MASQUE MEDICAL
ADULTE TYPE IIR
NORME EN14683
CERTIFIE CE
MULTI COULEUR

NOIR / BLEU
FONCE / FUSHIA /
ROSE et GRIS

NORME EN14683 : 2019
CERTIFIE CE
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MASQUE CHIRURGICAL JETABLE

AL DISPOSABLE FACE MASK

TYPE

MASQUE CHIRURGICAL JETABLE
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DESCRIPTIF

Masque médical non tissé (70%) et tissu fondu (30%)
3 couches de protection

Taille 17,5cm x 9,5cm

Fixation par boucles élastiquées

Efficacité de filtration bactérienne >98 %

Couleur NOIR / BLEU FONCE / FUSHIA /

ROSE et GRIS




Conditionnement

Carton de 2 400 masques
48 boites de 50 masques (5 sachets de 10 masques)
Poids par carton 8,65 kg

Dimension :

Hauteur :380 mm
Largeur :420mm
Longueur :600 mm

Palette de 16 cartons (38 400 masques)
hauteur 165 cm

Palette de 20 cartons (48 000 masques)
Hauteur 202 cm

Palette de 24 cartons (57 600 masques)
Hauteur 240 cm




Certificat de conformiteé

EC DECLARATION OF CONFORMITY
AT UYGUNLUK BEYANI

Uretici/ Manufacturer

MIRATEX DIS TICARET A.S.

Adres /Adress

TOPGULAR MH. FERHATPASA CD. URETMEN i$ MERKEZI C BLOK K:2 NO:301 EYUPSULTAN /
ISTANBUL/ TURKIYE

Telefon / Phone

+90 212 674 88 39

E-mail

info@lobamedical.com

Uriin Ismi / Product Name _
KISISEL KORUYUCU YUZ MASKESI / PERSONAL PROTECTIVE FACE MASK

Uriin Tipi / Types of Product

FFP1-FFP2-FFP3

VENTILLI MASKE / VENTILSIZ MASKE / MASK WITHOUT VALVE / MASK WITH VALVE
KN95 MASK

Beyan/Statement

Burada, AB tarafindan siniflandirilan Uretici, Da@itici / Temsilci olarak kendi sorumlulugumuz altinda, yukarida
ismi ve modeli gegen uriinlerin, (EU)2016/425 Kisisel Koruyucu Ekipmanlar Direktifi EK-1 Temel Gereklere
uygun olarak Uretildigini beyan ederiz.

Here, we declare that the products listed above are manufactured under our own responsibility as a
Manufacturer, Distributor / Representative by the EU, in accordance with the (EU) 2016/425 Personal Protective
Equipment Directive and regulations.

Direktif ve Yonetmelikler / Directives and Requlations
(EU) 2016/425 Kisisel Koruyucu Ekipmanlar Direktifi / Personal Protective Equipment Directive

Uriin Ticari Markasi / Product Commercial Brand

M | R /\ -|- E x g lobamedical

Harmonize Standartlar / Harmonized Standards

93/42/EEC- Tibbi Cihaz Yo6netmeligi /SINIF | (Steril Olmayan) Medical Devices Regulation / Class | ( Non
Sterile)

TS EN 14683+AC Tibbi yiiz maskeleri — Gereklilikler ve deney yontemleri-Tip |- Medical face masks -
Requirements and test methods-Type I

1ISO 9001:2015 Kalite Yonetim Sistemi-Quality Management System

1SO 13485:2016 Tibbi Cihazlar igin Kalite Yénetim Sistemi / Quality Management System for Medical Devices

Sertifika No/ Certificate No: 2021-13326 Certification Officer Approval
Sertifika Tarihi /Certificate Date: 02.08.2021
Sertifika Bitig Tarihi /Certificate Expiration Date: 02.08.2022

q

This certificate was issued electronicaly and remains the property of IFC Global Certification Inspection & Training Services
GmbH and is bound by the conditions of contract.Printed copy can be validated on request.To verify the outhenticity send

on e-mail to info@ifcglobal.de

IFC Global Certification Inspection & Training Services GmbH
Hohenzollernring 50 / 50672 KéIn / Germany
info@ifcglobal.de




