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CERTIFICATION

ATTESTATION OF CONFORMITY
Certificate NriMDD-285

In conformance to the Ewropean Economic Commission 93/42/EEC' Medical Devices Directive on
harmonisation of laws, regulations and administrative documentation of Member States on Medical Devices
and European Commission directive 2007/47/EEC amending Medical Devices Directive dated 05 September
2007,

the products manufactured by

AREA TEKNOLOJI SISTEMLERI DAGITIM PAZARLAMA VE SANAYI
DIS TiC. LTD. STi

at the following address

Cevizlibag Maltepe Mah. Londra Asfalti Cad K.4 No:38 Zeytinburnu ISTANBUL / TURKEY

EN 14683:2019+AC:2019 Medical Face Masks

Brand Name: WMATE
Model: MASKY3
Classification: Type IR
are tested according to the following initial type tests by the manufacturer

Technical standard EN 14683:2019+AC:2019 Medical face masks - Requirements and test methods

For the assessment of conformity, the following documents were also applied to:
Results of laboratory tests Ekoteks Laboratuvar Testing Laboratory Bacterial Filtration Efficiency, Microbial
Cleanliness, Differential Pressure and Splash Resistance Pressure tests.

UNIVERSAL CERTIFICATION has evaluated production, design, intended use, risk evaluation according to
safety purpose, product itself and add-on components (if exists) and product technical drawings of the medical
face masks manufactured and designed for use during the medical operations or similar medical situations with
same requirements which require restriction of infectious materials to be spread to patients. With this
certificate, it is approved that the product fulfils all essential requirements and the related rules of 93/42/EEC
Medical Devices Directive (MDD) Class I are applied. The information on the packaging for the above listed
products covers the necessary information stated in Annex 1, §13, of the Medical Devices Directive
(93/42/EEC) or Annex 1, §23, of the Medical Device Regulation (EU) 2017/745. This information includes;
reference to EN 14683 standard, type of mask (as indicated in Table 1) and other relevant information given in
EN1SO 15223-1:2016 and EN_1041:2008+A1:2013. Itis considered to be suitable to attach’a CE mark, as
seen below, on your products in accordance with the information given in this certificate with publishing an
EU Declaration of Conformity.

This certificate is issued on 20/10/2020 and valid until 19/10/202 1 with the conditions that no change has been
made with the product references and no change in the production process or not suspended or withdrawn for
any reason.

ISTANBUL - 20/10/2020

/‘\
j
Suat KACMAZ

UNIVERSAL CERTIFICATION
General Manager

Verify the validity with the QR Code

This certificate will be in the absence of any changes in standard and legal terms, and with the surveillance audits to be concuted
annually following the surveillance audits, updating the publicationdate without changing the certificate number.
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EKOTEKS AB-0S83.T

LABORATUVAR VE GOZETIM HIZMETLERI AS.

20036059
10-20
Customer name: AREA TEKNOLOIJI SiS. DAG. PAZ. VE SAN. DIS TiC. LTD. STi.
Address: MALTEPE MAH. LOMDRA ASFALTI CAD. NO:38/4 ISTANBUL
Buyer name: -
Contact Person: -
Order No: -
Article No: -
Name and identity of test item: White non woven mask
The date of receipt of test item: 30.09.2020
Re-submitted/re-confirmation -
date:
Date of test: 30.09.2020-05.10.2020
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: 5

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

EKOTEKS LABORATUVAR ve GOZETIM HIZMETLERI A.S. 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

Head of Testing Laboratory
05.10.2020

Sevim A. RAZAK
05

[}

out signature and seal are not vajid.

‘ This';'repbr:c'shiﬂl nog be reproduced other than in fullaj/\ccpt witMﬂnission of the laboratory.
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EKOTEKS LABORATUVAR ve GOZETIM
% 2

> .~ HIZMETLERIAS.

AB-0583-T
20036059
%o ' %o*
10-20
REQUIRED TESTS RESULT COMMENTS
MICROBIOLOGICAL TESTS 4
Bacterial Filtration Efficiency-BFE P TYPE IIR
Microbial Cleanliness(Bioburden) P
PHYSICAL PROPERTIES TESTS
Breathability(Differential Pressure) p
Blood Splash Resistance P
P: Pass
F: Fail
R: Refer to retailer technologist.
Test results were evaluated according to EN 14683:2019+AC :2019 Table/1 limit values.

REMARK: Original samples are kept for 3 months and all technical records are kept for 5 years unless otherwise
specified.If requested, measurement uncertainty will be reported. But unless otherwise specified, measuré%ept
uncertainty is not considered while stating compliance with specification or limit values The reported uncertainty is
based on a standard uncertainty multiplied by a coverage factor k=2, providing a level of confidence of
approximately 95 %. The declaration of conformity was given in accordance with the Simple Acceptance Decision
Rule. Tests marked (*) in this report are not included in the accreditation schedule.

