asques respiratoires FFP2

(Boite de 20 masques)

Les masques respiratoires FFP2 (boite de 20) font partie des équipements pour la protection
individuelle (EPI) congus pour préserver le systéme respiratoire du professionnel de santé.

La forme ergonomique des masques respiratoires FFP2 (boite de 20) permet de s'adapter

parfaitement a la forme du visage.

La partie intérieure des masques respiratoires FFP2 (boite de 20} est faite en tissu non tissé souple

et non irritant.

En plus d'étre pliable, ils sont dotée barrette nasale
et des deux élastiques facilement positionnables.

Conformes aux prescriptions FFP2 de EN
149:2001+A1:2009 et aux prescriptions EPI du
Réglement UE 2016/425. CE NB2841

Spécificités :

- Margue : EM-02X ( Fabrication EU)

- Non stériles

- Elastiques

- Barrette nasale ajustable

- Coloris : blanc

Conditionnement : boite de 20 {(emballage individuel)
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Notified Body Number: 2841

AB Tip Inceleme Sertifikasi

EU Type-Examination Certificate

Belge No / Certificate No : 164-21-01
Belgelendirme Tarihi - Bir Sonraki Belge Tarihi /
Certification Date / Certificate Validity Date : 18.02.2021-18.02.2026

Belge Gegerlilik Tarihi / Document Validity Period: 122-21-01(18.02.2021-18.02.2026) kodlu sertifikanin
siresi boyunca gegerlidir/ Valid for the duration of the certificate with code 122-21-01(18.02.2021-

18.02.202¢6)
Firma Unvani ve Adresi/
Company Name and Address :EM POLAND SP.Z Q.0.
aleja Pilsudskiego 63, 05-070 Sulejowek, Poland

Uriin Ad: /Modeller / Product Name / Models : EM-02X
Direkitifi / Directive : 2016/425 REGULATION
Modiilii/Kategori / Module / Category + B MODULU/ KATEGORI 1T

MODULE B/ CATEGORY Il
Test Rapor No/lan / Test Report No : Sertifika no: 122-21-01
Uriin Tipi / Product Type: '

- EN 149:2001+ A11009 Solunumla ilgili koruyucu cihazlar - Pargaciklara karst koruma amagh
~ filtreli yanm maskeler/ Respiratory protective devices - Filtering half masks to protect against
~  particles _
Uriiniin Malzeme Bilgisi / Product Material Information: EM-02X model tiriinleri kumas, elastik kays,
burun Klipst ve filtre katmam kullamlarak imal edilmistir./ EM-02X model products are manufactured using
Jabric, elastic strap, nose clip, filter layer.

Volkan AKIN Okan AKEL
18.02.2021 18.02.2021
Karar Verici / Approver Sirket Miidiiri / General manager

! MNA Laboratuwadan San Tic.Ltd .Sti ; i
Adres: Kilgikbakkalkdy Mahallesi Yenidogan Cad.No:21 Atagehir/ keagtiot |

_ _ Tel: 0216 574 o;r 08 Faks: 0216575 13 31 www.mnalab. com ‘
U-Form-002/Rev.04/12.03.2020 5 i
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Notified Body Number: 2841
ATTACHMENTS (164-21-0})

To centify the PPE product at Category 11 level, C2 or D module is accompanicd by applying one of
the conformity assessment methods along with the EU Type Examination (Module B).

Model : EM-02X

lPPESPEClFlC:\T!ON o lFERFORMANCE LEVELS I

Classification 3 — Ir _ iFP?. - j

[Reusable/Single ShiRUse | NR___ ]

e e
TSR

|

PPE produced as a single unit to fit an individual user, all the necessary instructions for manufacturing
such PPE on the basis of the approved basic model:

s = — — — S—
|| MARKING . |
e — : =
MANUFACTURER: EM POLAND SP.Z 0.0.
PPE TYPE : f
- EN 149:2001+ A1:2009 Respiratory protective devices - Filtering half masks to protect
against particles : r
MODEL: EM-02X 4
PICTOGRAM AND PERFORMANCE LEVELS:
i, . EN 149:2001+ A1:2009 FFP2 NR
it 7 s q [}
| c : € " b e [ ‘h <Ay ‘
) T / \ I b -cxx%‘
NB 2841 Year Month C yyyylmm W
Or Condition of Storage

MNA LABORATORIES SAN. TIC. LTD. $TI declares that the above-mentioned product meets the
-~ Tequirements of the directive according to the EU Directive 2016/425, the safety of the product is
covered by the g:onditions and use specified in this certificate and in the technical file.

