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ı ongoiııg stıccessful per{brınance iıı fiılfllı-ııeııt ol'thc recluireınen[s set oı-ıt in personal

Pro[ectivc Equipment Regıılation (EU) 20l61425 aırd l-ıarnıoııised staııdarcls, enstıred
by assessıı-ıeııts based on Aırnex 7 (Modııle C2) or Aırnex 8 (Module D) ol'the
regulatioır no later thaıı I year [ı,oırr tlre begiııning ol'serial productioıı

This ceıtificate is initially issııccl oır l3l08l202t aııd will be valid lbr 5 years, il'tlıere is no
cl-ıange in the relevant harınonised standard ali'ecliııg the esseııtial lıealtlı aııd saf-ety

recIulı,e nlentS.

2163

UNlVERSAL CERTtFıCATloN
Director

Necip Fazıl Bulvan Keyap Sitesi E2 Blok No:44l84 Yukan Dudutlu tlmraniye - İSTANBUL - TURKEY T:+90 216 455 80 80

t İ{ıVERSALGERT.GOM

(€

§ıııf K

s



ffi,
UNIVERSAL

CERTIFICATION

I_INIVERSAL CERTIFICATION and SURVEILLANCE SER\TCES TRADE CO.
Necip Fazil Bulvari Keyap Sitesi E2 Blok No:44l8,1 Yukari Dudullu Umraniye, Istanbul / TURKEY

TEST REPORT

Report Date: 13.08,2020

Report Number: 08-2020-T0303

CLIBNiT and SAMPLE INFORMATIO}I

l'he results given in this test report belongs to the samples tcsted. The ieport content cannot be recreated partiallı, ,,vithout the
ı.i,ıitteı-ı consent o l UNIVERSA L, CERT]F]CAT ION.

UNlVERSAI_
sERTiFiKAS.aoı.ı

Hi7j\,İ.

80 08
5ar]gJzi

Suat KAÇMAZ
Direçtor
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FAGO MEDiKAL SANAYi VE TıCARET LİMITED SiRKETI

15 Temmıız Mahallesi Caıni Yolu Caddesi No:l06 İç Kapı No:Zt Bağcılar 1

istanbııl

Folding type protective mask

FAGO 101

EN 149+4l:2009

CE-PPE-3246

2,7.07.2020 T
,ING START DATE 27.07.2020

Not given, single use only

50
i

i SAMPLE II)s:i1-+6
26-46

'a:. Simulated wearing
tfeatment

1-2-3-4-5-6-'7-8-9 (As Received)

iO-i 1-12-t3-14-15 (Saınple aftertest of Mechanical
Strength)Temperature conditioning
l 6- l 7- 1 8- l 9-20 -2 1 -22 -23 -24 -2 5 (As Received)

Mechanical streneth |0-11 -12-13-14-1 5 (As Received)

LTD.
E2

{ş^

MANUFACTURER

MANUFACTURER ADDRESS

SAMPLE DESCRIPTION

BRAND NAME - MODEL

TESTING STANDARD

CASENUMBER

SAMPLE RECEIVE DATE

DISINFECTION lNSTRUCTION
I/ tıpplicable

NUMBER OF SAMPLES

AS RECğIVED SAMPLE NO

CoNDlTloNING SAMPLE No
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TEST
STANDARD TEST NAME RESULT EVALUATION

EN lzl9:2001 +

A l :2009 claııse 8.5

EN 13274- 1:200l

Total Inrvard Leakage Testing Pass FFP2

EN 149:200l +

A1:2009 claııse 8.1 1

EN 13274-7:2019

penetration of Filter Materiai Pass FFP2

EN l49:200| +

Al:2009 çlause 8.6

EN l3274-4:200l
Flammabili§ Testing Pass see result

EN 149:200l +

A l:2009 clause 8.7

EN 13274-6;2001

carbon Dioxide content of The lnhalation
Air Testing Pass see result

EN l49:2001 +

Al:2009 clause 8.9

EN l3274-3:200l

Breathing lnhalation Resistance-30 l/min Pass see results

Breathing [nhalation Resistance-95 l/min Pass see results
EN l49:2001 +

A l :2009 clause 8.9

EN l3274-3:200l
Exhalation Resis]ance, flow rate 160 Vmin Pass see result
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REQ1lIREMENT RESULTS CO\1MENT
Particle tittering half masks shall be otiered for sale
packaged in such a ıval,that the1 are protected
a_eainsi mechanical damage and contamination
befbı,e use.

