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Notified Body Number: 2841

AB Tip Inceleme Sertifikasi

EU Type-Examination Certificate

Belge No / Certificate No : 147-21-02-R0O1
Belgelendirme Tarihi - Bir Sonraki Belge Tarihi /
Certification Date / Certificate Validity Date :123.08.2021-04.02.2026

Belge Gegerlilik Tarihi / Document Validity Period: 5 vil/ 5 years
Firma Unvam ve Adresi /
Compuany Name and Address : DESANTE ELEKTRONIK TEKNOLOIJI DIS
TIC. AS.
Besyol Mah, Karadeniz Sk. Polaris Tekstil Blok
No: 4 igk: 4 Kiigitkgekmece / ISTANBUL

Uriin Adi /Modeller / Product Name / Models : ROSIMASK RM19930
Direktifi / Directive : 2016/425 REGULATION
Modili/Kategori / Module / Category : B MODULU/ KATEGORI 111

MODULE B CATEGORY 111
Test Rapor No/lan / Test Report No : M-2021-00035

Uriin Tipi / Product Type:
- EN 1492001+ A1:2009 Solunumla ilgili koruyucu cihazlar - Par¢aciklara karst koruma amagh

filreli yanm maskeles/ Respiratory protective devices - Filtering half masks to protect againsi
particles

Uriiniin Malzeme Bilgisi / Product Material Information: ROSIMASK RM19930 model iiriinleri kumas,
elastik kayig, burun klipsi ve filtre katmam kullamlarak imal edilmistir/ ROSIMASK RM19930 model
products are manufactured using fabric, elastic strap, nose clip, filter layer.

Revizyon nedeni / Reason for revision: Firma bilgileri revize edilmigtir./ Company information has heen
revised.

Volkan AKIN Okan AKEL
23.08.2021 23.08.2021
Karar Verici / Approver Sirket Miidiirii / General manager

MNA Laboratuvarlan San. Tic.Ltd .St
Adres: Kicukbakkalkdy Mahallesl Yenidogan Cad.No:21 Atasehir/ Istanbul
Tel: 0216 574 07 08 Faks: 0216 575 13 31 www.mnalab.com
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Notified Body Number: 2841

ATTACHMENTS (147-21-02-R01)

To certify the PPE product at Category 111 level, C2 or D module is accompunied by applying one of
the conformity assessment methods along with the EU Type Examination (Module B),

Model : ROSIMASK RM 9930

PPE SPECIFICATION PERFORMANCE LEVELS

Reusable / Single Shift Use

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

I MARKING I

MANUFACTURER: DESANTE ELEKTRONIK TEKNOLOJI DIS TIC. AS.
PPE TYPE:

- EN 149:2001+ A1:2009 Respiratory protective devices - Filtering half masks to protect
against particles

MODEL: ROSIMASK RM 19930
PICTOGRAM AND PERFORMANCE LEVELS:

EN 149:2001+ A1:2009 FFP2 NR

i
41,‘,‘,4
yryy'mm P\
9 e <xx%l
NB 2841

Morth yyyy/mm

Or Condition of Storage

MNA LABORATORIES SAN. TIC. LTD. $T1 declares that the above-mentioned product meels the
requirements of the directive according to the EU Dircctive 2016/425, the safety of the product is
covered by the conditions and use specified in this certificate and in the technical file.

MNA Laboratuvariar San. Tic.tid .5t
Adres; Kiglikbakkalkoy Mahalles: Yenidogan Cad .No:21 Atasehir/ istanbul
Telk: 0216 574 07 08 Faks: 0216 575 13 31 www.rmnalab.com
U-Form-002/Rev.04/12,03.2020
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Notified Body Number: 2841

ATTACHMENTS (147-21-02-R01)

I PRODUCT PICTURES I

ROSIMASK RM19930

DOCUMENTS IN THE TECHNICAL FILE

Basic Health Safety Requirements

Risk Assessment
Test Reports
Technical Report

MNA Laboratuvarlan San. Tic.ltd St
Adres: KGcukbakkalkoy Mahallesi Yenidogan Cad.No:21 Atasehir/ lstanbul
Tel: 0216 574 O7 0B Faks: 0216 575 13 31 www mnalab.com
U-Form-002/Rev.04/12 03.2020
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= [ MNA LABORATUVARLARI
GyMNA
R i TECHNICAL EVALUATION REPORT (147-21-02-R01)
|
Report No :147-21-02-R01
Report Date :23.08.2021
Application No :147-21-02-R0O1