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

Testing reports with/c/a\ut signature and seal are not valid.
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI'AS.

AB-0583-T

20036059

10-20

TEST RESULT
Medical face masks - Requirements and test methods
EN 14683:2019+AC:2019 (TS EN 14683+AC:2019)

BACTERIAL FILTRATION EFFICIENCY (BFE)

Test Metodu: EN 14683:2019+AC :2019 (TS EN 14683+AC:2019)

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 L/min
Total Test Flow Time 2 minute
Sample Sizes 5 pieces mask
Test Alani 4.9 cm? (5 replicas)
Test Condition (21 £ 5) °C and (85 + 5) % relative humidity, 4 hours
Test Microorganism Staphylococcus aureus ATCC 6538
Bacterial concentration (cfu/ ml ) 5x10° cfu/ ml
incubation conditions 24 hour, 35°C + 2°C
Positive control sample average 2.84x10° cfu/ ml
of number of Bacteria (C)
Mean particle size (MPS) 3.0pum
RESULTS
Number of Test Sample Test Sample (T) Bacterial Filtration Requirement
Number of Bacteria Efficiency (% B) BFE (%)
(cfu)
1 50 %98.1
2 20 %98.5 R 1=es
3 35 %98.7 Type 11 298
4 48 %98.2
5 36 %98.6

cfu: Colony-forming unit
B=(C-T)/Cx100
%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

Page3 /5
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EKOTEKS LABORATUVAR ve GOZETIM

TEST RESULT

HIZMETLERI A.S.

BREATHABILITY (Differential Pressure)

Test Metodu: EN 14683:2019+AC :2019 (TS EN 14683+AC:2019)

Test Condition (21 £ 5) °C ve (85 + 5) % relative humidity, 4 hrs
Test area is 25 mm in diameter , 4different sample was taken

Adjusted airflow is 8 I/min.The differential pressure is read directly using a differential pressure manometer .

AB-0583-T

20036059

10-20

SAMPLE DIFFERENTIAL REQUIREMENT
PRESSURE RESULT

1 48.4 Palcm’®
2 47.2 Palcm2
3 58.8 Pa/cm2 < B0 Pa/cm?
4 62.1 Pa/cm2
5 59.6 Palcm2

Average Result 55.2 Palcm2

MICROBIAL CLEANLINESS (Bioburden)

Test Metod: EN 14683:2019+AC :2019 (TS EN 14683+AC:2019)
EN ISO 11737-1:2018 /TS EN ISO 11737-1 :2018

5 sample were taken.The sample is weighted and put in extraction liquid after shaking well (250 rpm,5 min),

inoculated on the suitable agar.

The plates are incubated for 3 days at 30 + 1 ° C for 72 hours, and 7 days at (20 to 25) °C for TSA and SDA

plates respectively. Total microoragnisms counts are calculated.

RESULTS

REQUIREMENT

Microbial cleanliness (cfulg)

16 cfu/g

=30 cfu/g

*cfu= Colony forming unit.

Page 4 /5




EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-0583-T

20036059

10-20

TEST RESULT
BLOOD SPLASH RESISTANCE

Test Metod:  EN 14683:2019+AC :2019 (Clause 5.2.4) the resistance of the medical face mask to penetration

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

Test Condition (21 + 5) °C ve (85 % 5) % relative humidity, 4 hrs
5 different sample was taken

SPLASH RESISTANCE RESULTS REQUIREMENT
PRESSURE (kPa)
1 >21.3 kPa PASS
2 >21.3 kPa PASS
3 >21.3 kPa PASS >16 kPa
4 >21.3 kPa PASS ey
5 >21.3 kPa PASS
Average Result >21.3 kPa PASS

Gen.f136-2/03

Page 5/5
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NVA QUALITY CERTIFICATION

SERTIFIKA / CERTIFICATE

AREA TEKNOLOJI SiIST. DAG. PAZ. VE

SAN. DIS TiC. LTD. STI.