_ * MNA Laboratuvarlan San. Tic.Ltd .Sti : '
Adres: Kiiclkbakkalkay Mahalles! Yenidogan Cad.No:21 Atasehir/ Istanbul
Tel: 0216 574 07 08 Faks: 0216 575 13 31 www.mnalabcom |

|
i | '
! J

U-ann-mzmewmnz_‘ggm ;



MNA LABORATUVARLARI

., MNA ?m" "

| MHA LABORATUVARLARI SAN TIG LD, 511 ' TECHNICAL EVALUATION REPORT {90-20-03)
Report No :90-20-03
Report Date :22.01.2021
Application No :90-20-03

1. COMPANY INFORMATION:
YUSUF RAGIB TINARLIOGLU
D.umlupmar Mah. Pelin Sok. No: 51/162 Kadikéy/ISTANBUL/T URKIYE
Phone: +905358201230

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

3. PPETYPE IDENTIFICATION

EN 149:2001+A1:2009 Respiratory protective devices — Filtering half masks to protect against particles -
Requirements, testing, marking

4. PPEPICTURES

BLGN95

5. PPE DIMENSIONS:
BLGN95 model has been found to be produced using standart sizes.

6. PPE PRODUCT MATERIAL INFORMATION:
The product is made of elastic strap, nonwoven fabric on the outer and inner layers and fitler material on the
middle layer.

U-FRM-056.REV.00.YAYIN TARIHI:20.11.2019
Sayfal/4



| WNALABORATUVARLARISAN TIC LTD. ST¢ |

MNA LABORATUVARLARI

TECHNICAL EVALUATION REPORT (90-20-03)

7. ESSENTIAL HEALTH AND SAFETY REQUIREMENTS
® Avisual inspection was made according to EN 149:2001 +A1:2009 for ergonomics.
¢ Protection levels and degrees are defined by the manufacturer.
e Suitable construction materials were determined by visual inspection according to EN 149:2001

+A1:2009.

e Respiratory protective dimensions are evaluated according to EN 149:2001 +A1:2009.

o Conditioning EN 149:2001 +A1:2009 part 8. 3, Penetration EN 149:2001 +A1:2009 part 8.11 (EN
13274-7), Application performance EN 149:2001 +A1:2009 part 8.4, Inward leakage EN 149:2001
+A1:2009 part 8.5, Flammability EN 149:2001 +A1:2009 part 8.6, The carbon dioxide content of the

inhaled air EN 149:2001 +A1:

2009 part 8.7, Inhalation resistance EN 149:2001 +A1:2009 part 8.9,

Exhalation resistance EN 149:2001 +A1:2009 part 8.9 has been tested and evaluated.

8. ANALYSIS AND EVALUATIONS:

EN 149:2001 +A1:2009
TESTS PARAM&E! | PERFORMANCE | RESULTS | PERFORMANCE | EVALUATION |
! | LEVELS | | LEVELS |
T _FPL | FFP2 | FFP3 - M
Vlsuai i Shall also the marking and the mformation Appropr:ate E i PASS
inspection ' | supplied by the manufacturer - ’
- | At least 46 out of | <25 | <11 les See the table | FFP2 | PASS
the 50 individual i . below
Total inward Le"xgrc:se result ; ; o
. leakage | At least 8 out of the | <22 <8 <2 1 See the table FFP2 PASS |
! 10 individual wearer | ' i

 arithmetic means |

be!ow

Totai Inward Leakage (%)

Exercise 1 | Exercise 2 | Exen::lseS Exert:tse4 Exercnses * Average :

“Subject 1 (As recieved) 17.2 175 74 | 8.0 73 175
'Su"meci?(ﬂl?réc'{e'ueéf)__m' 8o 79 7.3 74 8—1"““ T3 ? 7 |
stsb;ect'?z (As recieved) 5 - 7.5 74 8.0 8.1 i 7.7
Subject 5 (As rECIeved} e 80 DI 7 3 75 C 7.6 . i 7.5 76
Sub;ects (After temperature cond|tlonmg] 7.5 | 96 74 180 174 - ' 76
Sub}ect? (After temperature conditlonmg) 81 7s 197 . 8.6 ‘8.8 | 8.2
Subject SE&;r temperature condrt:omng) a1 78 8.1 - { 2.3 u_:/’3h__ 7.7 |
Sub;ectg (After temperature condat:onmg) 7.5 | 7.4 | 7.5 | 7.2 | 7.5 '74
_sfzﬂjéc.t 10 (After temperature conditioning) 7.6 75 {73 (74 |14 7.4

U-FRM-0S6.REV.00.YAYIN TARIMI;20.11,2019

Sayfa2 /4
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| MNAUABORATUVARLARISAN, TIC LTD 74 |