1. COMPANY INFORMATION:
DESANTE ELEKTRONIK TEKNOLOJI DISTIC. AS.
Begsyol Mah. Karadeniz Sk. Polaris Tekstil Blok No: 4 igk: 4 Kii¢iikcekmece / ISTANBUL

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

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

4. PPE PICTURES

5. PPE DIMENSIONS:
ROSIMASK RM19930 madel has been found to be produced using standard sizes.

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

U-FAM-0S6.REV.00.YAYIN TARIHI:20.11.2019
Sayfal/a
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CymMmMNAa o
‘ VA CABORATUVASLARI SAN. T L19, §11 TECHNICAL EVALUATION REPORT (147-21-02-R01)

7. [ESSENTIAL HEALTH AND SAFETY REQUIREMENTS

* Awisual 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
+A41:2009.

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

* 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:

7__M_NA LABOBA]};\}ARJRI -

EN 149:2001 +A1:2009
TESTS | PARAMETER | PERFORMANCE LEVELS | RESULTS ’PERFORMANCE | EVALUATION
— FFPLFFP2 P3| LEVELS | )
Visual Shall also the matklng and the information | Appropnate - . PASS
inspection  supplied by the manufacturer
Banned | <30 mg/kg - | <S5mgfkg | <30mg/kg | PASS
Azo Dyes s = .| .
At least 46 | <25 |<11 <5 See  the FEP2 PASS
out of the 50 ‘ table below
| Total individual | {
| inward ' exercise | ‘
| leakage ‘result ..l T
At least 8| <22 | <8 <2 See the | FFP2 PASS
out of the 10 table below
' individual ‘| |
wearer ‘ ! ’
| arithmetic ' ‘ l
means i | | | B |

Total Inward L Leakage (%)

: 7 Exercuse 1 Exercise 2 Exercise -3- fxéééise 4 | Exercise 5 | Average .
' Subject 1 (As recieved) ~ |es 59 |74 6 7.7 |70 |
Subject 2 {As recieved) e 59 |47 7.8 76 |65
| Subject 3 [As recieved) ~ |es 58 |74 |70 |74 6.9
Subject 4 (As recieved) 65 80 |73 87 76 |76
Subject 5 (As recieved) ez 8.2 80 |36 7.6 6.7
Subject 6 (After temperature conditioning) | 6.1 |68 __|s6  |ea 76 |66 |
, Subject 7 (Aﬂer temperature CODdlthﬂTﬂQ] 59 71 ' 6.5 7.4 6.0 6.6
Subject 8 (After temperature condmomng} 6.2 65 6.2 176 75 7 6.8
' Subject 9 (After temperature conditioning) | 6.2 |64 61 |74 6.0 | 64
ﬂe«:f ioi}\&a temperature Edrﬁ;ﬁonmg) 6.3 7.4 ] 7_6 174 |1 6.2 _:70 4

