MASQUE FFP2
MARQUE PLANETE MASQUES
NORME EN149:2001+A1:2009
CERTIFIE CE
COULEUR BLANC

FILTERING HALF MASK

FILTERING HALF MASK




DESCRIPTIF

Masque médical non tissé (60%) et tissu fondu (40%)
5 couches de protection

Fixation par boucles élastiquées

Efficacité de filtration bactérienne >95 %

Couleur BLANC




Conditionnement

Carton de 1 000 masques

100 boites de 10 masques (10 sachets de 1 masque)
Poids par carton 9 kg

Dimension :

Hauteur :460 mm

Largeur :410mm
Longueur :500 mm

Palette de 16 cartons (16 000 masques)
hauteur 192 cm

Palette de 20 cartons (20 000 masques)
Hauteur 242 cm

Code EAN : 0764460743043




Certificat de conformité

EU-Konformitatserklarung
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 Kiiclikgekmece/istanbul/ Tiirkiye

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

Partikelfiltrierende Halbmaske
Name/Typ: RM-19930 , Marke/Brand:ROSIMASK
(GroBen: StandardgroBe) (Sizes: Standard size)

Particle 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 notifizierten Stelle

(_jer Kenn-Nr. - ) o MNA Laboratuvarlan san. Tic. Ltd. Sti.

issued by the Notified Body with Identification  ijciikbakkalkdy Mahallesi Yenidogan Caddesi No.21
No: 2841 Atasehir/ist/Tirkiye

und mit der folgenden Harmonisierungsrechtsvorschrift der Union unter Anwendung der
aufgefiihrten Norm iibereinstimmt:

and is in compliance with the following Union harmonisation legislation by application of the listed
standard

Bestimmungen der Verordnung Nummer sowie Ausgabedatum der Norm
provisions of regulation Number and date of issue of standard
Verordnung iiber personliche
\zlg‘lrzzigtgng (EV) Schutzausriistungen EN 149:2001+A1:2009
Personal Protective Equipment Regulation|
o Uberwachung der Konformitat mit der Bauart auf der

Grundlage einer internen Fertigungskontrolle mit Uberwachten
Produktpriifungen in unregelmaBigen Abstanden (Modul C2) durch:
Surveillance of conformity to type based on internal production control
plus supervised product checks at random intervals (Module C2)

by:MNA Laboratuvarlari san. Tic. Ltd. Sti.

Kiiciikbakkalkéy Mahallesi Yenidogan Caddesi No.21 Atasehir/ist/ Tiirkiye
Zertifikat-Nr. 147-21-03

Certificate No.

Cevdet Darende

istanbul/24.08.2021 General Manager

Name/Funktion

Ort und Datum Name/Function

Place and date

DESANTE ELERTRONIK
TEKNOLOJ OIS TICARET 4.5
Begyol Mah. Kafadeniz Sok. No. 4 Kat .4

Kugukgghmecs RETL
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Certificat 1ISO 9001 : 2015 Usine

DESANTE ELEKTRONIK TEKNOLO.Ji DIS TICARET ANONIM SiRKETI
BESYOL MAH. KARADENIZ SK. NO:4 I KAPi NO:4 Kl”.‘(,‘l"K(F,KME( E /ISTANBUL

KAPSAM: [SINLAMA ELEKTROMEDIKAL VE ELEKTROTERAPI ILE ILGILI CIHAZLARIN IMALATI
(ELEKTRO -KARDIYOGRAFI| CIHAZI, ISITME CIHAZI, RADYOLOJI CIHAZ, RONTGEN CIHAZLARI, X, ALFA,
BETA, GAMA, MOR OTES| VE KIZIL OTESI ISINLARIN KULLANIMINA DAYALI CIHAZLAR, VB.)
SOLUNUMLA ILGILI KORUYUCU CIHAZLAR PARCACIKLARA KARSI KORUMA AMACLI FILTRELI YARIM
MASKE (Ffp2-Ffp3 MASKE)

SCOPE: MANUFACTURING OF IRRADIATION ELECTROMEDICAL AND ELECTROTHERAPY-RELATED
DEVICES (ELECTRO-CARDIOGRAPHY DEVICE, HEARING AID, RADIOLOGY DEVICE, X-RAY DEVICES, X,
ALFA, BETA, GAMA DEVICES, DEVICES, DEVICES, DEVICES, etc)

RESPIRATORY PROTECTIVE DEVICES FILTERED HALF MASK FOR PROTECTION AGAINST PARTICLES

(Ffp2-Ffp3 MASK)
TS EN ISO 9001:2015
KALITE YONETIM SiSTEMI
(QUALITY MANAGEMENT SYSTEM)

Kurdugunu ve uyguladigim belgelemekte ve EKOL tarafindan gergeklestirilen denetim bu vénetim sisteminin
yukarida belirtilen standardin sartlarim karsiladigini dogrulamakiadir.

