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CHECK AT RANDOM lNTERVA[S284I

4.

2.

3.

(MoDutE c2, ANNEx Vll) (115-21_09_01-R02)
:115-21,09-01-R02

:25.o1.2o22

:115-21-09-01_R02

1. coMPANYlNfoRMAT|oN:
cARlNE EURoPE GmbH
AmmannstraBe 12, 86167 Augsburg, Germany

PP€ lNFoRMATloN:
Disposable and non-sterile halfmask made of partjculate protection fitlel material.

PPC TYPE lD€NTlFlcATloN
EN 149:2001+41:2009 Respiratory protective devices - Filtering half masks to protect against particles
Requirements, testing, marking

PPE plcruREs

cM_FM002
5. PPE olMENsloNsl

cM-FM002 model has been found to be produced using standaİd and small sizes.

6. PPE PRoDUcr MATERIAI lNFoRMATloN:
The mask is made of elastic strap, nonwoven fabric on the outer and lnner Iayers and fitler material on the
middle laye..

7. EssE^mAL HEALTH AND SAFETY REqulREMENTs
. A Visua l inspection was made accordingto EN 149:2oo1 +A1|2oo9 for ergonomics.
. protectlon levels and degrees are defined by the manufacturer.
. suitabae constİuction materials were detelmined by visual inspection ac.ording to EN 149:2oo1

+A1:2009.

8. Aİ{ALYsls AND EVALUAT|oNS:
EN 149:2fl}ı +Ali2(X)9

TEsTs PARAMETER PERFORMANCE
LEVEts

REsULTs PERFORMANC
E LEVE[s

EVAl,UATloN

FFP1 FFP2 FFP3
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İi aa a a coNFoRMıTY To TYPE BASED oN |NTERNAI
'ÖİÖ İ l |İ |LJ PRoDUcTloNcoNTRotPLUSsUPERVlsEDPRoDUCT

Notified Body Number| 2841 CHECK AT RANDOM lNTERVALS
MoDUtE c2, ANNEx Vll) (115_21-09-01-R02}

Part 7.3

Visual
inspection

shaIl also the marking and the information
supplied by the manufacturer

PAss

Banned Azo
Dyes

< 30 mg/kg Not applicable Not applicable

Paft 7.4
Packaging

Particle filterin8 half mask shall be offered
for sale packaged in such a way thatthey are
protected against mechanical damage and
contamination before use.

Appropriate PAss

Parl7.5
Material

When conditioned in accoldance 8.J.1 &
8.3.2 the particle filter half mask shall nor
collapse.

Appropriate PASs

Paft7,6
cleaning and
disinfecting

After cleaning and disinfecting the re-usable
particle filtering half mask shal] satisfY the
penetration requiaement of the lelevant
class.

Not appıicable Not applicable

Paft 7 .7
practical

performance

No negatlVe comments 5hould be made by
the test subject regarding any ofthe criteria
evaluated.

Appropriate PASs

Part 7,8
Finish of parts

parts of the device likely to come into
cohtaat with the wearer shallhave no sharp
edge ol burrs.

Appropİiate PASS

TEsTs PARAMETER PERFORMANCE
l,EVEt5

REsULTs PERFORMANCE
LEVE[s

IVALUATloN

FFP1 FFP2 FFP3
Part 7,9.1
Total inward
leakage

At least 46 out of
the 50 individual
exerai§e result

<25 <11 <5 see the tabIe FFp2 PAss

At least 8 out ofthe
10 individual wea.er
arithmetic means

<22 <8 <2 see the table FFP2 PAss

Total lnward teakage (%)