MALTEPE MAH. LONDRA ASFALTI CAD. NO:38/4
ZEYTINBURNU / ISTANBUL / TURKEY

Kurulusunun “TEK KULLANIMLIK CERRAHI MASKE, TEK KULLANIMLIK YUZ MASKESI, TEK
KULLANIMLIK CERRAHI ONLUK, TEK KULLANIMLIK MEDIKAL ONLUK, TEK KULLANIMLIK
CERRAHI ORTU, TEK KULLANIMLIK MUAYENE ORTULERI, TEK KULLANIMLIK ELDIVEN, TEK
KULLANIMLIK TULUM, TEK RULLANIMLIK BONE, GALOS, SLIKON MASKE, FILTRELI SLIKON MASKE,

KORUYUCU GOZLUK, TEK KULLANIMLIK SEDYE ORTUST, URETIMI VE SATISI 7
Kapsami icin

For scope “‘SINGLE USE SURGICAL MASK, SINGLE USE FACE MASK, SINGLE USE SURGICAL
GOWNS, SINGLE USE MEDICAL GOWNS, SINGLE USE SURGICAL DRAPE, SINGLE USE INSPECTION
COVERS, SINGLE USE GLOVES, SINGLE USE OVERALLS, SINGLE USE BONNET, WAG, SILICON MASK,
FILTERED SILICON MASK, PROTECTIVE GLASSES, SINGLE USE STRETCHER COVER, PRODUCTION

ISO 9001:2015
KALITE YONETIM SISTEMI
Quality Management System

Kurdugunu ve uyguladigim belgelemekte ve NVA tarafindan gerceklestirilen denetim bu
yonetim sisteminin yukarida belirtilen standardin sartlarim kargiladigim dogrulamaktadir.

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

Sertifika Numaras1 / Certificate Number : 20042126
Sertifika Kodu / Certificate Code : AREA TEKNOLOJI
Sertifika Yaymn Tarihi / Certificate Issue Date : 21.04.2020
Sertifika Gegerlilik Tarihi / Certificate Validity Date : 21.04.2021
Sertifika Perivodu / Certificate Period : 1Y/ 7 Year
Certificat
Belgelend

System effectively and timely surveillance audits this document is valid as long as the 1-years. NVA control the conduct of standards.
Aithough due care and competence, including gross negligence wili not accept responsibility. This document ar proprietary rights owned
by NVA and must be retumed upon request,

Sistem etkin bir sekilde strdirildakee ve gozetim tetkikleri zamaninda yapildig miiddetce bu belge 1 yil gegerlidir. NVA denetim
yiritilmesinde gerekli itina ve yetkinlik gostermesine ragmen biyGk ihtimallerde dahil sorumiuluk kabul etmeyecektir. Bu belgenin miikiyet
hakki NVA aittir ve istenildidinde iade edilmelidir.

wwv.nvakalite.com info@nvakalite com
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NVA QUALITY CERTIFICATION

CE UYGUNLUK BEYANI
CE ATTESTATION OF CONFORMITY

AREA TEKNOLOJI SIST. DAG. PAZ. VE

SAN. DIS TiC. LTD. STi.
MALTEPE MAH. LONDRA ASFALTI CAD. NO:38/4
ZEYTINBURNU / iISTANBUL / TURKEY

In our delivered version, we declare that the product described below complies with the essential safety and
health requirements of the Medical Devices Directive 93/42/EEC-General Product Safety Directive
2001/95/EEC regulations as circulating by us. This declaration will cease to be valid if the product specified
below is replaced.

Teslim edilen versiyonumuzda asagida agiklanan iiriintin, tavafimizda dolasima sokuldugu sekliyle Tibbi Cihazlar
Direktifi 93/42/EEC-Genel Uriin Giventigi Direktifi 2001/95/EEC yonetmelillerinin temel givenlik ve saghk
gereldilitlerine uygun oldugunu beyan ederiz. Asagida bilgileri belirtilen iivimiin degistivilmesi halinde bu beyan
gegerliligini yitirecektir.

Description Of The Product : NONWOVEN DISPOSABLE MEDICAL MASK
Uranin Tanum NONWOVEN TEK KULLANIMLIK MEDIKAL MASKE
Product Type / Uriin Tipi : 3LAYER MASK /3 KATLI MASKE

Product Commercial Brand / Marka : WMATE MASK 3

Applicable EC Directives : GENERAL PRODUCT SAFETY DIRECTIVE 2001/95/EEC
MEDICAL DEVICES DIRECTIVE 93/42/EEC
Gegerli AT Direktifleri GENEL URUN GUVENLIGI DIREKTIFI 2001/95/EEC

TIBBI CTHAZLAR DIREKTIFI 93/42/EEC

Applicable Harmonised Standards : TS EN 14683+AC, EN 1641+A1, EN ISO 13485, EN IS0 14971,
Gegerli Uyumlagtirdnug Standartlar  EN ISO 10993-1, EN ISO 10993-10, EN ISO 15223-1

Applicable National Technical Standards and Specifications
Uygulanabilir Ulusal Teknik Standartlar ve Ozellikler

Classifications/  Swuuflandirma : CLASS-I, NONSTERIL
Certificate Number / Sertifika Numaras : 20042131 7
Certificate Code / Sertifika Kodu : AREA TEKNOLOH -
Certificate Issue Date / Sertifika Yayin Tarihi : 21.04.2020 '

Certificate Validity Date / Sertifikamn Gegerlilik Tarihi : 21.04.2021
EU Representative / AB Temsilcisi X )
(Authorized Signature and Title) / (Yetkili Imza ve Unvan)

AREA TEKNOLGJI SiST. DAG. PAZ. VE SAN. DIS TIC. LTD. STI. declares that the Medical Devices Directive 93/42/EEC-
General Product Safety Directive 2001/95/EEC has fulfilled the applicable requirements and responsibility has been taken for the above-
described product groups.The product groups described above have been controlled depending on internal production controls.