It certifies that it is established and implemented, and the audit performed by EKOL it confirms that
this management system meets the requirements of the following standard.

Sertifika Numaras: / Certificate Number : 9101925232
Sertifika Kodu / Certificate Code : DESANTE
Sertifika Yayin Tarihi / Certificate Issue Date : 23.09.2021
Sertifika Gegerlilik Tarihi / Certificate Validity Date : 23.09.2022
Sertifika Periyodu / Certificate Period : 1Yl /1 Year

Systom affectively snd tively sursiance s cits B document |s valld a3 long as $w | yeers
EXOL ontrok ha conduct of standaerts Athough dus carne and compeence, inciuding Gross negligence wel not accept responsitilty
This docurmant or proprietary rights awned by EKOL and must be rstumed upon requiest

Smem ethin bir gekite sURRINUIIUND Vo QRTIM Satkidae! ISMBNINGE yaoddnd mudcege bu beige 1 i gegericr

EXOL denetm yirtlotmesinde perek tinz ve

2LV QOSArMEIne Fagmon Buylk anhi i Kabul
Reigunic muticiyet hakd EXOL aitfir v atandiiinos isde echineids
ACCREDITED

oibeigsiphdiome comn nfudekolbetgoigndirme com

Masiak Man. Maskk Meydan Sokak Beybi Gz Plaza Nod Kati5 D55
Sariyer / Istanbul £ Torklye  Tel: +90 212 909 12 07 vavw.ekolbelgelendirme.com
Saigenin gegrrt Ak durmm Ntps:/Avww. kontro! adilenifir




Certificat ISO 14001 : 2015 Usine

DESANTE ELEKTRONIK TEKNOLOJI DIS TICARET ANONIM SiRKETI
BESYOL MAH. KARADENIZ SK. NO:4 iC KAPI NO:4 KUCUKCEKMECE /ISTANBUL

KAPSAM: ISINLAMA ELEKTROMEDIKAL VE ELEKTROTERAPI ILE ILGILI CIHAZLARIN IMALATI )
(ELEKTRO -KARDIYOGRAFI CIHAZI, ISITME CIHAZI, RADYOLOJ| CIHAZ, RONTGEN CIHAZLARI, X, 2%
ALFA BETA, GAMA, MOR OTESI VE KIZIL OTESI ISINLARIN KULLANIMINA DAYALI CIHAZLAR, VB.)
SOLUNUMLA ILGILI KORUYUCU CIHAZLAR PARGACIKLARA KARSI KORUMA AMACLI FILTRELI YARIM ale
MASKE (Ffp2-Ffp3 MASKE) a¥e
SCOPE: MANUFACTURING OF IRRADIATION ELECTROMEDICAL AND ELECTROTHERAPY-RELATED 530
® DEVICES (ELECTRO-CARDIOGRAPHY DEVICE, HEARING AID, RADIOLOGY DEVICE, X-RAY DEVICES, 5
X, ALFA, BETA, GAMA DEVICES, DEVICES, DEVICES, DEVICES, etc.) ;

RESPIRATORY PROTECTIVE DEVICES FILTERED HALF MASK FOR PROTECTION AGAINST
PARTICLES (Ffp2-Ffp3 MASK)

% I1SO 14001:2015
CEVRE YONETIM SISTEMI
(ENVIRONMENTAL MANAGEMENT SYSTEM) i

Kurdugunu ve uyguladigim belgelemekte ve EKOL tarafindan gerceklestirilen denetim bu yGnetim sisteminin
yukarida belirtilen standardin sartlarini kargiladigim dogrulamaktadir.

It certifies that it is established and implemented. and the audit performed by EKOL it confirms that this
management system meets the requirements of the following standard.

Sertifika Numaras: / Certificate Number : 9101925383
Sertifika Kodu / Certificate Code : DESANTE
Sertifika Yayin Tarihi / Certificate Issue Date : 26.12.2021
Sertifika Gegerlilik Tarihi / Certificate Validity Date : 26.12.2022

Sertifika Periyodu [ Certificate Period :1Yil/ 1 Year

Ekol Belgelendirme irketi

Maslak Mah. Maslak Meydan Sokak. Beybi Gz Plaza Mol Kati5 D55
Sariyer | Istanbul / Tiirkiye Tel: +80 212 909 12 07 www.ekolbelgelendirme.com
Balgenin gegerifk durumu hitps:www. i com/seriifiaara) leantrol adiebilic

8@, .5 ®, 5%, O S, B, S, G, S,
i e Tt arat Tarel i ) ottt




Certificat 1ISO 45001 : 2018 Usine
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DE TE ELEKTRONIK TEKNOLOJI DIS TICARET ANONIM SIiRKETI 39
BESYOL MAH, KARADENIZ SK. NO:4 [¢ KAPI NO:4 KUCUKCEKMECE /ISTANBUIL T