Exercise
1

EXercise
2

EXercise
3

Exercise
4

Exer.ise
5

Subject 1 (As recieV€d) 6,8 6,6 6,7 6,8 5,3
subject 2 (As recieved) 6,8 7,0 7,o 5,2 5,1 6,8
subject 3 (As recieved) 6,7 6,7 6,8 5,6 5,1 6,7
subject 4 (As recieved) 7,9 4,4 7,5 5,5 l,3 7,9
sublect 5 (As recieved) 6,4 6,8 6,6 6,1 5,4
subject 6 (After temperature
conditioning) 5,0 7,3 7,o 1,o 6,7 5,0
subject 7 (Afte. temperature
conditioning} 7,3 6,7 6,7 7,a 7,3
subject 8 (After temperature
conditioning) 6,7 6,7 4,4 8,5 5,7 6,1

U FRM,o56.REV,00,YAYlN TARiü]ii20.11,2o19
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fJ .ıır ;1 coNFoRMlTy To TYPE BASED oN INTERNAI
'N.4 İ l || |\J PRoDUcTloNcoNTRol-PtussUPERVlsEDPRoDucT

Not;fie; BodV Number:2841 cHEcK AT RANDoM lNTERVAIS

sı!bject facial dimensions
subject Face Length

(mm)
Face width
(mm)

Fa.e Depth
(mm)

Mouth width
(mm)

1 133 132 132 65
z 125 144 116 6]
3 1)6 135 724 75
4 I23 133 734 14
5 I77 135 122 13
6 122 142 133 66
7 113 132 114 75
8 135 I23 723 65
9 122 135 133 74
10 135 142 125 83

subject 9 (After temperature
conditioning) ],1 6,5 6,4 6,4 6,3 7,7
subject 10 (After temperature
conditioning) 4,I 6,3 6,1 4,1 4,4 4,1

TEsTs PARAMETER PERFORMANCE
tEVEıs

REsULTs PERFORMANCE
IEVEts

EVALUATION

FFP1 FFP2 FFP3
Palt 7.9.2
penetration

of f]lter
material

sodium chloride, 95
|"/min

, max

%20 %6 %7 see the table FFP2 PAss

Paraffin oil, 95 t/min
y., max

%20 %6 see the table
below

FFP2 PAss

penetaation of fi lter mateıial sodium chloride {%} Paİaff n oil (%|

2,2

2,2 2,9
2,4 2,5

,After the simulated wearing treatment 2,5 2,5
After the simulated weaİing treatment 2,3 2,9
After the simulated wearing treatment 2,3
Mechanical stLength and temperature conditioning 3,6 3,9
MechanicaI strength and temperature conditioninq 3,5 4,1
Mechanical strength and temperature conditioning 3,7 3,9

TEsTs PARAMETER PERFORMANCŞ
LEVELs

REsU[Ts PERFORMANCE
ıEVELs

EVALUATloN

FFPl FFP2 i FFPJ
Part 7,1o
compatibılity
with skin

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

Appropriate PAss

Part 7.11

Flammibiiity
Maskshall not burn or notto continueto burn
for more than 5 s

Flame not PAss

Parl7.t2 shall not exceed an average of % 1 o,74 PAss

U FRM056,REV,oo.YAYıN TARiHİl2o.11.2ots
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Notitied BodV Number| 284!. cHEcK AT RANDoM INTERVA§' (MoDutE c2, ANNEX vll) (115-21-o!ı_o1-Ro2)

PRoDuctloN coNTRot PLus sUPERVlsED PRoDUcT
CONFORMİTY TO TYPE BASED ON lNTERNAL

carbondioxide
content of the
inhalatjon air

o,71
0,73

Part 7.13
Head harness

lt can be donned and removed easily Appropriate PASS

Paft 7 .14
rield ofvision

The f]eld ofVision shallacceptable in practiaal
perfoamance test.

Appropriate PAss

Part 7.15
EXhalation
ValVe(s)

lt shalI withstand axiaIly a tensıl€ foİce of 10
N apply for 10 s.
lf fitted, 5haıl continue to operate correctly
after a continuous exhalation flow of 3oo
Vmın over a peraod of 30 s.