AREA TERNOLOJI SIST. DAG. PAZ. VE SAN. DI§ TIC. LTD. §TI olarak yukarida tanmmignmns olan dirin gruplars igin Tibbi Cilazlar
Direktift 93/42/EEC-Genel Uritn Gitvenligi Direktifi 2001/95/EEC nin uygulanabilen gerekliliflerini yerine getirdigini ve sorumiufugun aloumg
olundugum: beyan etmektedir. Yukarida tanimlanan tiriin gruplar, i¢ diretim kontrollerine bagh olarak kontrol edilmistir.

www, nvakalite.com infolnvakalite.com
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ik Ticaretin Kiiresel Dili
Tirkiye

Basvurunuz Onaylanmistir

GS1 Tirkiye Sistem Uyelik basvurunuz onaylanmistir.

Alabileceginiz hizmetler ile tarafiniza tahsis edilen/edilecek numaralarin takibini
sistem Uzerinden yapabilirsiniz.

Herhangi bir sorunuz olmasi halinde litfen GS1 Tirkiye ile temasa geginiz.

Tescil Bilgileri

AREA TEKNOLOJI SISTEMLERI DAGITIM PAZARLAMA VE SANAY]
DIS TICARET LIMITED SIRKETI
Firma Unvani

Basamak Sayisi 11 Basamakli
Tescil Tarihi

GCP GLN

Tahsis I_E_dilen

Firma Onek
Numarasi/lan
(GCP) _ 06/05/2020

SIRKET No BARKOT No 14:34:23

86827423704 8682742370416


http://www.gs1tr.org/

NVA QUALITY CERTIFICATION

SERTIFIKA / CERTIFICATE

AREA TEKNOLOJI SIST. DAG. PAZ. VE

SAN. DIS TIC. LTD. STIL
MALTEPE MAH. LONDRA ASFALTI CAD. NO:38/4
ZEYTINBURNU / ISTANBUL / TURKEY

Kurulugunun “TEK KULLANIMLIK CERRAHI MASKE, TEK KULLANIMLIK YUZ MASKESI, TEK
KULLANIMLIK CERRAHI ONLUK, TEK KULLANIMLIK MEDIKAL ONLUK, TEK KULLANIMLIK CERRAHI
ORTU, TEK KULLANIMLIK MUAYENE ORTULER], TEK KULLANIMLIK ELDIVEN, TEK KULLANIMLIK
TULUM, TEK KULLANIMLIK BONE, GALOS, SLIKON MASKE, FILTRELI SLIKON MASKE, KORUYUCU

GOZLUK, TEK KULLANIMLIK SEDYE ORTUSUS, URETIMI VE SATISI
Kapsami icin

For scope ““SINGLE USE SURGICAL MASK, SINGLE USE FACE MASK, SINGLE USE SURGICAL GOWNS,

SINGLE USE MEDICAL GOWNS, SINGLE USE SURGICAL DRAPE, SINGLE USE INSPECTION COVERS,
SINGLE USE GLOVES, SINGLE USE OVERALLS, SINGLE USE BONNET, WAG, SILICON MASK, FILTERED

SILICON MASK, PROTECTIVE GLASSES, SINGLE USE STRETCHER COVER, PRODUCTION AND SALES”

ISO 10002:2018

MUSTERI MEMNUNIYETiI YONETIM SISTEMI
Customer Satisfaction Management System

Kurdugunu ve uyguladigint belgelemekte ve NVA tarafindan gergeklestirilen denetim bu
yonetim sisteminin yukanda belirtilen standardin sartlarim karsiladifim dogrulamaktadir.

It certifies that it is established and implemented, and the audit performed by NVA it
confirms that this management system meets the requirements of the following standard.
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Sertifika Numaras: / Certificate Number : 20042128 ey

Sertifika Kodu / Certificate Code : AREA TEKNOLOJI #

Sertifika Yaym Tarihi / Certificate Issue Date : 21.04.2020 4 {

Sertifika Gecerlilik Tarihi / Certificate Validity Date 1 21042021

Sertifika Periyodu / Certificate Period : 1YW/ I Year " -

e
STY CERT. Certificatiordaha
(5 ) Belgelenditme]

System effectively and timely surveillance audits this document is valid as long as the 1-years, NVA control the conduct of standards.
Although due care and competence, including gross negligence will not accept responsibility. This document or proprietary rights owned
by NVA and must be returned upon request.