KAPSAM: ISINLAMA ELEKTROMEDIKAL VE ELEKTROTERAP! ILE ILGILI CIHAZLARIN IMALATI (ELEKTRO - ‘)“ :
KARDIYOGRAF| CIHAZ!, ISITME CIHAZI, RADYOLOJI CIHAZ, RONTGEN CIHAZLARI, X, ALFA, BETA, GAMA, %8

T MOR OTESI VE KIZIL OTES! ISINLARIN KULLANIMINA DAYAL! CIHAZLAR, VB.) SOLUNUMLA ILGILI &3

B8 KORUYUCU CIHAZLAR PARCACIKLARA KARSI KORUMA AMAGLI FILTRELI YARIM MASKE (Ffp2-Ffp3 24
MASKE)

pis ple

:;, SCOPE: MANUFACTURING OF IRRADIATION ELECTROMEDICAL AND ELECTROTHERAPY-RELATED :(

fe DEVICES (ELECTRO-CARDIOGRAPHY DEVICE, HEARING AID, RADIOLOGY DEVICE, X-RAY DEVICES, X, &
23 ALFA, BETA, GAMA DEVICES, DEVICES, DEVICES, DEVICES, efc.) ag
e  RESPIRATORY PROTECTIVE DEVICES FILTERED HALF MASK FOR PROTECTION AGAINST PARTICLES &%
538  (Ffp2-Ffp3 MASK) oGy

IS0 45001:2018 _
IS SAGLIGI VE GUVENLIGI YONETIM SISTEMi 3
(OCCUPATIONAL HEALTH AND SAFETY MANAGEMENT SYSTEM ) %

Kurdugunu ve uyguladigini belgelemekie ve EKOL tarafindan gergeklestinilen denetim ve yonetim sisteminin asagidaki
standardm sartlanm kargitadiin dogrulamaktadir e

o

AR

gfe !t certifies thal it is installed and implemented and verifies that the audit and management system pagia
ot by EKOL meets the requirements of the following standard
¢
i

¢ Sertifika Numaras: / Certificate Number : 9101925231

Sertifika Kodu / Certificate Code : DESANTE 5%
Sertifika Yayin Tarihi / Certificate Issue Date : 23.09.2021 3
Sertifika Gegerlilik Tarihi / Certificate Validity Dote 1 23.09.2022 3
Sertifika Periyodu / Certificate Period : 1Yil/ 1 Year

Systam effectivety w0 fimmly suresitance audits this doourment is vaid as long s the Tynan €3
EKOL ontro! the conduct of sandards Although due care and competence. IncAuding 9ross Neghpence wil 1ot acoepit resporsiitty 3%
This dodument or propeetary thts owned by EXOL snd must be reiumed Lpon roguest

Semtem etion hir $akNGD BrINGICIROD We DETes: fetiskler Tamemnca yakdi micdetce by doige 1 p gegertiy. 3
EXOL Oeretim yiraubmesnce oAl Ana ve b

' * IAC

ACCREDITED
IAC-MSCE-50a4 e
Ekol Belgalendirme §irkati b
Masiak Mah. Masiak Meydan Sokak. Baybi Gz Plaza No! Kat1§ D55
Sarryer / Istanbul / Turoye  Tel: +80 212 909 12 07 www.ekolbelgelendirme.com &3
Baigenn gecersilk durumu Mips: adresindan kontrof adilabitic )

X X 2 |
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Rapport de Test : Module B

s MNa

Notified Body Number: 2841

AB Tip Inceleme Sertifikasi

EU Type-Examination Certificate

Belge No / Certificate No : 147-21-02-R01
Belgelendirme Tarihi - Bir Sonraki Belge Tarihi /
Certification Date / Certificate Validity Date 1 23.08.2021-04.02.2026

Belge Gegerlilik Taribi / Document Validity Period: 5 yll | 5 yeary
Firma Unvam ve Adresi /
Company Name and Address : DESANTE ELEKTRONIK TEKNOLOJM DIS
TIC. AS.
Begyol Mah, Karadeniz SK. Polanis Tekstl Blok
No: 4 igk: 4 Kiigiikgekmece / ISTANBUL

Uriin Ady Modeller / Product Name / Madels : ROSIMASK RM 19930
Direktifi / Directive : 2016/425 REGULATION
Modiilii/Kategori / Module / Category : B MODULU! KATEGORI 11

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

Criin Tipi / Product Type:
= EN 1492001+ A1:2009 Solunumla ilgili koruyucu cihazlar - Pargaciklara karsi koruma amagh
filtreli yanm maskeler/ Respiratory protective devices - Filtering half masks to protect against
particles