CERTIFICATE OF CONFORMITY

WQaM

CERTIFICATION

MIRATEX DIS TICARET ANONIM
SIRKETI

MEHMET NESIH OZMEN MAH. CINAR SK. NO: 14/16
GUNGOREN/ISTANBUL/TURKEY

PRODUCT: TYPE 1R DISPOSABLE 3 PLY SURGICAL FACE MASK

TRADEMARK : MIRATEX
Related Standards / Directives / Regulations

EN 14683:2019+AC Medical Face Mashs-Requirements and Test Methods

Certification Ground
Technical File No:MIRATEX-CE-001

T'echnical file provided by the manufacturer and mentioned above complies with the
requirements of "93/42/EEC Medical Device Directive/Annex VII - Class 1" and
"Regulation (EU) 2017/745 of the European Parliament and of the Council/Annex ILIILIV - Classl®
Centification work related 1o the product
-Preparation of EC Declaration of Comformity
-CE Marking On The Product

Certificate Number: PS-24004
Certificate Issue Date: 28 July 2021
Certificate Validity Date: 27 July 2022
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This certificate belrags to World Quality Masapement Certification Limited . The certificate maintales its
-dmdhmqumm%lﬁcrmmhkdllm“*u
6356, Hatton Geetien Fifth Flsor, Sefte 20 Londen UK &4 7441 29196
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AT PERFORMANS BEYANI
EC DECLARATION OF CONFORMITY

Uretici Firma
Bilgileri

MIRATEX DIS TICARET ANONiM SiRKETI
SIRKETI

Manifactured Details TOPCULAR MAH. FERHATPASA CAD. NO:6/301 EYUPSULTAN

ISTANBUL

Tel : 0541 781 24 65 / ismailbeyazkilinc@miratex.com.tr

Asagida tanimlanmig olan driinler igin Avrupa Toplulugu (EU) 2017/745 Tiizigiinde uygulanabilen

gerekliliklerin yerine getirildigini ve sor g

ilns oldus:

beyan ederiz.

We hereby declare that the requirements applicable 1o the European Community (EU) 2017/745 Regulation for the
products described below have been met and responsibility has been taken

Oriin
Product

Uran Swntfi Class

of Product
Uygunluk Beyar Ek
Bilgisi

Temel UDI-DI Basie

UDI-DI
Uygulanan
Standartlar
Applied Standarts

Sertifika No
Cerrificate Number

Sertifika Tarihi
Date of Certificate
Yetkili Kigi / Gorevi /
Belge Yeri

Location. Name and
position of authorized
person

Yetkili Kisi imzasi
Signature of
authorized person

UC KATLI CERRAHI YUZ MASKESI
Simif 1 Diger ( steril ve lgme fonksiyonu olmayan)
Ek-4 Uygunluk Beyam (Ek 2 & 3)

868275492385961646B

EN 14683:2019+AC Tibbi yiz maskeleri-Gereklilikler ve deney ydntemleri

EN ISO 14971 Tibbi cihazlar-Tibbi risk yb

EN ISO 10993-1 Tibbi cihazlann biyolojik de‘erlendlﬂlnai— Bulnm 1:Bir risk ydnetim
slirecinde degerlendirme ve deney (ISO 10993-1:2009)

EN ISO 10993-10 Tibbi cihazlarin biyolojik de@erlendirilmesi-B3lim 10:Tahris ve cilt
duyarhbg icin deneyler (ISO 10993-10:2010)

EN 1041+A1 Tibbi cihaz imalatcilan llrll‘lndln utlnln bllal

EN 980 Tibbi m

EN 13688 Koruyucu giyecekler-Genel dzellikler

TSE EN 13795-1 Cerrahi Giysiler ve Ortiler

MRX - UB - 002

§ Temmuz 2021

ismail BEYAZKILINC (imza Yetkilisi) - ISTANBUL

MIRATEX DIS TIC. A .

TopgnarMn Ferhatpasa Cd. No:6/301
11ST, * Tel: 0212674 88 39

Merter V.. 621 052 5682




Certificat 1ISO 9001 : 2015 Usine

=

CERTIFICATE

WQM

CERTIFICATION

MIiRATEX DIS TICARET ANONIM
SIRKETI

MEHMET NESIiH OZMEN MAH. CINAR SK. NO: 14/16
GUNGOREN/ISTANBUL/TURKEY

It is evaluated independently and determined that it complies with the requirements
of the standard written below:

ISO 9001:2015

QUALITY MANAGEMENT SYSTEM
This certificate is given within the scope of the below:

MANUFACTURING AND SALES SERVICES OF MASK, SUIT,
GOWN, BONE, SHOE COVER, POWDER-FREE NITRILE
EXAMINATION GOWNS, FACE PROTECTIVE VISORS AND

OTHER TEXTILE PRODUCTS USED IN HOSPITALS
Certificate Number: MS-24002
Certificate Initial Issue Date: 28 July 2021
Certificate Issue Date: 28 July 2021
Certificate Validity Date: 27 July 2022