TEsTs PARAMETER PERFORMANCE
tEVEts

REsULTs PERFORMANCE
LEVELs

tVALuATloN

FFP1 FFp2 FFP3
Part 7.16

Breathing
Resistance

lnhalation 30L/min 0,6

mbar
0,7

mbar
1,0

mbar
see the table FFP2 PAss

lnhalation 95t/min 2,1

mbar
2,4

mbar
3,0

mbar
see the table
below

Ftp2 PAs5

Exhalation
160L/min

3,0

mbar
3,o

mbar
3,o
mbar

see the tabı€ PAss

Breathing Resistance (mbar) Inhalation 30L/min lnhalation 95L/min
03 1,3

As lecieved 0,3 ,1.4

As İecieved 03 1,4
After temperature condition ng 03 1,3
After temperature condit;on ng a4 1.3
After temperature conditioni!€ o,4 1,3
After the simulated wearing treatment 0,4 1,3

mu]ated wearing treatment a4 1,4
After the s muiated wearing treatment 04 1,4
After the flow conditioning
After the flow conditioning
Afterthe flow conditioning

Bleathing Resistance 150t/min (mbar) Facin8

directly
ahead

facing
veİtically
upwards

Facin8
vertİcally
downwards

Lying on the
left side

tying on the
İight 5ide

2,2 2,1 22 2,2 2,2
2,1 22 21 2,2 2,1

A5 recieved 2,1 2,2 21 2,2 21
After temperature condition ng 22 2,1 2o 2,2 22
After temperature condıtıon ng 2,1 21 2,2 22
After temperature condition ng 2,2 2,2 2,2 2,2 2,2
Aftel the simulated wearing treatment 2,2 2,2 2,2 2,1 2,2
After the simulated wearing treatment 2,2 2,2 2,2 21 2,2

U_FRM{56.REV.m YAYlN TARiNi:20.11,ro19
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Afteİ the simulated wearing treatment 2,2 2.2 2,2 21 2,2
After the flo\,, conditionine
After the flow conditioning
After the flow conditioning

CONFORMlTY TO TYPE BASED ON lNTERNAtCİ .^^. ^..^. 
LUNl-uıtMl r Y To TYPE BASED oN |NTERNAI

M.İ I |İ |LJ PRoDUcTloN coNTRoL P[Us sUPERVlsED PRoD

Not;fiej BodV Number:2841 cHEcK AT RANDoM lNTERVALS

PRODUCTlON CONTROL PIUS SUPERV|SED PRODUCT

9. DEclsloN

Analysis and examinations cM-tM002 modelaoded personal protective equipmenü Respiİatory Protectİve Devices
EN 149:2001 +A1:2009- Filtered Half Masks for Protection A8ainst Particles _ Plopeties, Experimehts and Ma.king
standald9 are evaluated. The homogeneity ofthe production was monitored at the performance levels determined as
a İesultofthe technicalevaluatıons mad6 within the scope of MoDUIE c2.

10. ATTACHMENTS
. Basic Health saf€ty Requiİements
. RiskAssessment
. Test Reports (M-2021-01830)
. user lnskııction

Reason for ReVision

coNTRoLl,ER

5lNG

DATE

Erratum has beeı corlected.

Erhan ÜsTÜN

25.0|.2022

TEsTs PARAMETER PERFORMANCE
LEVEts

REsUtTs PERFOnMANCE
LEVELs

ğvAtuAT|oN

FFP1 FFP2 FFP3
Pall7 .I1
clogging

After clogging the
inhalation
resistances shall
not exceed,
(ValVed)

4
mba
İ

5

mba
r

7

mbar
Not appiicable Not appıi.able

The exhalation resistance shall not exceed
3 mbar at 160 L/ min continuous flow.
(ValVed)

Not app]icable Not applicable

After clogging the
inhalation and
exhalation
resistances shall
not exceed.
(ValVeless)

3

mba
a

4

mba

t
mbar

Not a pplicable Not applicable

Part 7.18
Demountable
part

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

Not applicable Not applicable

u-FRM-o56.REV,@,YAYlN TARiH j|20,11,2o19
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