Pass
The masks r.ıere packaged in sealed plastic bags. in larger
plastic bags inside a large cardboard box that gave some
proteçtion against nreclranical damagc or coırtamination
befbre use

Lab A

RiQlJ]REMENT REStjLTS CoMMENT
N,{aterials used slıall be suitable to rıithstand
handliıig ıind rı.,ear cıver the period fbr ııhich the
particle illteriıg hallmask is desisned to be used.

Pııss
The matetials rısed rvere able to rvitlıstand handling and
rı,ear dııring 1he linıİted laboratory testİng carried out.

Anı, nıateria] fiom the tllter media released b1 the air
t'ioı.v through the tllter shall noı constitute a hazard or
nuisaııce lor the r,vearer,

Pass
lt rıas nol constitute tı hazard or nuisarıcc fbr the ryearcr

Atteı uıdergoing the conditioning describe d in 8.3. l
ııone oltlıe particle tiltering half ııasks slıal] lriır e
sut}'ered mechanical t'ailure oithe lacepiece or stfaps.

Pass
None of tlre specimens conc,litioned sutĞred mechanical
t'ailiıre.

When conclitionecl in accorclance wiah 8.3.1 and 8.3.2
the particle filterins half mask shall not col1apse.

Pass
None of the specimens had not collapse alier
coırditioıins.

Lab B

i,
RT

Fa E2 Blok,

lffi

+7.4 t49:200l clauseAl:2009 8.2)

Test Method: Clause 8.2-Visual inspection

7.5 MATERIAL (EN l49:200l + Al:2009 clause 8.2, 8.3.1, 8.3.2)

Test Method: Clause 8,2-Visual inspection

Clause 8.j. l-Simulated r.ıearing treatment

A bıeathing machine is adjusted to 25 cycles/min and 2.0 Ustroke. The particle filteriıg half mask was mounted on a
Sheffield dummy head.

For testing, a saturator is incorporated in the exhalation line between the breathing machine and tlıe dummy head, the
saturator being set at a temperature in excess of 37 'C to allow for the coo:ing of the air before it reaches the mouth of
the dummy head.

The air has been saturated at (37 + 2) 'C at the mouth of the dunımy head

Clause 8,3.2-Teınpeı,ature conditioning

The ambienı teınperature for testing has been betryeen l 6 oC and 32 oC and the temperature limits has been subject to
an accuraçy of +l oC.

a) for 2zl h to a dry atmosphere of (70 * 3) 'C;
b) for 24 h to a temperature of (-30 + 3) 'C; and allorv to retunı to room temperature for at ]east 4 h between exposures
and prior to subsequent testing. The çonditioning has been carried out in a manner which ensures that no therma] shock
oçcurs.



Ilı

REQUtREMENT RESULTS CoMMENT
l[ıhe particle filtering hallmask is designed to be re-usable. tlıe
materials used shal1 ıı ithstaııd the cleaning and disinl-ecting ıl_genls

and procedures to be specified bv tlre manuf'actıırer.
\Yith re f'erence io 1 .9.2- aiter cleaning ancl disinl'ecting the re-
usable particie filtcring halfmask shall satis§ the peıetrıtion
requirement olthe relevant class.

N/A

Tlris aıticle is not applicable fiır tested
protective mask rı,hich is single use
disposable mask.

,ffi,^,

UNIVERSAL

|1iZı,1
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80 08

Page 4 / 11
0216 455 80 30 Faks:
5a.ıgazi V.D.892 025 8722

REQU]REMENT RI]SULTS COVtivlEN l
The paılicle tiltering hall'mask shal1 ı"ıııde rso practical perlbrmance tests
under realistic condiaions.'['hese geneıal tests sğ§e tlıe pı_ırpose of checking
the equipment ti,ır inıpertections thal can not be determined bv the tests
described elseııhere in ıl"ıis standard.