Oriiniin Malzeme Bilgisi / Product Material Information: ROSIMASK RM 19930 model Griinleri kumag,
clastik kayrs, burun Klipsi ve filtre katmam kullamlarak imal edilmigtic/ ROSIMASK RAM19930 model
products are manufactured using fabric, elastic strap, nose clip, filter layer,

Revizyon nedeni / Reason for revision: Firma bilgileni revize edilmistir./ Company information has been

revised
Volkan AKIN Qkan AKEL
23.08.2021 23.08.2021

Karar Verici / Approver Sirket Miidiirii / General manager

MNA Laboratuvarian San. Tic.Ltd 5t
Adres: Kicokbakkalkoy Mahallesi Yenidodan Cad.No: 21 Atagehir/ Istanbul
Tel: 0216574 07 08 Faks: 0216 575 13 31 www mnalab com

Uform-002/Rev.04/12.03.2020




t MNNQ
Notified Body Number: 2841

ATTACHMENTS (147-21-02-R01)

To certify the PPE product at Category 1l level, C2 or D module is accompanied by applying onc of
the conformity assessment methods along with the EU Type Examination (Module B)

Model : ROSIMASK RM19930

PPE SPECIFICATION PERFORMANCE LEVELS

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

MANUFACTURER: DESANTE ELEKTRONIK TEKNOLOJI DIS TIC. A S,
PPE TYPE:

- EN H9:20014 A1:2009 Respiratory protective devices - Filtering half masks o protect
against particles

MODEL: ROSIMASK RM 19930
PICTOGRAM AND PERFORMANCE LEVELS:

EN 149:2001+ A1:2009 FFP2 NR

LA |
C€ *1'*
wyymm ' ‘

“ <xx%

NB 2841 You =

Morth

Or Condition of Storage

MNA LABORATORIES SAN. TIC. LTD. §T declares that the above-mentioned product mects the
requirements of the directive according 1o the EU Directive 20164425, the safety of the product is
covered by the conditions and use specified in this certificate and in the technical file.

MNA Laboratuvartan San. Tic.lid 5t
Adres: Kiiglkbakkalkdy Mahaliesi Yonldogan Cad No-21 Atagehie/ Istanbul
Tek: 0216 574 07 08 Faks: 0216 575 13 31 wyrw mnalab com
U Form-O02/Rev.04/12 03,2020

Pagel/2
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Notified Body Number: 2841

ATTACHMENTS (147-21-02-R01)

PRODUCT PICTURES

ROSIMASK RM19930

DOCUMENTS IN THE TECHNICAL FILE

Basic Health Safety Requirements
Risk Assessment

Test Reports

Technical Repon

MNA Laboratuvarian Sen. Tic.ltd St
Adres: Kboukbakkalioy Mahallesi Yeaidofan Cad Mo 21 Atagehir/ Istanbul
Tel: 0216 574 07 08 Faks: 0216575 13 31 wow maatab com
U-Form 002 Rev 04/12.03 2020
Page2/2




: G —g i MNA LABORATUVARLARI
WA LASSRATUMASLANS SAN 116 L1, &1 TECHNICAL EVALUATION REPORT (147-21-02-R01)
Report No :147.21-02-R01
Report Date :123.08.2021
Application No :147-21-02-R01

1. COMPANY INFORMATION:
DESANTE ELEKTRONIK TEKNOLOJI DI TiC. AS.
Begyol Mah, Karadeniz Sk. Polaris Tekstil Blok No: 4 igk: 4 Kiigiikcekmece / ISTANBUL

2. PPEINFORMATION:
Dispasable and non-stenle 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. PPE PICTURES

5. PPE DIMENSIONS:
ROSIMASK RWM19930 model has been found to be produced using standard sizes,

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

UIRMOSENEVO0.YANN TARRI:20.11,2019
Sayfai/a




G Q  MNALABORATUVARLARI B
A LASCHATURRLAR SAN TIC L11S 411 TECHNICAL EVALUATION REPORT (147-21-02-R01)