U-FAM-QS6 REV.00.YAYIN TARIHE20,11.2019
Sayfa2 /4
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Q) mno MNA LABORATUVARLARI
VNA LABORATUVARLARI £4N. TIE. L1051 TECHNICAL EVALUATION REPORT (147-21-02-R01)
| . | i = - ]
[ TESTS PARAMETER | PERFORMANCE 'RESULTS | PERFORMANCE | EVALUATION T
§ LEVELS ] LEVELS
| i | FPPL [ FRP2 [ FFP3 | i |
1‘ Flammibility ‘Mask shall not burn or not to continue to | Flame not | - PASS
‘ burn for more than 5s seen
Carbondloxide Shall not exceed an average of % 1 0,72 = ~ |eass ]
content of the 0,79 :
inhalation air | 0,71 |
Penetration of | Sodium chloride, 95]%20 [%6 [%1 |See the table | FFP2 | PASS :
1 filter material | L/min below
9%, max |
Paraffin _ oil, (%1 | See the table | FFP2 | PASS K
L/min | | below
: %, max
Penetration of filter material 7 . _rszdibm Chloride (%_) | paraffin ONl (%)
L S 5, e |20 |
As recieved N A 33 | - Ve
| As recneved - o _ 4.1 41 |
" After the snmulated wearing | treatment 3.2 38
ﬁf}g the simulated wearing treatment — - ' ”3;3 - 4.2 1
_ After the simulated wearing treatment i 30 L ae
Me  Mechanical strength and temperature conditioning 1 4.9 55
| Mechanical strength and temperature conditioning | o _5_:_1 7 5.1 1
[Meghap[cal streng&h_@n;_! temperature conditioning I [ | 54
| TESTS | PARAMETER PERFORMANCE 'RESULTS | PERFORMIANCE | EVALUATION |
‘ | LEVELS LEVELS
FFP1 | FFP2 | FFP3 B
w, Compatlblhty Materials shall not be known to be likely to Appropriate - PASS
- with skin cause irritation or any other adverse effect
| to heath_ , i i
" Head harness It can be donned and removed ea§§!v o Appropriate | - PASS -
 Breathing Inhalation 30L/min | 0,6 |07 |1 | See the table | FFP2 pAss
Resistance mbar mbar mbar below
Inhalation 95L/min 21 |28 |3 [see the table | FFP2 PASS
| mbar | mbar mbar below =il o
‘r'Ex_haIation 160L/min |3 |3 | 3 See the table | FFP2 PASS
.’ mbar | mbar [ mbar | below

U-FRM-056, REV.00.YAYIN TARI: 20,11,2019

Sayfa3d /4
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MNA LABORATUVARLARI
GmnQ e |
VRA LABORATUAARL AR SAN. TIC. LTD 571 | TECHNICAL EVALUATION REPORT (147-21 -02-R01) —}
| Breathing Resistance (mbar) o i | lnhalatlon 30l/mln
Asrecieved | 03
| As recueved - o ‘ N 03
| As recieved - 03
| After temperature conditioning |04
After temperature conditioning |03
| After temperature conditioning 0.4
' After the simulated wearing treatment i |04
| After the sumulated wearing tvréé_tment _t 03
_ After the simulated wearing treatment 104 o
Breathing Resistance 160L/min (mbar) | Facing | Fadng | Facing | Lying on the | Lying on the |
directly vertically | vertically | left side | right side
‘“ o _ |ahead | upwards | downwards |
{Asreceved =~ 002000 |21 0 |22 21 l21 = 22 ]
| As recieved 2,2 21 22 22 [ 2,1
’ As recieved XN 21 21 22 22 -
After temperature conditioning 22 22 22 121 22
After temperature conditioning |21 22 21 22 |22
 After temperature conditioning 122 &t 22 21 |22
After the simulated wearing treatment | 2,1 122 21 122 121 ‘
_ After the simulated | wearing treatment | 2,2 12 122 121 22 |
After the simulated wlated wearing treatment | 2, 2 22 |22 122 22

9. DECISION PROPOSAL

Analysis and examinations ROSIMASK RM19930 maodel 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

Reason for revison : Company information has been revised.

CONTROLLER : VOLKAN AKIN
SIGNATURE : | /\
DATE :23.08.2021

U-FRM-OSE.REV.00.YAYIN TARIMLZ0.22.2019
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(ABORATUVARIARI

Notified Body Number: 2841

CONFORMITY TO TYPE BASED ON INTERNAL PRODUCTION CONTROL PLUS SUPERVISED
PRODUCT CHECKS AT RANDOM INTERVALS (MODULE C2)

MODUL C2 - URETIMIN DAHILI KONTROLU VE URUNUN RASTGELE
ARALIKLARLA DENETIMLI MUAYENESINE DAYALI TiPE UYGUNLUK

Belge No / Certificate No 2 147-21-02-01-R0O1
Belgelendirme Tarihi - Bir Sonraki Belge Tarihi /
Certification Date / Certificate Validity Date :23.08.2021-12.07.2022

Belge Gecerlilik Tarihi / Document Validity Period: | vl [ | year

Firma Unvani ve Adresi /

Compuny Name and Address : DESANTE ELEKTRONIK TEKNOLOJ DIS
TIC. AS.
Begyol Mah. Karadeniz Sk, Polaris Tekstil Blok No:
4 Igk: 4 Kigtikgekmece / ISTANBUL.