Sistern etkin bir sekilde strdarildiikge ve gézetim tetkikieri zamaninda yapridigi miiddetge bu belge 1 yil gegerlidir. NVA denetim
yaritilmesinde gerekli itina ve yetiinlik gostermesine ragmen bilyik ihtimallerde dahil sorumluluk kabul etmeyecektir. Bu belgenin miikiyet
hakki NVA aittir ve istenildiginde iade edilmelidir.
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NVA QUALITY CERTIFICATION

SERTIFIKA / CERTIFICATE

AREA TEKNOLOJI SiST. DAG. PAZ. VE

SAN. DIS TIC. LTD. STL
MALTEPE MAH. LONDRA ASFALTI CAD. NO:38/4
ZEYTINBURNU / iSTANBUL / TURKEY

Kurulusunun “TEK KULLANIMLIK CERRAHI MASKE, TEK KULLANIMLIK YUZ MASKESI, TEK
KULLANIMLIK CERRAHI ONLUK, TEK KULLANIMLIK MEDIKAL ONLUK, TEK KULLANIMLIK CERRAHI
ORTU, TEK KULLANIMLIK MUAYENE ORTULERI, TEK KULLANIMLIK ELDIVEN, TEK KULLANIMLIK
TULUM, TEK KULLANIMLIK BONE, GALOS, SLIKON MASKE, FILTRELI SLIKON MASKE, KORUYUCU

GOZLUK, TEK KULLANIMLIK SEDYE ORTUSU, URETIMI VE SATISI ”?
Kapsami icin

For scope “SINGLE USE SURGICAL MASK, SINGLE USE FACE MASK, SINGLE USE SURGICAL
GOWNS, SINGLE USE MEDICAL GOWNS, SINGLE USE SURGICAL DRAPE, SINGLE USE INSPECTION
COVERS, SINGLE USE GLOVES, SINGLE USE OVERALLS, SINGLE USE BONNET, WAG, SILICON
MASK, FILTERED SILICON MASK, PROTECTIVE GLASSES, SINGLE USE STRETCHER COVER,

PRODUCTION AND SALES”

ISO 13485 : 2016
TIBBI CIHAZLAR KALITE YONETIM SISTEMIi
Medical Devices Quality Management System

Kurdugunu ve uyguladigim belgelemekte ve NVA tarafindan gergeklestirilen denetim bu
yonetim sisteminin yukarida belirtilen standardin sartlarini kargiladigim dogrulamaktadir.

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

Sertifika Numaras:1 / Certificate Number : 20042237 :

Sertifika Kodu / Certificate Code : AREA TEKNOLOJI

Sertifika Yaym Tarihi / Certificate Issue Date 1 22.04.2020

Sertifika Gegerlilik Tarihi / Certificate Validity Date + 22042021 .

Sertifika Periyodu / Certificate Period : 1Yil/ 1 Year £
Certification Mg
Be!ge’lenda

System effectively and timely surveitlance audits this document is valid as long as the 1-years. NVA control the conduct of standards.
Altheugh due care and competence, including gross negligence will not accept responsibility. This document or proprietary rights owned
by NVA and must be retumed upon request.

Sistem etkin bir sekilde strdiirildiikce ve gbzetim letkikleri zamaninda yapildigi miiddetge bu belge 1 yil gecerlidir. NVA denetim
yaritilmesinde gerekli itina ve yetkinlik géstermesine ragmen biyik ihtimallerde dahil sorumluluk kabul etmeyecektir. Bu belgenin miikiyet
hakki NVA aittir ve istenildiginde jade edilmelidir.

www.nvakalite.com info@nvakalite com
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NVA QUALITY CERTIFICATION|

SERTIFiKA / CERTIFICATE

AREA TEKNOLOJI SiST. DAG. PAZ. VE

SAN. DIS TiC. LTD. STI.