— S

7. ESSENTIAL HEALTH AND SAFETY REQUIREMENTS
* Avisualinspection 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.
« 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 85, Hammability EN 149:2001 4+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 | PARAMETER | PERFORMANCE LEVELS | RESULTS | PERFORMANCE t:wu.wmon ;
g R (FPLIFR2 TR | LevELS L |
Visual Shall also the marking and the information Appropnate - | PASS
inspection | supplied i by the m manufacturer
Banned _Tsao mefkg |55 mg/kg | <30 me/kg PASS
| Az0 Dyes o |
‘ AU least 46 | <25 | <l —'Fsi See  the | FFP2 PASS i
out of the 50 | table below
Total individual | |
inward exercise | |
leakage | result : | - |
At least 8 <22 <8 @< See  the FFP2 PASS ‘
outof the 10 ‘ table below
indmidual
wearer
‘ arithmetic
E | means | - |
i Total Inward Leakage (%) ——=
r&e«use l Exercise 2 E:;_e_rt__ise 3 Exgrcise 4 | Exercise S ,’f?’f'_‘gi,
Subject 1 (As recieved) ~les  |ss 74 |18 7.7 720
Subject 2 {As recieved) 6.7 59 47 |78 7.6 65 |
Subject 3 (A recieved) — les 58 7.4 7.0 | 7.4 /6.9
Subject 4 (As recieved) 65 80 7.3 8.7 7.6 7.6
Subject 5 (As recieved) 62 |82 8.0 136 |76 6.7
‘Subject 6 (After temperature conditioning) | 6.1 |68 66 61 7.6 66 |
'Subject 7 (After temperature conditioning) | 59 | 7. 165 | 6.6 ‘
[ Subject  (After temperature conditioning) | 6. 2 65 {62 68 |
Subjea 9 (After lempeutuu condltlonlne) | 6.2 6.4 6.1 6.4
| Subject 10 (After temperature conditioning) | 6.3 7.4 | 7.6 |70

UFRMOSEREVOO.YAYIN TARME20.12,2015

Sayfaz/a
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MUA LABORATUVANLAM AN, TIC LD § |

[
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MNA LABORATUVARLARI

TECHNICAL EVALUATION REPORT (147-21-02-R01)

TESTS | PARAMETER PERFORMANCE 'RESULTS  PERFORMANCE | EVALUATION |
. | LevELs LEVELS ;
e FEP1 | FFP2 | FFP3
Flammibility “Mask shall nat burn or not m continue to | Flame  not - | PASS
- burn for more than 5 s seen |
Carbondioxide | Shall not exceed an average of % 1 0,72 B PASS
content of the 0,7%
Inhalation air 0,71
| Penetration of | Sodium chioride, 95 | %20 | %6 | %1 | See the table | FFP2 PASS
filter material  L/min | below j
| K max l | {
CParaffin  oil, 95|%20 | %6 | %1 | See the table | FFP2 PASS =
| t/min I below ' |
L_- | % max 1 | - — | |
Penetration of filter material Sodium Chioride (%)  Paraffin Oil (%) |
| s recieved == i 3.7 a0
“As reﬂeved  —— - 3.3 45
8 recieved 41 a1
| After the simulated weanng treatmem B (I 3.2 38 |
| After the simulated wearing treatment _ =—= " —° 33 42 ‘
Ahef the s:mulued | wearing treatment 3.0 ¥ 4.6
' Mochanlul | strength and temperature conditioning | 4.9 5.5
Mechamcal sitength and temperature conditioning B 5.1 i 5.1 |
[ Mechanical strength and temperature conditioning 53 54 |
TESTS PARAMETER PERFORMANCE | RESULTS | PERFORMANCE | EVALUATION
LEVELS | LEVELS ‘
FEPL | FFP2 [ FRP3 ‘ ‘ 1
' Compatibility | Materials shall not be known to be likely to | Appropriate | - PASS
with skin cause Irritation or any other adverse effect ‘
to health ,
[ Head l\yﬂesi | It can be donned and remwed easn!y Appfopriate - PASS |
| Breathing ! Inhatation 30Umin | 0,6 |07 |1 See the table  FFP2 PASS
| Resistance | mbar  mbar | mbar | below
"Inhalation95L/min | 2,1 | 2,4 |3 | See the table  FFP2 | PASS
‘ ‘mbar | mbar | mbar | below | = !
(Exhalation 160Umin |3 |3 |3 | See the table | FFP2 PASS ’
| | mbar | mbar mbar | befow S —

U FRMCSEREVOOYAYIN TANINI20.22.201%

Sayfa3d/a
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MNA LABORATUVARU\R!

Smna ===
m&mwm 16 Lo gn | TECHNICAL EVALUATION REPORT (147-21-02-R01)
| Breathing Resistance (mbar) | Inhalation 30L/min | Inhalation 95L/min
| Asrecieved ) 03 I
| As recieved = - o3 20 -
As recieved 03 21 B
After temperature conditioning 04 21 =
| After temperature conditioning - I
| After temperature conditioning = |04 o (20 o
| After the simulated wearing treatment = 04 [23 - il
| After the simulated wearing treatment B 20 ==
L Alter the simulated d wearing treatment |04 o 5‘1’3 >T
| Breathing Resistance 160L/min (mbar) | Facing Facing Fading ' Lying on the | Lying on the |
directly vertically vertically leh side rlgm side
ahead upwards | downwards
| As As recieved |21 22 AR 21 22
CAsrecieved 22 21 (227 22 21 |
| Asrecieved 21 2 —— b ] — o — a2
| After temperature conditioning | 22 22 — 22 2 122~
| After temperature conditioning 21 22 |20 |22 22
After temperature conditioning | 22 EREX e 23 (22
After the simulated wearing treatment | 2.1 22 21 22 |21
| After the simulated wearing | treatment | 22 21 22 |23 |22
| After the simulated wearing treatment | 22 |22 122 [22 [22

9. DECISION PROPOSAL

Analysis and examinations 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. It is recommended to be certified at the performance levels specified as a result of

technical evaluations.