Uriin Ads /Modeller / Product Name 7 Models : ROSIMASK RM19930
Direktifi / Directive : 2016/425 REGULATION
Modiilii/Kategori / Maodule / Category : C2 MODULU/ KATEGORI 11

MODULE C2 CATEGORY il
Test Rapor Noflan / Test Report No : M=2021-00553

Uriin Tipi/ Product Type:
= EN 1492001+ A1:2009 Solunumla ilgili koruyueu cihazlar - Pargaciklara karg koruma amagh
filtreli yanm maskeler! Respiratory protective devices - [iltering half masks 1o profect against
particles

Uriiniin Malzeme Bilgisi / Product Material Information: ROSIMASK RM19930 model driinleri kumas,
elastik kayis, burun Klipsi, filtre katmam kullamlarak imal edilmistic./ ROSIMASK RMI 9930 model producis
are manujactured using fabric, elastic strap, nose clip, Jilter layer,

Revizyon nedeni / Reason for revision: Firma bilgileni revize edilmistic./ Company information has been
revised,

Erhan USTUNEL Okan AKEL
23.08.2021
Sirket Miidiirdi / General manager

MNA Laboratuvarlan San. Tic.Ltd Sti
Adras: Kucukbakkalkéy Mahallesi Yenidofan Cad.No:21 Atasehir/ istanbul
Tel: 0216 574 07 08 Faks: 0216 575 13 31 www.mnalab com
U-FRM-056.REV.00.YAYIN TARIHIZ20.11.2019
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CONFORMITY TO TYPE BASED ON INTERNAL

& ' I 'nO PRODUCTION CONTROL PLUS SUPERVISED PRODUCT

Naotified Body Number: 2841 CHECK AT RANDOM INTERVALS
(MODULE C2, ANNEX V11) (147-21-02-01-R01)
Report No 1 147-21-02-01-RO1
Report Date :23.08.2021
Application No 1 147-21-02-01-R0O1

1. COMPANY INFORMATION:
DESANTE ELEKTRONIK TEKNOLOJI DIS TIC. A.S.
Besyol Mah. Karadeniz Sk. Polaris Tekstil Blok No: 4 ick: 4 Kiigiikcekmece / ISTANBUL

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

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

4. PPEPICTURES

ROSIMASK RM19930

5, PPE DIMENSIONS:
ROSIMASK RM19930 model has been found to be produced using standard sizes.

6. PPE PRODUCT MATERIAL INFORMATION:
The mask 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 TARIMI:20.11.2019
Pagel/6
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CONFORMITY TO TYPE BASED ON INTERNAL

gg l I an PRODUCTION CONTROL PLUS SUPERVISED PRODUCT

Notified Body Number: 2841 CHECK AT RANDOM INTERVALS
(MODUI.E C2, ANNEX VII) (147-21-02-01-R01)
7. ESSENTIAL HEALTH AND SAFETY REQUIREMENTS
A visual inspection was made according to EN 149:2001 +A1:2009 for ergonomics.
Protection levels and degrees are defined by the manufacturer.
Suitable construction materials were determined by visual inspection according to EN 149;2001
+A1:20009.