Trro as receiı-ed ııask samples are ı_ısed b,ı, tııo sı-ıb.ject frır the ivalking (l0
mins uıilking ıvith a speed of 6km;'h) aıd ıı,ork simulation (bended rvall<ing"
craır{ing and basket t-illing cxercises) tests.

No impcrf'ections Detail ref-ei to Anne\ I

The tiıce piece fitıing
Head harness conıfbrt
Securit1, ol' lbstenings
Field of vision

2
2
2
2

0
0
0
0

F iltering hırll nıasks
should not have

impeılections related
to rvearer's
acceptance

Filteıing half masks
fiıl f'i l reqııireıı-ıents o l

thc siandard EN
1-19:200l +Al:2009

given in 7.7

No impeı,t'ectioı-ıs

1'1ıe subjects (MEG aıd V{;\) lı,ere ırble to complete the exercises and did not report anr nuisance or problem şith tlıe mask.

Lab B

Annex I-Test Result:
Nıımber ol sanıple: 29 (A,R). 30 (A.R)

REQUIREMENT RESULTS COMlt{ENT
Pans of the device likell,to come into contact \\ith
tl-ıe ıvearer slrai] lrave no slıarp edges or burrs. Pirss

None o1'ihe specimens used İn laborator! testing shorı-ed

evidence olshtrrp cdges or bun,s ıvhile visual inspection
and perfbrınance tests.

Lab A

LTD.
E2B

Test Method: Described in Clause 8.4,8.5 and 8.1l

7.7 PRACTiCAL PERFORMANCE (EN 149:2001 + A1:2009 clause 8.4)

Test Method: Described in Clause 8.4

Clause 8.2Described in

/fiF\
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REQU]REN,{EN1 RESULTS CoN,lMENT
The total inrvard leakage consists oi'three componeülts: f'ace scal leakage_ exhalation r,alue
1eakage (ilexhalation valı.ıe tlned) and tllter penetration. For particle tiltering lrallmasks
lıtted in accordance ıvith the manı-ıf'acturer's infbm,ıalion. at least -16 out of the 50
indivldual results shall be not greater tlıan: 25 9,o tbr FFP1^ l ı 9ir lbr FFP2. 5 9n tbr FFP3
and in ;ıddition at least 8 out oIthe 10 indiı idual rıearer aıill,ıınetic means tbr the totiıl
inııard leakage slıall not be _ereater tlran: 22 % tbr FFPl. 8 Ci, tbr FFP2" 2 9.'o ibı FFP3

I'ass

Classitjed as FFP2

Detail ret'er to
Annex [I

Annex II_Test Result:
The test results obtained are in the tabIes as fo]lorıs

For Infrırnıation Onlv

Lab B

1 Jt A.R. 1,IB 8,40 8,41, 6,83 7,72
2 ): A.R. 6,65 7,01 8,20 6,87 7,25 7,20
_) .)J A.R. 6,71, 7,05 8,55 7,69 8,41, 7,68
.l J+ A.R. 8,1-3 8,22 7,5o 7,88 6,94 7,74

5 35 A.R. 8,26 6,98 8,49 7,47 1,78
6 l6 T.C. 7^q 8,21, 7A) 7,I3 7,9L 7,63
,7

1,7 Tr\ 7,L8 7,20 7q7 7,98 7,55 ],5]
8 18 !_(. 7,86 8,04 8,41 7,89 7,56 7,95
9 l9 T.C. 7,60 8,02 6,88 ],30 8,33 7,63
l0 20 1,.C. 8,45 8,52 7,56 7,95 7,69 8,03

,,\ll 50 individual eıercise results rrere not ereaterthan l l 0,6

At least 9 of l0 indivitlual r,vearer arithınetic mtans \\ere not sreirter than 8 -C6.
Pass (FFP2)

1 Ill 155 t30 60

2 ll3 1.18 128 62

_) 1l2 l60 l34 59

4 l15 1 _18 l25 61

5 120 1-58 |32 57

6 l ı8 l50 l34 59

7 115 l52 l30 57

8 1|7 l55 l3,1 59

9 l 1,1 149 128 51

l0 1t0 l50 l31 55

Clause 8.5 |l]l i: ilTest Method:

Test
Sub.jecı

l. Walk(%) Talk (%) Avera_se (94,)

Face Widıh
(mnı)

F'ace Depth
(mm)

,f.r\
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REQUIREMENT RESI_rLTS CoN,IMENT

classification Mar penetrıtion oites1 aeroso]
NaCl test
95 1, nıİn
916mııı

ParafTln oi1 test
95 l/min

'.,İımal
FFPl 20 20
FFP2 6 6
FFP3 l l

Pass Detail refer to Annex IIIA ancl IIIB

Annex IIIA-Test Result;
The test results obtained aıe

Annex IIIB-Test Resıılt:
The o

LabA+B

in the tables as

in the tables as fb

36 1.05
37 1.33
j8

As received
1,29

1 1.30
/- 1.37
J

siınıılated ııearinp
treatlne nI

|.27
l0 1.06
ll 1.68
I2

\,lr,clıanical strength I
Tempeıature
conditioned

1.23

FFPI S 20 o,'o

FIrP2 :6 7,

FFP] < l 9'o

Filtering half'masks
filtjl the reqııirements cıl
tlre standarc] EN
1.19:200 l+A l :2009

*eiven in '/ .9.2 iı,ı range of
the f-irst. second and
tl,ı i rd protection class
(l-,lPl. FFP2.FFP3)

Ptıssed

39 l ^68
;l0 2.76
,ll

As received
2,16

4 1.82
5 2.90
6

Simulated ıreıiring
treatment

2.59
13 2,86
14 2.65
l5

Mechanical strength +

Temperature
conditioned 2.83

FFPI S 20 9,t,

FFP2 < 6 Yo

FFP3 < 1 9'i,

Filtering half masks tilltll
the ı,equirements oi' the
standard EN
t -l9:200 l-tA l :2009 given
in 7 .9 .2 in range of the llrst.
second and tl-ıird protection
classes (FFP|. FFP2.FFP3)

Passed

UNlVERSAL
S

LrD
teji, E2

iyıl'iS
ı:3kS: O2i

sıııg:zi ı.lJ, 393 J25 3722

H1ZM-

Teleaoir: 0216.ij5 sc so
L
B0 08
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7.9.2 PSNETRATION oF FILTER clause 8.1 l)

Test Method: Described in Clause 8.1 1

/tr



REQU1REMENT RES1 ]l.TS Co\,IN.{ENT
lv{aterials that ma}, come into contact ıvitlı tlıe
rvearer's skin shall not be knorvn to be likell,to
cause irritation or anı,otl-ıer adı,erse etTect to l-ıealth.

Pass
No İrrıtatıon or anr other adverse eftect to lıealth oı
sensitivit1 reported bl,ıhe subjects durin_c the practical
per|brmıınce iınLl l IL tc5l).

Lab B

SERfiFıKI\SYoN
l1i7lı;1

LlD
F2J : j,.llj 1

:ıi; ııiy:;İı Pagel l ll
ıc Jü i'ı(5i 30 .JE

jaiı;:::ıi ıiD,6:]] ,j25 37

REOUlREMENT RESt] LTS CoMMENT
'['he material ı-ısed shall not pı,esent a danger fi,ır the ırearer and shail not be of
highl_ı, flammable nanıı,e. \\'hen tested. the particle tilteı,ing ha]f mask slıall not
bum or not to continııe Lo burn 5s after remoral fioııı the tlamc. Pass Detail ref'er to Anne\ lV

Annex lV-Test Result: The test results obtained are si\,,en in the tables iıs ti]lloşs

45 0.,l s

16
As receivecl

0,j s

2| 0.5 s

22

Ten-ıpe ralure
conditioneil 0,7 s

Filteriııg hall mıısk
slıal1 not burn or ııoı
coııtinı,ıe to [-ıunı fiır
moretl-ıaı-ıjsatter
reınoval fi,iım the ilanıe

Passecl
Filtering lıa]t' masks tı,ıi tll
recluireınents of the sti.rndard EN
1-19:200l -
A l:2009 rıiveı-ı in 7- I l

