
see the table FtP2 PA5s

Exhalation
160L/min

3,0

mbar
3,0

mbar
3,0

mbar

see the table F FP2 PAs5

Breathing Resistance (mbar) lnhalation 30L/min lnhalation 95Vmİn
As receiVed 0,5 16

a4 1,7
a,4 1,7

After temperature conditioning 0.5 1,6
After temperature conditioning 05 1,6
After temperature conditioning 05 1,6
After the s]mulated wearing treatment 0,5 1.6
After the simulated wearing treatment 0.5 17
After the simUlated wearing treatment 0,5 1,7

8reathing Resistan.e 160L/min (mbar) Faaing

directly
ahead

Facing
veİtıaally
upwald5

Facin8
veİtically
downwards

Lying on the
left side

Lying on the
right side

As received 2.6 26 2,5 2,5 2,6
As received 25 2,6 2,6 25

26 2,6 2,6 2,6 2,5
Aft er tempef ature condition ng 2,6 26 2,6 26 2,6
After temperature condition ng 2,6 25 2,5 25 2,6
After temperature condition ng 2,6 26 2,6 2,5 2,6
After the simulated wearing treatment 26 26 2,6 2,6 2,6
After the simulated wearıng treatment 2,6 2,6 26 2,5
After the simulated wearing tleatment 2,5 2,6 26 2,5 26
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CONFORMlTY TO TYPE BASED ON lNTERNAtğ m n o, J; :ii"tt.,l,HJ#i.İ§ff ;t"+f ii;;
Notitied Bodv Number: 2841 cHEcK AT RANDoM ıNTERVALS

(MoDUtE c2, ANNEx Vıl) (215-21_01-R02-01)

PRoDUcTloN coNTRot PtUs sUPERVlsED PRoDUcT

9. DEclsloN
Aİrıly§is and tİaminations MEl( MEDI ,model €oded plrsonal protective eguipmeBt; Rrspiratory ?İotlctive Eevicls
EN 149:2001 +A1:2009- Filtered Half Masks for Protection Against Particles _ Properties, Experiments and Marking
stahdards aae evaluated. The homogeİejty of the production was monjtoİed at the performance levels determined as
a result of the technical evalüations made within the scope of MoDIJLE c2.

t0. ATTAGHMENTS
. gasic Health safety Requirements
. RiskAssessment
. Test Reports {M-2022-o213, M-2o22-o273l
. User lnstructioh

slGNATuRE i )

coNTRotLER : Erhan üs

DATE I 16.03.202tr

TEsTs PARAMETER PrRFORMANCE
tEVELs

REsuLTs PERFORMANCE
LEVE[s

EVALuATloN

FFP1 FFP2 FFP3
PalI7.1'7
clogging

After clogging the
inhalation
resistanaes shall
not exceed.
(VaIVed)

4
mba

r

5

mba
7

mbar
Not appıicable Not appıicable

The exhalation resistance shaıl not exceed
3 mbar at 160 L/ min continuous flow,
(valved)

Not applicable Not applicable

After clogging the
inhalatıon and
exhaIation

resistances 5ha11

not exceed.
(valveless)

3

mba
4

mba

r

5

mbar
Not applicable Not appli.able

Pa.I7.78
Demountable
part

All demountable pads (if fitted) shall be
readily connected and secured were
possible by hand.

Not applicable Not applicable
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