8. ANALYSIS AND EVALUATIONS:

EN 149:2001 +A1:2009
TESTS | PARAMETER PERFORMANCE ‘ RESULTS PERFORMANC | EVALUATIO |
LEVELS i | ELEVELS N
_ FFPL | FFP2 | FFP3 ‘
Part7.3 Shall also the marking and the information Appropnate A - 7[ PASS
Visual supplied by the manufacturer |
inspection | |
Banned Azo | <30 mg/kg | <5 mg/kg - PASS
Dyes | -
Part 7.4 Particle filtering half mask shall be offered | Appropriate B PASS
Packaging for sale packaged in such a way that they
are protected against mechanical damage
_ and contamination before use. |
Part 7.5 When conditioned in accordance 8.31 & Appropnate - PASS
Material 8.3.2 the particle filter half mask shall not |
| collapse.
| Part 7.6 After cleanlng and dlsmfectmg the re—usable Not apphcablc Not
Cleaning and | particle filtering half mask shall satisfy the | applicable
disinfecting penetration requirement of the relevant
class. RO | N
Part v 7 No negative comments should be made by Appropnate - PASS
I Practical the test subject regarding any of the criteria
| performance | evaluated. e !
|Part78 Parts of the device likely to come into | Appropriate - PASS
| Finish of parts | contact with the wearer shall have no sharp
edge or burrs, n N |
' TESTS PARAMETER PERFORMANCE RESULTS | PERFORMANCE | EVALUATION |
LEVELS LEVELS
| N | FFP1 | FFP2 | FFP3 | o
Part7.9.1 At least 46 out of | <25 |<11 | <5 | See the table | FFP2 | PASS
| Total inward | the 50 individual | below
leakage exercise result i ) ‘
At least 8 out of the | <22 ‘]<s <2 |see the table | FFP2 PASS
10 individual wearer below
{ _ | arithmetic means | |
o Total Inward Leakage (%)

U-FRM-OS6.REV.00.YAYIN TARIHI:20.11.2019

Page2 /6
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CONFORMITY TO TYPE BASED ON INTERNAL
PRODUCTION CONTROL PLUS SUPERVISED PRODUCT

PROMASK

Notified Body Number: 2841 CHECK AT RANDOM INTERVALS
(MODULE C2, ANNEX VII) (147-21-02-01-R01)
- | Exercise | Exercise 2 | Exercise 3 | Exercise 4 | Exercise 5 | Average |
1 | ‘
_ Sub;ect 1 (As recewed) 7.0 6,0 6,0 7,2 5,5 6,3 L
Subject 2 (As fecelved) : 6,7 6,0 7,2 5,5 54 6.2
Subject 3 (As received) 6.4 6,5 4,9 e~ b S i
' Subject 4 (As received) 78 7.2 169 7.3 7.6 1724
' Subject 5 (As received) 6,1 7,3 67 a,4 6,2 6,1
Sub]ectG(After tempetature conditioning) 6,6 6,5 5,54 — 6,7 i,7 | 6,8 |
Subject 7 (After temperatu re condntlonlng} ‘5,’3 ss 6,3 5.3 6,2 | 6,2 ;
Subject 8 (After temperature conditioning) 7,7 6,7 7.6 = -7,8— ‘ 6,2 I 7,2 |
Subject 9 (After temperature condnt-ohlng) 6,0 6,5 7.6 7.2 | 6,5 6,8 _'
Subject 10 (After temperature condltlonlng) 6,1 6,5 6,6 16,8 6,9 ' 6,6
Subject facial dimensions
Subject Face Length Face Width Face Depth | Mouth Width
== (mm) . (mm) (mm) (mm) |
1 133 132 132 65 |
TR 144 116 67
3 126 1135 1124 75 .
4 123 1133 134 74 |
'S 117 135 122 73 ‘
6 122 142 133 66
I 113 132 114 75
8 135 123 123 65
9 122 135 133 74
‘10 135 142 0 — g8 |
'TESTS | PARAMETER PERFORMANCE | RESULTS PERFORMANCE | EVALUATION
I.EVELS LEVELS
. T S——
FFP]. FFPZ FFP3 |
Part7.9.2 | Sodium chloride, 95| %20 | %6 | %1 | See the table | FFP2 | PASS
Penetration = L/min below
of filter E %, max |
material | Paraffin oil, 95 L/min | %20 | %6 | %1 | See the table | FFP2 PASS
| %, max B | below
Penetration of filter material | Sodium Chioride (%) paraffin Ol (%) |
As received . i a4 o 4,4 )
As received h y 4 a6 48 ]
As tecelved - 44 | 48
After the simulated wearing treatment - [ T o | 5,0
After the simulated wearing treatment 4,7 4,7
After the simulated wearing treatment y 4,6 51 ]
- Mechanical strength and temperature conditioning {120 mg) 5,6 57
| Mechanical strength and temperature conditioning (120 mg) 58 ] 5,9
_ Mechanical I strength and temperature conditioning {120 mg) 5,6 58
| TESTS | PARAMETER | PERFORMANCE ' RESULTS PERFORMANCE | EVALUATION