Lab B

:

REOUIREMENT RESULTS COM]VIENT
The carbon dioxide content of tlıe inhalation air
1dead space) sha]l not erceed aıı average of 1 ^0 9/o

(bv ıolume)
Pass Detail ref-er to Annex \i

Annex V-Test Result: The test rcsults obtained are siven in the tables as 1bllorvs:

26 0,69

27 0,72

28

As received

0,64

0.68

co: coıtent olthe
inhalation air shal]
ıot exceed an
average of'1.0% b_"-

volume

Passed
Filtering half masks fulfll
reqtıirements olthe
stanclarcl EN l49:200 l +

Al :2009 given in 7.12

Lab B

1,r0

l

7.1l Aıl49:200l :2009 clause(EN 8.6)

Test Method: Described in C]ause 8.6

cıındition Visual inspecliiın Reqııirements in accordance
rritlr EN l49:200l+A l :2009

Assessıııeırt ol'Iest ResuIt
(tonltırıniti \tıncon [brııritr

7.12 CARBON DIOX1DE CONTENT OF THE INHALATION AIR (EN l49:200l + Al:2009 clause 8.7)

dp'h ı lhll\/trDaAl



REoUIREN,{ENT REStjLTS Co\,1IVIENT
Tlıe head hamess shal1 be designed so tl-ıat the
paılicle tiltering halt--mask can be donned and
reııoved easil_v.

Pass No problem ıi,ith the head lıamess reporteı"l b} the ı.iearers
dıırİng tl-ıe practİcal peltbrmance test.

I"he head harness shall be acljtıstable or self'-ad.iıısting
and shall be sı.ıf}icientll,robust to hold the particle
tiltering halimask lirmll,in position and capable o1'

nıaintaining total inriard leakage requirements tbr
the clevice.

Pass No probleın ır,ith the head harness repoıled b1 the rı,earers
during the practical pertbımaııce test.

t-ab t]
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{tL]QLJ lRL.NlENT RESI jLTS COl/tMENT
The field of vision is acceptable if determined

so in prattical perfbrmance tests. Pass
There were no adverse comments fbllowing
practica] perfbrmance tests.

Lab B

8.2, 8.3.4, .8,8.9.1)

REQUlRE\,1ENT RE,St]LTS COMN,{ENT
A paıticle tittering half mask mav have onc of more
exhalation valve(s). ıılıiclı shall iunction corrcctl) in
all orientaaions.

NiA No exhalation valve in testecl samples.

[fan exha]ation valve is provided it shaI1 be
protected against or be resistant to dirt and
mechırnical damage and ıı-ıav be shı,tıtıded or maı,
include aıır,otlıer device that ma\ be necessar.r for
the particle tjltering lıalf nıask to ccııııplı ı,itlı 7.9

N/A No exhalation valve in tested samples.

Exhalation ı.ah.e(s). if i-itted. slıall continue to
operate correctlı, afler a contiıırıtıus exhalaticın florv
ol300 l/min o.",er a period of'30s.

N/A No exhalatioıı r,alve in tested stınıples.

\\'hen tlıe exhalation valve holısing is attaçhed to the
face blank" it shall ı.vithstand axialll, a tensile fbrce of
10N applied for l0s.

N/A No exhalırtion valve in tested samples.

Lab -

Test Method: Described in Clause 8.4, 8.5

.€&.

7.t4 FIELD oF vıSıoN (EN 149:2001 + Al:2009 clause 8.4)

Test Method: Described in Clause 8.4

Test Method: Clause 8.2. 8.3.4, 8.8. 8.9.1
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Annex VIA-Test Result:
-fhe 

test results obtained aı,e gir,en in the tables as tbllorrs:

Inhalation Resistance

Exhalation

Lab A

REOUIREMENT RESULTS COIV{\,,IL,N I,

CIassillcation Vlax permittcd resistance (mbar)
]nhalation Exhalation

]0 Iı'min 95 llnıin l60 l/min
FFPl 0.6 2.I 3.0
FFP2 0.,7 2.4 3.0
HtrP3 1.0 3.0 3.0