" MNA LABORATUVARLARI

TECHNICAL EVALUATION REPORT (90-20-03)

| TESTS | PARAMETER ' PERFORMANCE 'RESULTS | PERFORMANCE | EVALUATION
| | | LEVELS | LEVELS |
o (FFP1 | FFP2 FFP3 |
| Flammibility Mask shall not burr"i‘ or not to contmue to : Flame not g B PAS;_““ :
: ' burn fc:r more than 5 s | seen |
| ' Carbondioxide l Shall not exceed an average of % 1 0,78 = pass
' ' content of the | ' 0,82 |. .
!nhalat;on air 0,79 i
“Penetration of | Sodium chioride, 95| %20 | %6 | %1 | See the table | FFP2 PASS
 filter material Lfmm 5 . below : |
' | %, max ! 1'
' ' Paraffin oil, 95 L/min | %20 | %6 %1 “See the table | FFP2 T PASS _
| %, max | ' 5 beicw ! '
| Penetration of filter material Q'S'odium Chloride (%) ' Paraffin Qil (%)'
;As T R o e e
j__.As e S S . i B_E: “H;
' As recieved 35 30
| After the simulatéd wearing treatment - 3.8 I 2.9
After the simulated wearing treatﬁﬁent N B 31 ' 28
g-After tﬁe simulated wearing treatment 3.9 B | 31
" Mechanical stfength and temperature cond:t!onmg - N 4.0 = i
Mechanical strength and | temperature conditioning 5.8 B 53 1
:\'Mechamcalmsgé:r_igth ar:dvtemperatureca_r__:dl_t:anmg o . - — 5.7 -
TESTS ~ PARAMETER ' PERFORMANCE RESULTS | PERFORMANCE =EVALUATION
| | LEVELS ;  LEVELS
| | | FFP1 | FFP2 | FEP3 | | f
?!'_Compa'tibility Materials shall not be known to be hkel;ta | Appropnate & | PASS
with skin | cause irritation or any other adverse effect | i l
! ' to health ‘ | | |
"ﬁga? B;}ness "It can be donned and_'femoved easﬂy X;Sbronnate ﬁ— - : PASS -
' Breathing Inhalation 30L/min 10,6 (07 1 | See the table | FFP2 PASS
' Resistance 5 mbar ! mbar _mbar | be!ow f ‘ o
| CInhalation 95L/min | 2,0 24 3 | See the table | FFP2 ©pAss |
.. ‘ mbar | mbar mbar | below ] . |
|Exhalation 160L/min | 3 |3 |3 | See the table FFP2 | PASS
! | mbar | mbar | mbar | below

U-FRM-0SE.REV.00.YAYIN TARIHIZ0.11,201%
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MNA LABORATUVARLARI

MNA LABORATUVARLARI SAN. TIC. LTD STI i

TECHNICAL EVALUATION REPORT (90-20-03)

éfﬁéihlng Resistanc-é‘(_mbaf}

" Inhalation BOLJmm

| Inhalation QSLImm

 As recieved R 05 - 17 = 4

§r e B Bt e
T - 3 T

 After temperature conditioning Bl 18 -

_After temperature conditioning B ‘04 e

After temperature conditioning 105 17

After the sumulated wearing treatment ) 04 T8 -
__f}_f_tgi_*_ the simulated wearing treatment |04 117
_After the simulated wearing treatment 05 7 T
| Breathing Resistance 160L/min (mbar) | Facing ' Facing ' Facing Lying on the | Lying on the |
’  directly - vertically vertically left side | right side

' ahead upwards | downwards | ,

Asrecieved 120 ':f:'%;o 20 20 720 |
- As recieved 1 2,1 120 | 2,0 120 {20 i
Asrecieved |20 I'20 20 20 2.0 f
“'Aft_e?t_é'mpéFaiJre T s e . = —
|} After temperature conditioning 12 120 20 - L& 120
| After temperature conditioning 2.1 12,0 12,0 1 2,0 20 5

After the simulated wearing treatment | 2,1 |2 21 20 120 ;

Aﬂ:er the simulated wearing treatment 2.0 120 (21 124 121 1
_After the simulated wearing treatment | 2.0 - i20 “HTO ) _é_ﬁ.”"_——_.i 20 __*

8. DECISION PROPOSAL

Analysis and examinations BLGN95 model coded personal protective equipment; Respiratory Protective Devices
EN 149:2001 +A1:2009- Filtered Half Masks for Protection Against Particles - Properties, Experiments and Marking
standards are evaluated. It is recommended to be certified at the performance levels specified as a result of

technical evaluations.

10. ATTACHMENTS
e Basic Health Safety Requirements
e Risk Assessment
e Test Reports

e  User Instruction

CONTROLLER : VOLKAN AKIN
SING
DATE :22.01.2021

U-FRM-0S6.REV.00.YAYIN TARIHI:20.11.2019
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