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Notified Body Number: 2841

ATTACITMENTS (92_2I _02)

To cefiify qe PPE product at Category III level, C2 or D nodule is accompanied by apptyrng one of
the conformity assessmont mothods along wilh tte EU Type Examination (Module;).

Model ! FAGO F333

PPE Foduced as a silgle unit to fit an hdividual user, alr the necossary irshuotions for rnanufacfuring
such PPE o{r the basis ofthe approved basic model:

MNA LABORATORIES SAN. TIC. Lm. $Ti declares that the above-mentioned product meets tle
requi&m€xrts of the directive aocording to the EU Diroctive 2016/425, the safety of the product is
covered by the conditions and use specified in tlis certifcate arld in the technical file.

MNA Laboratuvadafl San.Iic.Ltd,gti
Adres: (0Cilkbakkatt6y Maha Iesi yentdotaB cad.No:21 Atarehil/ lnanbu I

Tel: 0216 574 07 08 Faks: 0216 575 13 3t wwumna ta h ..m
u-ro.m oo2/cee.os/oa,o9.2o2t

Pasel/2

PPE SPECIFICATION

MARKING

MANTTFACTURER: Fec,o usoiral seN. vsTic. lTEJri-

PPE TYPDI

- EN 149:2001+ Al:2009 Respiratory protective devices - Filtering halfmasks to prorecr
agahst particles

MODELT FAGO F333

PRODUCT SIZf,: Standard

PICTOGRAMAND PORT'ORMANCE LEVtrLS:

EN 149:2001+ A1:2009 FFP2 NR

C€M
NB 2841

':'e,
.-"18E.

Or Condition of Storage
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Notified Body Number: 2841

ATTACHMENTS (92-21 -02)

DOCUMENTS IN THE Tf,CHNICAL FILE

- Basic H€alth Safety Requirements
- Risk Ass€ssment

- Test Reports
- Technical Report

MNA laboratuvart.n Sa n. Tic. Ltd .9ta

Ad res: ffisij kbakkatkt y Maha lesi yenidolan cad. No:21 Atagehk/ istanbut
Tel: 0216 s74 07 08 Faks: 0216 s75 13 31 www.mnala b.com

u-Fo,m 0o2lRev.os/03.o9,2021
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MNA LABORATUVARLARI

*MLrldtum*rsN. rb. Le 9rl. TECHNTCAL EVALUATION REpORT (92-21 -02)

Report No

Repo,t Date

Applicatlon No

| 92-21-02

: L5.11.202L

| 92-27-02

1. COMPANYINFORMATIONI

FAGo MEDiKALSAN. vETic. rrD. $Ti.
15 Temmuz Mah. Camiyolu Cad. No:1OG/21 Badcrtar/ |STANBUL

Tel: +90212 630 67 55 -56

E-mail: ihfo@fagomedikal.com, birsen@fagomedikal.com

2. PPE INFORMATION:

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

3. PPE TYPE IDENTIFICATION

EN 149:2001+A1:2009 Respiratory protective devices - Firtering harf masks to protect against particres
Requirements, testin& marking

4. PPE PICTURES

FAGO F333

5. PPE DIMENSIONS:

FAGO F333 model has been found to be produced using standard sizes.

PPE PRODUCT MAIERIAL INFORMATION:

The product is made ofelastic stEp, nonwoven fabricon the outer and inner layers and fifler materiaron the
middle layer.

ESSENTIAI- HEALTH AND SAFETY REqUIREMENTS

. A visual inspection was madeaccording to EN 149:2001 +A1:2009 for ergonomias.

. Protection levels and degrces are defined by the manufacturer.
r suitable construction materials were determined by visuar inspection aacording to EN 149:2001

+A1:2009.

6.

7.

!-tnM{56,fi EV.oo_yAytN TARIHi:20.11.2019
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MNA LABORATUVARLARI

TECHNTCAL EVALUATTON REPORT (92.21_02)

8. ANAIYSISANDEVATUATIONS:

EN 149:2001 +A1:2009

TESTS PARAMETER PERFORMANCE

LEVETS

RESUTTS PERFORMANCE

LEVELS

EVALUATION

FFP1 FFP2 I FFP3

Eanned Azo

Dyes

< 30 mglkc < 5 mg/kg < 30 mglkg PASS

Part 7.3

Visual

inspection

shall also the marking andiii fo ition
supplied bv the manufacturer

Appropriate PASS

Patt 7.4

Packaging

Particle filtering half mastiti[ t" otte."a
for sale packaged in such a way that they
are protected against mechanical damage
and aohtamlnatlon befole use,

Appropriate PASS

Part 7.5

Material
When conditioned in accordance 8.3.1 &
8.3.2 the particle filter half mask shall not
collapse.