10. ATTACHMENTS

Basic Health Safety Requirements
Risk Assessment

Test Reports

User Instruction

L
Reason for revison
CONTROLLER
SIGNATURE

: Company information has been
: VOLKAN AKIN

DATE $23.08.2021

U-TRAM-DS5AEV.00.YAYIN TAKING20.11 2019

f

h

Sayfad /4




Rapport de Test : Module C2

MNQ

LABORATUVARLIARI

Notified Body Number: 2841

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

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

Belge No / Certificare No : 147-21-02-01-R01
Belgelendirme Tarihi - Bir Sonraki Belge Tarihi /
Certification Date / Certificate Validity Date :23.08.2021-12,07.2022

Belge Gegerlilik Tarihi / Document Validity Period: | vl | | year

Firma Unvant ve Adresi /

Company Name and Address : DESANTE ELEKTRONIK TEKNOLOJI DIS
TIC. A.S.
Begyol Mah. Karademiz Sk. Polaris Tekstil Blok No:
4 igk: 4 Kiigitkgekmece / ISTANBUI

Criin Ady Modeller / Product Name / Maodels 1 ROSIMASK RM 19930
Dircktifi / Directive : 2016/425 REGULATION
ModiliKategori / Module / Category : C2 MODULLY KATEGORI 11

MODULE C2  CATEGORY 1T
Test Rapor Noflan / Test Report No + M-2021-00553

Urdin Ti ipi / Product Type:
- EN 149:2001+ A1:2009 Solunumla ilgili komyucu cihazlar - Parcaciklar kargt koruma amagh
filtreli yarm maskeler/ Respiratory proteciive devices - Fidtering half masks to protect against
particles

Uriiniin Malzeme Bilgisi / Product Material Information: ROSIMASK RM 19930 model ariinleni kumas.
clastik kayrg, burun Klipsi, Gltre katmam kullamlarak smal edilmigtie./ ROSIMASK BAMI9930 model prxlucts
are manufactured using fabnic, elastic strap, nose clip, filter laver.

Revizyon nedeni / Reason for revision: Firma bilgileri revize edilmistic/ Company informatton has been
revised.

Erlan USTUNEL Okan AKEL
%.2021 23.08.2021
Karar } / Approver Sirket Madirt / General manager
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CONFORMITY TO TYPE BASED ON INTERNAL

gg ‘ I .no PRODUCTION CONTROL PLUS SUPERVISED PRODUCT

Notified Body Number: 2841 CHECK AT RANDOM INTERVALS

(MODULE C2, ANNEX VII) (147-21-02-01-R01)

Report No :147-21-02-01-R01

Report Date £23.08.2021

Application No :147-21-02-01-R01

1.

4,

COMPANY INFORMATION:
DESANTE ELEKTRONIK TEKNOLOJI DIS TIC. AS.
Begyol Mah. Karadeniz Sk. Polaris Tekstil Blok No: 4 igk: 4 Kiigikeekmece / ISTANBUL

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

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

PPE PICTURES

5.

ROSIMASK RM19930

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

PPE PRODUCT MATERIAL INFORMATION:
The mask is made of elastic strap, nonwoven fabric on the outer and inner layers and fitler matenal on the

middle layer.

U-FRM-SSEREV O0.YANN TARMIZ0,11.2019
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CONFORMITY TO TYPE BASED ON INTERNAL

&3 NNQ probucTioN CONTROL PLUS SUPERVISED PRODUCT

Notified Body Number: 2841

CHECK AT RANDOM INTERVALS
(MODULE €2, 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
+A1:2009,