Pass

Classifled as FFP2

Detail re ler to Anne\ VLA-\']B

42 0,56 1.85
13 0,54 ,.76
,l .1

As ıeceiı, ed

0,55 ı.96
7 0,54 I^92

8 o,57 1.85
9

simulated
ıvearing
treatmellt 0,55 |.77

23 0,50 1.96
24 0,55 1.9l
25

Teı-ı-ıperatrıre
conditionecl

0,55

FFP l < 0.60

FFP2 < 0.70

FFP3 5 1.0

l.ıj8

FFP1 < 2.10

FFP2 < 2^40

FFP3 < 3.00

Passç,:1

Qualifıes
FFPl.]lFP2
^FFP]

12 2,4I 2,62 2,57 2,63 l,/ö
13 2,78 2,61 2,74 2,77 )L)
41

As received
?Ao 2,79 2,63 2,58 2,69

7 2,67 2,44 )q4 2,6I
8 2,75 2,49 2,68 2,79 2,56
9

SimuIated
rı,earing
treatnlent 2,55 1 An 2,66 2,56 2,77

lJ z,6I 2,44 2,68 2,43 2,70
l+ ) A,A )A1 2,44 1aa 2,76
25

T'emperııture
condiıioned

l60]/min

2,79 2,67 2,42 2,58 2,51

IIFP l S 3.0

FFP2 < 3"0

FFP3 < 3.0

Passed

Qualities
FFPı. FFP2.
I- 1--P3

UNlVER§AL

iiİZı!İ.
Ll i]

]ı':r:l F2 3

ij l.
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t 49ı2tl0 ü +'A l :2009t}iı üdd 8i9)BREATHİNG7 .16 ANCERESIST (EN

Test Method: Described in Clause 8.9

direct11
Facing

",§ry\ ]SE

ıi34
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REot]IREIV1ENT RESLILTS CoMMENT
Vırlved particle filtering half masks:
;\fter clogging tlıe inhalation resistances shall not
exceed: FFPl :.lmbar. FFP2:5ınbar. FFP]:7mbar iıt
95Linıin continuous f'loıv, 'l'he exhalation resistance
shırll not excced 3ıııbar at l60L/min continuous flo\\
Valveless particle fiItering hali masks:
Alter clogging thc inhalation resistanccs shall not
exceed: FFPl:jmbar. FFP2:.lııbar. F|P3:5nıbar at
95 L/min continı"ıous iorı

NAs This is optiona] test and ncıt desired b1, client.

Lırb

REOUIREMENT RESULTS CoMMEN"|
A1l deııountable pıırts (if fitted) shall be reaclil1,
connected and secured. rr,l-ıere possib]e by hand

N/A No demoı"ıntable part.

Lab

Pass Re q u i re m e n t s€ f,'sfled.

^iCR
Requirement not satisfied, Refer to the "Result details' section for more information

NAs Assessmenf not caried out.

N/A Requi rement not applicable.

UNIVERSAL SERTIFIKASYON VE
GOZETıM HIZMETLER1 TlC. LTD.
STl.

Internal Laboratory Services of Notified Body

GCNTR ULUSLARARASI
BELGELENDIRME, GOZETIM,
EGITIM VE DIS TICARET LIMITED
SIRKETI KOCAELI DILOVA SUBESI

Laboratory holds an accreditation by Turkish Accreditation
Agency with number AB-ı252-T according to EN lSo/IEC
|'7025:2017.

The laboratories are conffacted bodies with LrNIVERSAL CERTIFICATION and the techniçal competence
of the laboratories is also under supervision / assessınent of UNIVER.SAL CERTlFlCATION based on the
provisions ofEN ISO/IEC 17065 Requirements for bodies certi$zing products, processes and services
standard.

Each test result given in this test report shoıvn with the issuing laboratory code.

Test Method: Described in Clause 8.8. 8.10

7.18 DEN1OUNTABLE PARTS (EN l49:200l + A1:2009 clause 8.2)

Test Method: Described in Clause 8.2

] sja:R )N
] i,aİ"ü

Code Laboratory Name Competency Explanations

Lah B

a

a
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CERTIFICATION

Sample Photo

- End ofReport -
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