MALTEPE MAH. LONDRA ASFALTI CAD. NO:38/4
ZEYTINBURNU / ISTANBUL / TURKEY

Kurulusunun “TEK KULLANIMLIK CERRAHI MASKE, TEK KULLANIMLIK YUZ MASKESI, TEK
KULLANIMLIK CERRAHI ONLUK, TEX KULLANIMLIK MEDIKAL ONLUK, TEK KULLANIMLIK CERRAHI
ORTU, TEK KULLANIMLIK MUAYENE ORTULERI, TEK KULLANIMLIK ELDIVEN, TEK KULLANIMLIK
TULUM, TEK KULLANIMLIK BONE, GALOS, SLIKON MASKE, FILTRELI SLIKON MASKE, KORUYUCU

GOZLUK, TEK KULLANIMLIK SEDYE ORTUSU, URETIMI VE SATISI 7
Kapsami icin

For scope “SINGLE USE SURGICAL MASK, SINGLE USE FACE MASK, SINGLE USE SURGICAL

GOWNS, SINGLE USE MEDICAL GOWNS, SINGLE USE SURGICAL DRAPE, SINGLE USE INSPECTION
COVERS, SINGLE USE GLOVES, SINGLE USE OVERALLS, SINGLE USE BONNET, WAG, SILICON
MASK, FILTERED SILICON MASK, PROTECTIVE GLASSES, SINGLE USE STRETCHER COVER,

ISO 14001:20135

CEVRE YONETIM SIiSTEMI
Environmental Management System

Kurdugunu ve uyguladigim belgelemekte ve NVA tarafindan gerceklestirilen denetim bu
yonetim sisteminin yukanda belirtilen standardin sartlari karsiladigim dogrulamaktadur.

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

Sertifika Numarasi / Certificate Number 1 20042127 P
Sertifika Kodu / Certificate Code : AREA TEKNOLOQJI - §
Sertifika Yaym Tarihi / Certificate Issue Date : 21.04.2020 '/ B
Sertifika Gegerlilik Tarihi / Certificate Validity Date : 21.04.2021

Sertifika Periyodu / Certificate Period : 1Y/ 1 Year

System effectively and timely surveillance audits this document s valid as long as the 1-years. NVA control the conduct of standards.
Although due care and competence, including gross negligence will not accept responsibility. This document or proprietary rights owned
by NVA and must be retumed upon request.

Sistem etkin bir sekilde sirdiirildikee ve gbzetim tetkikieri zamaninda yapildigdi miiddetce bu belge 1 yil gegeriidir. NVA denetim
ydritdimesinde gerekli itina ve yetkinlik géstermesine ragmen buyik ihtimalierde dahil sorumiuluk kabul etmeyecektir. Bu belgenin millkiyet
haklki NVA aittir ve istenildiginde iade ediimelidir.

www.nvakalite.com info@nvakalite.com




SERTIFIKA / CERTIFICATE

AREA TEKNOLOJI SiST. DAG. PAZ. VE

SAN. DIS TiC. LTD. STI.

MALTEPE MAH. LONDRA ASFALTI CAD. NO:38/4
ZEYTINBURNU / ISTANBUL / TURKEY

Kurulusunun “TEK KULLANIMLIK CERRAHI MASKE, TEK KULLANIMLIK YUZ MASKESI, TEK
KULLANIMLIK CERRAHI ONLUK, TEK KULLANIMLIK MEDIKAL ONLUK, TEK KULLANIMLIK
CERRAHI ORTU, TEK KULLANIMLIK MUAYENE ORTULERI, TEK KULLANIMLIK ELDIVEN, TEK
KULLANIMLIK TULUM, TEK KULLANIMLIK BONE, GALOS, SLIKON MASKE, FILTRELI SLIKON

MASKE, KORUYUCU GOZLUK, TEK KULLANIMLIK SEDYE ORTEISU, IRETIMI VE SATISI
Kapsami i¢in

For scope “SINGLE USE SURGICAL MASK, SINGLE USE FACE MASK, SINGLE USE SURGICAL

GOWNS, SINGLE USE MEDICAL GOWNS, SINGLE USE SURGICAL DRAPE, SINGLE USE INSPECTION
COVERS, SINGLE USE GLOVES, SINGLE USE OVERALLS, SINGLE USE BONNET, WAG, SILICON MASK,
FILTERED SILICON MASK, PROTECTIVE GLASSES, SINGLE USE STRETCHER COVER, PRODUCTION

AND SALES”
ISO 45001:2018
iS SAGLIGI VE GUVENLIGI YONETIM SISTEMI
Occupational Health and Safety Management System

Kurdugunu ve uyguladigini belgelemekte ve NVA tarafindan gergeklestirilen denetim bu
yénetim sisteminin yukanda belirtilen standardin sartlarim1 karsiladifini dogrulamaktadir.

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

Sertifika Numaras: / Certificate Number : 20042129 -
Sertifika Kodu / Certificate Code : AREA TEKNOLOJI
Sertifika Yaym Tarihi / Certificate Issue Date : 21.04.2020
Sertifika Gegerlilik Tarihi / Certificate Validity Date 1 21.04.2021
Sertifika Periyodu / Certificate Period : 1Y/ I Year

System effectively and timely surveillance audits this document is valid as long as the 1-years. NVA control the conduct of standards.
Although due care and competence, including gross negligence will not accept responsibility. This document or proprietary rights owned
by NVA and must be returmed upon request.