U-FRM-056.REV.0D.YAYIN TARII20,11.2019
Page3 /6




CONFORMITY TO TYPE BASED ON INTERNAL

& ' I .nQ PRODUCTION CONTROL PLUS SUPERVISED PRODUCT

PROMASK

Notified Body Number: 2841 CHECK AT RANDOM INTERVALS
(MODULE C2, A.NNE)_(A\_I_!I)A(147-21-02-01-R01)
LEVELS | [ evels
N || FFP1  FFP2 | FFP3 | | -
Part 7.10 Materials shall not be known to be likely to | Appropriate - |eass
Compatibility | cause irritation or any other adverse effect to
‘with skin health B » | i
Cpart 7.11 ‘Mask shall not burn or not to continue to burn | Flame  not | - PASS
Flammibility for more thanSs seen
Part7.12 Shall not exceed an avgrage of %1 0,66 - | PASS
Carbondioxide 0,77
content of the 0,75
inhalation air B |
'Part7.13 | Itcan be donned and removed easily Appropriate - . PASS ] |
Head harness S ! |
Part 7.14 ' The field of vision shall acceptable in | practical | Appropriate - PASS i
Field of vision  performancetest. i - |
Part 7.15 It shall withstand axially a tensile force of 10 N | Not applicable | - Not
Exhalation apply for 10 s. applicable
valve(s) If fitted, shall continue to operate correctly
after a continuous exhalation flow of 300
L | L/min over a period of 30 s. |
' TESTS | PARAMETER PERFORMANCE LEVELS | RESULTS PERFORMANCE | EVALUATION |
FFP1 | FFP2 | FFP3 LEVELS
"Part7.16 Inhalation 30L/min | 0,6 | 0,7 |10 See the table | FFP2 PASS '
Breathing A mbar | mbar | mbar below
Resistance Inhalation 95L/min 2,1m h 2?4 _ _3,0 See the table FFP2 PASS
‘mbar | mbar | mbar | below - B
| Exhalation 160L/min {30 3,0 (30 See the table | FFP2 PASS
il mbar = mbar | mbar below
' Breathing Resistance (mbar) | Inhalation 30L/min {nhalation 95L/min
As received S 05 - “IGE
As received === 0.4 - 16H B
As received ) = 0.4 18 o
After temperature conditioning 0.4 16
| After temperature conditioning |05 16
After temperature conditioning 04 17 B
After the simulated wearing treatment 05 |18 1
After the simulated wearing treatment 0.5 . 186
After the simulated wearing treatment ~ |05 1.7 i
After the flow conditioning — i =
| After the flow conditioning E - i - —
| After the flow conditioning = |- R =
Breathing Resistance 160L/min (mbar) | Facing |Facing | Facing | Lying on the | Lying on the |

U-FRM-056.REV.00.YAYIN TARE:20.21.2019
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CONFORMITY TO TYPE BASED ON INTERNAL

&3 ‘ I .no PRODUCTION CONTROL PLUS SUPERVISED PRODUCT

PROMASK

Notified Body Number: 2841 CHECK AT RANDOM INTERVALS
(MODULE C2, ANNEX VII) (147-21-02-01-R01)
" [ directly o "\'fémcallv ' vertically | left side right side |
‘ ' ahead upwards downwards |
| As received 27 28 27 28 27 ,
| As received i B 28 28 27 27 28
| Asreceived 28 28 127 27 27
After temperature conditioning | 2.8 27 (28 [27 28
Aiter temperature conditioning 28 |27 |28 27 |27
After temperature conditioning 28 27 28 27 I
After tt1§ simulated wearing treatment | 2,8 27 28 27 28 o
After the simulated wearing treatment | 2.8 27 28 - ,27 J] <2,8 ]
After the simulated wearing treatment | 2.7 28 27 28 |27
After the flow conditioning [N -2 z - =
After the flow conditioning I ¢ : = s
After the flow conditioning 2 = - - -
TESTS PARAMETER | PERFORMANCE RESULTS | PERFORMANCE | EVALUATION
LEVELS LEVELS
. S| FFP1 | FFP2 | FFP3
Part 7.17 After clogging the | 4 I's 7 Not applicable | - ‘Not épbﬁc_abv
Clogging inhalation mbar | mbar | mbar
resistances shall |
not exceed, |
{valved)