Appropraate PASS

Part 7.6

Cleanihg and

disinfeding

Aftercleaning and disinfectingthe re-usable
particle filterinS half mask shall satisry the
penetration requirement of the relevant
class,

Not

applicable
Not applicable

Paft 7,7

Practical

performance

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

Appropriate PASS

Part 7.8

Finish of parts

Parts of the device trkety to i6if into
contact with the wea rer shall have no sharp
gl8e or burrs.

Appropriate PASS

TESTS PARAMETER PERFORMANCE

t-EVEt-S

RtSUt-TS PERFORMANCI

IEVETS

EVATUATION

FFPl FFPz FFP3

Pad 7.9.1

Total inward

leakage

At least 46 out of
the 50 individual

exercise result

<25 <11 <5 See the table

below

FIP2 PASS

At least 8 out ofthe
10 individual wearer

<22 <8 <2 See the table

below

TFP2 PASS

Total lnward t-eakage (%)

Subject L (As received)

Subject 2 (As received)

Subject 3 (As received)

Subject 4 (As received)

Subject 5 {As received)

Subject 6 (After temperature

U,FRM€56.REV,oo.yAytN TARIHi:20,11.2o19
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Exercise

1

Exercise

2

Exercise

3

Exercise

4

6,9 6,7 8,1 6,4 1,!
7.6 5,9 5,7 6,4 6,3 6,4

5,9 6,7 6,1 6,0 5,8 6,0

5,8 5,8 5,9 5,4 5,5

7,O 7-6 5,3 7,1 7.O

5,5 5,5 5,1 5,5 5,6 5,6
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ru uB6 NrM{ $N. n LlD. nt TECHNICAL EVALUATTON REpORT(92-21-02)

Subject 7 (After temperature
conditioning) 7,3 7,5 7,2 6,2 7,1 1,1
Subject 8 (After tem p erature

cohdjtionihg) 6,4 7,O 6,5 6,3 6,8 6,6
Subject9 (After tem peratu re

conditioning) 5,8 5,8 5,9 5,7 5,s 5,7
Subject 10 (After temperature
gonditioning) 6,2 5,6 5,9 5,3 6,1 5,8

Subject tacial dimensions

SubJect Face Length

(mm)
Face Width
(mm)

Face Depth

(mm)
Mouth wldth
(mm)

1 133 132 65
2 125 144 116 61
3 126 135 124 t5
4 123 133 134 74
5 135 122 t3
6 122 742 133 66
7 113 732 114 75
8 135 123 123 65
9 722 135 133 74
10 135 142 L25 83

TESTS PARAMTTER PERFORMANCE

LEVEI.S

RESUTTS PERFORMANCE

LEVETS

EVALUATION

FFPl FFP2 FFP3

Paft7.9.2

Penetration

of fiiter

material

Sodium chloride, 95

Vmin

Yo, fiax

oa 20 %6 See the table FFP2 PASS

Paraftin oil,95 Vmin
Yo, max

%20 %6 %7 See the table

below

FFP2 PASS

Penetration ot fi lter material Sodium Chlorlde (%) Paraffin Oil (%)

3,5 3,6
As received 3,4 4,2

3,6 4,O
After the simulated wearing treatment 3,7 3,5
After the simulated wearing treatment 3,4 4,O

4lt9r the sim_ulated wearing treatment 3,5 4,3
Mechanica strength and temperature conditioning (120 mg) 5,2 5,6
Mechanica !qqql!l!!!I.LE!Ig conditionins (120 ms) 5,1 5,7
Mechanica !q9nc-!!g!l9ryq49re conditionins (120 ms) 5,3 5,7