8. ANALYSIS AND EVALUATIONS:

EN 149:2001 +A1:2009 S
TESTS PARAMETER PERFORMANCE ' RESULTS PERFORMANC | EVALUATIO \
‘ (LEVELS E LEVELS N ‘
= | (FPPL [FRP2 [FRP3 1
Part 7.3 " Shall also the marking and the information = Appropriate - PASS
Visual supplied by the manufacturer
inspection
Banned Az0 | <30 mg/kg | <5 mg/kg 3 | PASS
Dyes | | _ =
Part7.4 Particle filtering half mask shall be offered | Appropriate . 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 8.3.1 & Appropriate . PASS
Material 8.3.2 the particle fiiter half mask shall not
{ collapse, L |
Part 7.6 After cleaning and disinfecting the re-usable = Not applicable Not
! Cleaning and | particle filtering half mask shall satisfy the applicable
{disinfecting | penetration requirement of the relevant
L. .. ’ class. S !
Part 7.7 No negative comments should be made by | Appropriate |- PASS
| Practical the test subject regarding any of the criteria
|performance | evalvated. | |
Part 7.8 Parts of the device likely to come into | Appropriate - PASS
| Finish of parts | contact with the wearer shall have no sharp
| edge or burrs. ) L :
TESTS PARAMETER PERFORMANCE RESULTS | PERFORMANCE | EVALUATION
LEVELS | | LEVELS
b | _, FFP1 | FFP2 | FFP3 == —
| Part 7.9.1 | At least 46 out of <25 <11 | <5 See the table | FFP2 PASS
| Total inward the 50 individual | below
leakage exercise result ‘
At least & out of the | <22 ']<s— <2 |see the table | FFP2 PASS
10 individual wearer below
I w arithmetic means | ' {

Total Inward Leakage (%)

UFRMOS6,REV.O0YAYIN TARIMI:20 11,2008
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Notified Body Number: 2841

CONFORMITY TO TYPE BASED ON INTERNAL
PRODUCTION CONTROL PLUS SUPERVISED PRODUCT
CHECK AT RANDOM INTERVALS

(MODULE C2, ANNEX ViI) (147-21-02-01-R01)

I> = Exercise | Exercise 2 | Exercise 3 | Exercised | Exercise 5 | Average |
1
‘Subject 1 (As received) ) 70 |60 60 7.2 5,5 6.3
Subject 2 (As received) 6,7 6,0 7,2 55 5.4 6,2
Subject 3 (As received) 6,4 6,5 * 4,9 7.2 7.6 65
| Subject 4 (As received) . |78 72 69 7.3 7.6 74
| Subject 5 (As received) 6,1 7.3 6,7 44 162 61
Subject 6 (After temperature condmonlng) |66 6,5 | 6,6 6,7 7,7 6,8
Subject 7 (After temperature oondiuoning) 6.4 66 ' 6,3 153 6,2 6,2
E“B!m 3 !After temperature oondlhoning) —7,—7" 6( 7 = ' 76 ] 7.8 6,2 7.2
Subject 9 (After temperature condltbonlng) 6,0 6,5 7.6 7.2 6,5 6,8
_ Subject 10 (Mter temperature condmonlng) 6,1 6,5 | 6,6 6.8 6,9 6,6
‘Subject fadial dimensions B o
Subject Facelength | FaceWidth | Face Depth  Mouth Width
| Amm) | (mm) (mm) Amm)
; 1 133 132 132 65
|2 125 1144 |16 67
3 126 135 124 75
4 123 133 134 74
5 117 135 122 73
6 122 142 133 66
7 113 132 114 75
8 | T - S - W
9. |12 135 |13 s
10 135 142 125 83
TESTS PARAMETER | PERFORMANCE RESULTS PERFORMANCE = EVALUATION
- LEVELS LEVELS
Part7.9.2 | Sodium chioride, 95 %20 |%6 %1 | See the table | FFP2 | PASS
Penetration | L/min below | ,
of  filter | %, max [
material | Paraffin oil, 95 L/min | %20 | %6 %1 | See the table | FFP2 | PASS ‘g
| 9%, max below
Penetration of filter material | Sodium Chloride (%) I Paraffin Oil (%)
As received 44 | aa
As received 46 4,4
As received == LY A 7 Az
Aiter the simulated wearing treatment = 43 50
| Aiter the simulated wearing treatment 47 | 4,7
After the simulated wearing treatment 4,6 ' 5.1
- Mechanical strength and temperature conditioning {120 mg) 5.6 __ 5
Medunlal | strength and temperature conditioning {120 mg) = 58 1 59
Mechanical strength and temperature conditioning {120 mg) 56 58
(TESTS [PARAMETER  [PERFORMANCE [RESULTS | PERFORMANCE | EVALUATION |

U-FAMCSEREV.00, VA\'lN TARIMIZ20 112018
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CONFORMITY TO TYPE BASED ON INTERNAL
PRODUCTION CONTROL PLUS SUPERVISED PRODUCT