Sistem etkin bir sekilde sardirildikee ve gbzetim tetkikieri zamaninda yapildigt milddetee bu belge 1 yil gegetiidir. NVA denetim
yaratlimesinde gerekli itina ve yetkinlik gostermesine radmen baylk ihtimallerde dehil sorumluluk kabul etmayecektir. Bu belgenin malkiyet
halkki NVA aittir ve istenildiginde iade edilmelidir.

wwnw.nvakalite.com info@nvakalite.com
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NVA QUALITY CERTIFICATION

SERTIFiKA / CERTIFICATE

AREA TEKNOLOJI SiST. DAG. PAZ. VE

SAN. DIS TiC. LTD. STI.

MALTEPE MAH. LONDRA ASFALTI CAD. NO:38/4
ZEYTINBURNU / ISTANBUL / TURKEY

Kurulusunun “TEK KULLANIMLIK CERRAHI MASKE, TEK KULLANIMLIK YUZ MASKESI, TEK
KULLANIMLIE CERRAHI ONLUK, TEK KULLANIMLIK MEDIKAL ONLUK, TEK KULLANIMLIK
CERRAHI ORTU, TEK KULLANIMLIK MUAYENE ORTULERI, TEK KULLANIMLIK ELDIVEN, TEK
KULLANIMLIK TULUM, TEK KULLANIMLIK BONE, GALOS, SLIKON MASKE, FILTRELI SLIKON

MASKE, KORUYUCU GOZLUK, TEK KULLANIMLIK SEDYE ORTUSU, URETIMI VE SATISI "
Kapsami i¢in

For scope “SINGLE USE SURGICAL MASK, SINGLE USE FACE MASK, SINGLE USE SURGICAL
GOWNS, SINGLE USE MEDICAL GOWNS, SINGLE USE SURGICAL DRAPE, SINGLE USE INSPECTION
COVERS, SINGLE USE GLOVES, SINGLE USE OVERALLS, SINGLE USE BONNET, WAG, SILICON
MASK, FILTERED SILICON MASK, PROTECTIVE GLASSES, SINGLE USE STRETCHER COVER,

I1SO 22716:2013

~ GMP
iYI URETIM UYGULAMALARI

Good Manufacturing Practices

Kurdugunu ve uyguladigim belgelemekte ve NVA tarafindan gergeklestirilen denetim bu
yonetim sisteminin yukarida belirtilen standardin sartlarim kargladigim dogrulamaktadir.

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

Sertifika Numarast / Certificate Number : 20042130 :

Sertifika Kodu / Certificate Code : AREA TEKNOLOJI

Sertifika Yaym Tarihi / Certificate Issue Date : 21.04.2020

Sertifika Gecgerlilik Tarihi / Certificate Validity Date 1 21.04.2021

Sertifika Periyodu / Certificate Period : 1YW/ 1 Year
iemed
Certifica
Belgelend

System effectively and timely surveillance audits this document is valid as long as the 1-years. NVA control the condlict of standards.
Although due care and competence, including gross negligence will not accept responsibility. This document or proprietary rights owned
by NVA and must be retumed upon request.

Sistem etkin bir sekilde siirdiirildiikge ve gézetim tetkikleri zamaninda yapildigi milddetge bu belge 1 yil gegerlidir. NVA denetim
yaritilmesinde gerekl; itina ve yetkinlik géstermesine ragmen biydk ihtimalierde dahil sorumiuluk kabul etimeyecektir. Bu belgenin miilkiyet
hakk! NVA aittir ve isteniididinde iade edilmelidir.

wwow.nvakalite.com info@nvakalite.com
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ISTANBUL VALILIGI
MUDURLUGU

IL SAGLIK

TC. Saghk Bakanhg
ISTANBUL
SAGLIK
MUDURLUGU
Belge No 34/TCSM/4234 -0
Tarih 20/05/2020

TIBBI CIHAZ SATIS MERKEZI YETKI BELGESI

MERKEZIN

Adi AREA TEKNOLOJi SISTEMLERI DAGITIM PAZARLAMA
VE SANAYiI DIS TiC. LTD. STi.