CERTIGCATION SyRECTOR

|
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This certificate belangs ta Werld Osality Maragemeat Certification Linited Conpany. The certificate malatains is validity with regetar
umdumnmmmﬂuumm-muwuw&u‘
£3-66, Hatton Ganden Fireh Floor, Seite 23 Loados UK +&4 7441 429196




Certificat ISO 13485 : 2016 Usine

=
CERTIFICATE

WQM

CERTIFICATION

MIRATEX DIS TICARET ANONIiM '
SIRKETI

MEHMET NESIH OZMEN MAH. CINAR SK. NO: 14/16
GUNGOREN/ISTANBUL/TURKEY

It is evaluated independently and determined that it complies with the requirements
of the standard written below:

ISO 13485:2016

MEDICAL DEVICES QUALITY MANAGEMENT SYSTEM
This certificate is given within the scope of the below:

MANUFACTURING AND SALES SERVICES OF MASK, SUIT,
GOWN, BONE, SHOE COVER, POWDER-FREE NITRILE
EXAMINATION GOWNS, FACE PROTECTIVE VISORS AND
OTHER TEXTILE PRODUCTS USED IN HOSPITALS

Certificate Number: MS-24003
Cenrtificate Initial Issue Date: 28 July 2021
Certificate Issue Date: 28 July 2021
Certificate Validity Date: 27 July 2022

“ EQRAS m
WaM U12-NS

This certificata belangs to Warld Ouatity Masagemen Certification Limited Conpany. The cartificate maiataies its validiy with regular sufits
and compliasce of the company to certification reles. The validity of the cocumest can be inquired at wwwwgmcerification com
£3-56, Fatton Ganden FIfth Flooe, Seite 23 Lendon UK +44 7441 429196

CERTIFZATION L OR




Rapport de Test

EKOTEKS LABORATUVAR ve GOZETIM

Mutual recognition of test reports.

HIZMETLERI A.S.
Esenyurt Firazkoy Bulvan No:29 34325 Availar
Istanbul/ TORKIYE
TEST REPORT
EKOTEKS DENEY RAPORU
ABOSAT NVAR VI GOTYTIM =W T A Ay
TS, MIRATEX DI§ TICARET A.S.
Address: MEHMET NESIH OZMEN MAH. GINAR SOK. NO:14/16 GUNGOREN/
ISTANBUL
Buyer name: -
Contact Person: TUGRUL DUMAN/ YAGMUR BAKIR
Order No: -
Article No: "
Name and identity of test item: ~ White non-woven medical mask. (Claimed to be; White)
The date of receipt of test item:  10.12.2020
Re-submitted/re-confirmation 13.04.2021
date:
Date of test: 13.04.2021-21.04.2021
Remarks: -
Sampling: The results given in this report belong to the received sample by vendor.
End-Use: -
Care Label: Not specified.
Number of pages of the report: 6

The Turkish Accreditation Agency (TURKAK) is signatory to the multilateral agreements of the European co-
operation for the Accreditation (EA) and of the International Laboratory Accreditation (ILAC) for the

EKOTEKS LABORATUVAR ve GOZETIM HIZMETLERI A.$. accredited by TURKAK under registration
number [AB-0583-T] for ISO 17025:2017 as test laboratory.

The test and/or measurement results, the uncertainties (if applicable) with confidence probability and test
methods are given on the following pages which are part of this report.

Date Customer Representative Head of Testing Laboratory
21.04.2021 )7“ Al Sevim K
A 21 1
T
be reproduced other than in full permission of the
vithout signature and seal are not v

Page 1 /6




EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI AS.
AB-0383.T
20046720+
| ing-Add__|
0421
REQUIRED TESTS RESULT COMMENTS
PHYSICAL PROPERTIES
ash Resistance P

Breathability(Differential Pmsurer " P

MICROBIOLOGICAL TESTS ¢

Bacterial Filtration Efficiency-BFE P Type lIR

Microbial Cleanliness(Bioburden) P

P; Pass

F: Fail

R: Refer to retailer technologist.

‘1) This report was reissued to add this test result

Tests results were evaluated according to EN 14683:2019+AC :2019 Tablo 1 limit values.

REMARK: Original samples are kept for 3 months and ol techaical records me kept for § yoars wnless otherwise specified If requested,
will be reported. But unless otherwise specified, measurement uncertainty is not considered whale stating compliance

ummumuvmmmmmnmuaw

by a coverage factor k=2, providing a

uncertainty multiphied
lﬂtlofcmﬁ‘umol‘m%%mm-o(mmmnmﬁuw‘hsmmmm
Tests marked (*) in this report are not inchaded in the accroditation schodule

Testing reports without signature and seal are not valid.

Page2/6

This report shall not be reproduced other than in full except with the permission of the laboratory.




EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-OS83.T

20046720~

04-21

TEST RESULTS
SPLASH RESISTANCE (ONLY FOR TYPE IIR)

Test Metod: EN 14683:2019+AC :2019 (Clause 5.2.4) the resistance of the medical face mask to penetration of
splashes of liquid shall conform to the minimum value given for Type IIR in Table 1

1SO 22609 :2004 Clothing for protection against infectious agents — Medical face masks — Test method for
resistance against penetration by synthetic biood (fixed volume, horizontally projected)

Test Condition (21 £ 5) *C ve (85 & 5) % relative humidity, 4 hrs
32 different samples were taken

SPLASH RESISTANCE RESULTS REQUIREMENT
1 >21,3kPa PASS
2 >21,3kPa PASS
3 >21,3kPa PASS
4 >21,3kPa PASS
5 >21,3 kPa PASS
6 >21,3kPa PASS
7 >21,3kPa PASS
8 >21,3 kPa PASS
9 >21,3 kPa PASS
10 >21,3 kPa PASS
1 >21,3 kPa PASS
12 >21,3kPa PASS
13 >21,3kPa PASS 216 kPa
14 >21,3kPa PASS
15 >21,3 kPa PASS
16 >21,3 kPa PASS
17 >21,3 kPa PASS
18 >21,3 kPa PASS
19 >21,3 kPa PASS
20 >213 kPa PASS
21 >21,3 kPa PASS
22 >21,3 kPa PASS
23 >21,3 kPa PASS
24 >21,3kPa PASS
25 >21,3 kPa PASS
26 >21,3 kPa PASS
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EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI A.S.
AB-0S83.T
20046720-
ing-Add
04:21

27 >21,3 kPa PASS
28 >21,3 kPa PASS
29 >21,3 kPa PASS
30 >21,3 kPa PASS
3 >21,3 kPa 4PA88
32 >21,3 kPa JPASS
Average Result >21,3 kPa PASS

BREATHABILITY (Differential Pressure)

Test Method: EN 14683:2019+AC :2019 (TS EN 14683+AC:2018) Annex-C

Test Condition (21 £ 5) °C ve (85 £ 5) % relative humidity, 4 hrs
Test area is 25 mm in diameter , 5 different sample was taken
Adjusted airflow is 8 I/min. The differential pressure is read directly using a differential pressure manometer .

SAMPLE DIFFERENTIAL REQUIREMENT
PRESSURE RESULT

1 38,6 Pa/cm?
2 37,1 Palem?®
3 3.3 o’ < 40 Palcm?
4 35,8 Palem®
5 40,4 Pa/em?

Average Result 37,6 Pafem®

Page4/6
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

TEST RESULTS
BACTERIAL FILTRATION EFFICIENCY (BFE)

Test Metod: (Bacterial Filtration Efficiency Testing -BFE /Ref: EN 14683:2018+AC:2019 Medical Face
Masks, Requirements and Test Methods

A specimen of the mask material is clamped between a impactor and an aerosol chamber. An aerosol of
Staphylococcus aureus is introduced into the aerosol chamber and drawn through the mask material and the
impactor under vacuum. The bacterial filtration efficiency of the mask is given by the number of colony
forming units passing through the medical face mask material expressed as a percentage of the number of
colony forming units present in the challenge aerosol.

Test Flow Rate 28,3 Umin

Test Flow Time 2 minute

Sample Sizes 5 pieces mask

Microorganism Staphylococcus aureus ATCC 6538
Bacterial concentration (cfu/ ml ) 5x10%cfu/ mi

incubation conditions 24 hour, 35C £ 2C

Positive control sample average 3x10° cfu/ mi

of number of Bacteria (C)

RESULTS
Number of Test Sample Test Sample (T) Bacterial Filtration Requirement
Number of Bacteria | Efficiency (% B) BFE (%)
(cfu/ml)
1 60 %98,0
2 52 %983 Type 1 295
3 53 %98,2 Type Il 298
4 54 %98,2
5 59 %98,0

cfu: Colony-forming unit
B=(C-T)/Cx 100
%B: Bacterial Filtration Efficiency

C: is the mean of the total plate counts for the two positive control runs
T: is the total plate count for the test specimen
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

04-21

TEST RESULTS

MICROBIAL CLEANLINESS (Bioburden)

Test Metod: EN ISO 11737-1:2018

The sample is put in extraciton liquid after shaking well, inoculated on the agar.

After incubation at 30 £ 1 * C for 72 hours, growth microorganisms are counted on the agar.

Microbial cleanliness (cfu/g) 7 chulg 530 cluy

*cfu= Colony forming unit.
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