TESTS PARAMETER PERFORMANCE

I.EVELS

RESULTS PERFORMANCE

LEVETS

EVALUATION

FFP1 FFP2 FFP3

Paft7,LO

Compatibjlity

with skin

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

Appropriate PASS

Part 7.tl
Flammibilitv

Mask shallnot buln or not to continue to burn
for more than 5 s

Flame not

seen

PASS

u'FRM{56.REv,00,yaytN TARiNir2o.11.2o19
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Hureou@&utrr 5^N n.. Lro.grt. TECHNTCAL EVALUATTON REpORT (92-21-02)

Paft7.l2

Carbondioxide

content of the

inhalation air

Shall not exceed an average of% 1 0,80

0,83

o,'1s

PASS

Part 7.13

Head harness

Itcan be donned and removed easily Appropriate PASS

Pafi 7.14

Field of vision

Thefield ofvision shallacceptabG in pracficai
performance test.

Appropriate PASS

Part 7.15

Exhalation

valve(s)

It shall withstand axially a tensile force of t0 N

apply for 10 s.

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

Vmin over a peiod of3o s.

Not applicable Not

applicable

TESIS PARAMETER PERFORMANCE

LEVItS

RESULTS PERFORMANCE

LEVEIS

EVALUATION

FFPl FFP2 FFP3

Part 7.16

Breathing

Resistance

lnhalation 30Vmin o,6

mbar

0,7

mbar

1,0

mbar

See the table TFP2 PASS

lnhalation 95l/min 2,7

mbar

2,4

mbar

3,0

mbar

See the table IFP2 PASS

Exhalation

1601/min

3,0

mbar

3,0

mbar

3,0

mbar

See the table

below

FTP2 PASS

Breathing Resistance (mbar) lnhalation 30Umin lnhalation 95Vmin
0,6 1,9

0,6 1,9

0,5 1,8
After tem peraJu re aonditiohing 0,5 1,8
After temperature conditioning 0,5 1,8
After temperature conditioninE 0,5 19
After,the simglated wearing treatment 0,6 1,9
After the simulated wearing treatment 06
After the silnulated wearing treatment 0,6 1,8

BreathingResistan.e 160t-/min (mbar) Facing

directly

ahead

aacing

vertically

upwards

Facing

vertically

downwards

Lylng on the
left side

tying on the
right side

2,8 2,4 2,A 2,8 2,7
2,7 2,7 2,7 27 2,A
2,7 2,a 2,7 2,A 2,7

After tem peratu re conditioning 2,7 2,7 2.7 2,7 2,4
After temperature conditioning 2,8 2,8 2,a 2,4 2,7
After tem perature conditioning 2,7 2,7 2,7 2,7 2,8
After the simulated wearing treatment 2,7 2,8 2,7 2,4 2,7
After the simulated wearing treatment 2,7 2,4 2,8 2,7 2,7
After th€ simulated wearing treatment 2,7 2,7 2,7 2,7 2,4

u-FRM{56.REv,oo,yAytN TARIHi:20.11,2019
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Hx^u8@iw RuRrs^N ic. rrD. sr,. TECHNTCAL EVALUATTON REpORT(92-21-02)

TESTS PARAMETER PERFORMANCE

t-EvEts

RESUTTS PIRFORMANCE

LTVELS

EVALUATION

FFPl FFP2 FFP3

Paft 7 .17

Clogging

After .logging the

inhaletion

resistances shall

not exceed.

(valved)

4

mba

I

mba

7

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 exceed.

(valveless)

3

mba

r

4

mba

r

5

mbar

Not applicable Not applicable

Part 7.18

Demountable
part

All demountable pa*s (if fitted) sha be
readily connected and secured were
possible by hand.

Not applicable Not app,icable

9. DECISION PROPOSAL

Analysis and examinations FAGO t333 model .oded peEonal protectiv€ equipmenti Respilatory protective Devices
EN 149:2001 +A1:2009- Filt.red Half Masks for Protection Against Particles - properties, Experiments and Marking
standards are evaluated. lt is recommended to be certifi€d at the performance levels specified as a result oftechnical
evaluations.

10. ATTACHMEI.ITS

. Basic Health Safety Requirements

. Risk Assessment

. Test Reports (M,2021-01623)

. User Instruction

CONTROLIER : VOL(AN AK|N

SIGNAIURE :

OATE :15.11.2021
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