Notified Body Number: 2841 CHECK AT RANDOM INTERVALS
= (MODUI.E C2, ANNEX ViI) (147-21-02-0}-_801)
] LEVELS LEVELS 3
Coa [FFP3 el
Part 7.10 Materials shall not be known to be likely to | Appropriate - | PASS
Compatibility = cause irritation or any other adverse effect to |
| with skin health |
Part 7.11 Mask shall nat burn or not to continue toburn | Flame  not | - - | PASS |
Flammlblltty for more than 5 s seen 2= B
Part 7.12 Shall not exceed an average of % T 0,66 . | PASS
Carbondioxide 0,77 ;
content of the 0,75 |
| Inhalation air —_— _ || | |
Part 7.13 " Itcan be donned and removed easily | Appropriate {2 PASS
Head harness == | 5 ———
Part 7.14 | The field of vision shall acceptable in practical = Appropriate - PASS
Field of vision | performance test. B o ) |
Part 7,15 It shall withstand axially a tensile force of 10 N | Not applicable | - Not
Exhalation apply for 10 s. applicable
valvels) If fitted, shall continue to operate corractly '
after a continuous exhalation flow of 300
|  L/min over a period of 30 s, | I )
| TESTS PARAMETER | PERFORMANCE LEVELS | RESULTS PERFORMANCE | EVALUATION
_we [ee2 [ e o feves
" Part 7.16 | Inhalation 30L/min | 0,6 0 7 1,0 | See the table | FFP2 - PASS
Breathing mbar | mbar | mbar | below
Resistance Inhalation 95U/min | 2,1 /24 30  |See the table | FFP2 PASS
| — mbar | mbar | mbar | below
Exhalation 1601/min | 3,0 | 3,0 ‘ 30 | See the table | FFP2 PASS |
mbar | mbar | mbar | below . ]
Breathing Resistance (mbar) inhalation 30L/min | Inhalation 951/min '
As received 05 S A¥: N
Asreceived 04 16
| As received ___Joa 16
After temperature conditioning 04 16
After temperature e conditioning /85 16
| After temperature conditioning - 04 17
After the simulated wearing treatment 105 = 16
ﬂgft_gg the simulated wearing treatment 05 16 = !
After the simulated wearing treatment 05 B 1.7
After the flow conditioning - -
After the flow conditioning = - )
| After the flow conditioning - s N ]
 Breathing Resistance 160L/min (mbar) | Facing |Facing | Facing | Lying on the | Lying on the |

UFRM-CSEREV.00. YAYIN TARINE20.11.2015
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Notified Body Number: 2841

CONFORMITY TO TYPE BASED ON INTERNAL
0 PRODUCTION CONTROL PLUS SUPERVISED PRODUCT
CHECK AT RANDOM INTERVALS

(MODULE C2, ANNEX Vi) (147-21-02-01-R01)

| directly vertically | vertically | leftside | rightside
‘ | ahead upwards | downwards
| As received i 127 28 |27 28 |27
s receved [28 (28 37— a7 |28
| As received 28 28 2.7 27 | 2,7
After temperature conditioning 28 27 |28 127 28
After temperature conditioning 28 27 28 27 27 |
After temperature conditioning 2.8 27 28 ja7 j&f |
 After the simulated wearing treatment | 2.8 27 28 27 28 |
After the simulated W;aWtrm_nlent 28 2,7 28 |27 28 |
After the simulated wearing treatment | 2.7 28 27 28 2,7 ]
After the flow conditioning - | - - |- |-
After the flow conditioning - |- = s | =
After the fiow conditioning - - - 1= -
TESTS | PARAMETER | PERFORMANCE RESULTS | PERFORMANCE | EVALUATION
- LEVELS LEVELS
N FFP1 | FFP2  FFP3 _ { 7
Part 7.17 | After clogging the 4 |5 | 7 Notapplicable |- Notapplicable
Clogging inhalation mbar | mbar  mbar
resistances  shall
not exceed,
(valved)
The exhalation resistance shall not exceed | Not applicable | - Not applicable
3 mbar at 160 L/ min continuous flow,
‘ (valved) , . )
| After clogging the | 3 |4 5 | Notapplicable | - Not applicable |
‘ inhalation and | mbar | mbar * mbar | ;
‘ exhalation ‘ }
resistances shall [
not exceed, |
. (valveless) ] .
Part7.18 All demountable p_ans— '('i‘f-fit'{e‘d) shall be Notapplicible - | Not applicable
Demountable | readily connected and secured were
_part | passible by hand, o
9. DECISION

Analysis and examinations

ROSIMASK RM19930 model coded personal protective equipment; Respiratory

Protective Devices EN 149:2001 +A1:2009- Fitered 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 €2,

UFRAMOSE REV OO YAYIN TARIMI20.12. 2019
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CONFORMITY TO TYPE BASED ON INTERNAL

&3 Y YNQ rrobuction contrRoL PLUS SUPERVISED PRODUCT

Notified Body Number: 2841 CHECK AT RANDOM INTERVALS

(MODULE C2, ANNEX VII) (147-21-02-01-R01)
10. ATTACHMENTS

¢ Basic Health Safety Requirements
= Risk Assessment

* Test Reports (M-2021-00553)

e User Instruction

Reason for revison : Company Information has been revised.,

CONTROLLER : ERHAN U
SIGNATURE W
DATE :23.08.202
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