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

Not applicable

Demountable
part.

readily connected and secured were

| Not applicable

Not applicable |

{valved)
After clogging the 3 4 5 Not ap_pli;bl—e
inhalation and ' mbar | mbar | mbar
exhalation
resistances shall
not exceed. ‘\
(valveless) |
Part 7.18 All demountable parts (if fitted) shall be | Not applicable

9. DECISION
Analysis and examinations

Not applicable

ROSIMASK RM19930 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. The homogeneity of the production was monitored at the
performance levels determined as a result of the technical evaluations made within the scope of MODULE C2.

U-FRM-O5%.REV.00.YAYIN TAR(HI:20,11,2019
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CONFORMITY TO TYPE BASED ON INTERNAL

&3 ‘ I an PRODUCTION CONTROL PLUS SUPERVISED PRODUCT

Notified Body Number: 2841 CHECK AT RANDOM INTERVALS
(MODULE C2, ANNEX Vil) (147-21-02-01-R01)
10. ATTACHMENTS
e Basic Health Safety Requirements
e Risk Assessment
e Test Reports (M-2021-00553)
e User Instruction

Reason for revison : Company information has been revised.
CONTROLLER : ERHAN UST{JNE

SIGNATURE : 7

DATE :23.08.2021 "

LU-FRM-C56,REV.00.YAYIN TARINIZ0,11,.2019
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EU-Konformitadtserklarung
EU-Declaration of Conformity

Dokument-Nr. / Document No. 202008

Wir / we :Desante Elektonik Teknoloji Dis Ticaret A.S
Besyol Mah. Karadeniz Sk. No:4 Kat:4 Kicikoekmece/ lstanbul/ Tirkiye

erkldren in alleiniger Verantwortung, dass das Produkt
declare under our sole responsibility that the product

Partikelfiltrierende Halbmaske
Mame/Typ: RM-19930 , Marke/Brand: ROSIMASK
(Grofen: Standardgriobe) (Sizes: Standard size)
Farticle filtering half mask
Classification FFP2 NR
mit der EU-Baumusterpriifbescheinigung
is in conformity with the EU-Type Examination Certificate M-2021-00035
ausgestellt von der notifizierten Stelle mit  Name und Anschrift der notifiierten Stelle
der Kenn-Nr. _ o MMA Laboratuvarlan san. Tic. Ltd. Sti.
fﬂf;dsfﬂ the Notified Body with Identifiation  wi;jikhakkalkiy Mahallesi Yenidogan Caddesi No.21
Moz 2841 Atasehir/ist/Tiirkiye

und mit der folgenden Harmonisierungsrecht svorschrift der Union unter Anwendung der
aufgefiihrten Morm ibereinstimmt:
and iz in compliance with the following Union harmonisation legislation by application of the listed

standard
Bestimmungen der Verordnung Nummer sowie Ausgabedatum der Norm
provisions of requlation Number and date of issue of standard
. | Werordnung iiber persdnliche
:E::ﬁ;";rg (EL) Schutzausriistungen EM 149:2001+A1:2009

Personal Protective Equipment Regulation

a Uberwachung der Konformitat mit der Bavart auf der
Grundlage einer intermen Fertigungskontrolle mit dberwachten
Produktprifungen in unregelmabigen Abstanden (Modul C2) durch:
Survelllance of conformity to type based on internal product ion aont rol
plus supervised product checks at random intervals (Module C2)
by:MNA Laboratuvarfan san. Tic. Ltd. 5t
Kiiciikbakkal kify Mahalles! Yenidofan Caddesi No.21 Atasehir! [st! Tirkiye
Zertifikat-Nr. 147-21-03
Certificate No.

Cevdet Darende

Istanbulf 24.08. 202 1 General Manager

Ploce and dnte. MametFunetion
Place and date
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