Adresi ‘Maltepe Mh. Londra Asfalti Cd. No:38/4 ZEYTINBURNU /

iISTANBUL
iSLETME SAHIBI/SAHIPLERI

Adi ve Soyadi :Area Teknoloji Sistemleri Dagitim Pazarlama ve Sanayi

Dis Ticaret Limited Sirketi

SORUMLU MUDURUN

Mernis No 23011072354

Adi ve Soyadi :Osman TURAN

Dogum Yeri ve Tarihi :ADIYAMAN /16.01.1980

Sorumlu Mudur Yeterlilik Belge Tarihi ve Numarasi: 30.04.2020 / SM25216

Yukarida adi ve adresi belirtilen tibbi cihaz satis merkezinin sorumlu midar

Osman TURAN sorumlulugunda faaliyet géstermesi uygun gortlmustdr.

Bu Belge 15/05/2014 tarih ve 29001sayili Resmi Gazete de yayimlanan "Tibbi
Cihaz Satig,Reklam ve Tanitim Yénetmeligi" hukimlerine gére dizenlenmistir.
NOT: S6z konusu satig merkezinin mezkur Yonetmelik 14 {incii maddesi
ikinci fikras1 geregi bireysel kullanima ve dogrudan bireysel kullaniciya

yonelik cih etkisi yoktur.

Bu belge 3070 sayes elekironik imza Kanuna gire gilvenli elektronik imza ile imzalanmghr.

e-imzalidir o
Uz. U!" Hasan Basri VELIOGLU

Vali a.
Baskan

“Evrakm elektronik imzalt suretine hup:/e-belge.saglik.gov.rr adresinden 91248242-5alt-4e23-b3c7-5733(5fal)299 kodu ile erigebilirsiniz."
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EKOTEKS

LABORATUVAR VE GOZETIM HIZMETLERI AS.

EKOTEKS LABORATUVAR ve GOZETIM

Esenyurt Firuzkdy Bulvar No:29 34325 Avcilar
Istanbul/ TURKIYE M
AB-0583-T

HIZMETLERI A.S.

AB-0383-T
TEST REPORT
DENEY RAPORU 20011163
03-20

Customer nanie:
Address:

Buyer name:

Contact Person:
Order No:
Article No:

Name and identity of test item:

The date of receipt of test item:

Re-submitted/re-confirmation
date:

Date of test:

Remarks:

Sampling:
End-Use:

Care Label:

Number of pages of the report:

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
Mutual recognition of test reports.

EKOTEKS LABORATUVAR ve GOZETIM HIZMETLERI A.S. 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
iven on the following pages which are part of this report.

KURT KUMAS SAN.VE TIC.A.S
2. OSB 83228 Nolu CAD.NO:16 SEHITKAMIL/GAZIANTEP

MURAT ERBAGCI

One sample of white nonwoven fabric. (Claimed to be; 25 GSM
MELTBLOWN)
19.03.2020

19.03.2020-23.03.2020

The results given in this report belong to the received sample by vendor.

Not specified.

3

Date Customer Representative Head of Testing Laborato
23.03.2020 724 Sevim A. R
: //w \ 23.03.23&&@5/
Thit 2 il not be reproduced othef than except with the permission of the laboragory.

Testing reports without signature andfsealls

not valid. ®

Page 1/3
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EKOTEKS LABORATUVAR ve GOZETIM

HIZMETLERI A.S.
AB-0583-T
20011163
03-20
REQUIRED TESTS RESULT COMMENTS
MICROBIOLOGICAL TEST

Bacterial Filtration Efficiency (BF E)

No requirements were given by vendor.

This report shall not be reproduced other than in fu

Testing reports without signature and seal are not

Il except with the permission of the laboratory.

val

Page2/3




EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

AB-0583-T

20011163

03-20

TEST RESULTS
BACTERIAL FILTRATION EFFICIENCY (BFE)

Test Metod: EKOTEKS 70 (In-House Method-Bacterial Filtration Efficiency Testing /Ref: TS EN 14683:2019 Medic:
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 L/min

Test Flow Time 2 minute

Sample Sizes 20x20 cm®

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

incubation conditions 24 hour, 35°C +2°C

Positive control sample average 2.6x10° cfu/ ml

of number of Bacteria (C)

RESULTS
Number of Test Sample Test Sample (T) Bacterial Filtration
Number of Bacteria Efficiency (% B)
{cfu/ml)

1 15 99.4 %

2 10 99.6 %

3 25 99.0 %

4 24 99.1 %

5 26 99.0 %

cfu: Colony-forming unit

B=(C-T)/Cx100
%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

Page3/3



Test Report No.: 721653307
Report Date: 17 April 2020

Results

No.

Test Item

Test Result

1 Bacterial Filtration Efficiency (BFE) Test

Specimen 1#: 99.9%
Specimen 2#: 99.9%
Specimen 3#: 99.8%
Specimen 4#: 99.8%
Specimen 5#: 99.7%

Differential Pressure Test

25.3 Palcm?

Synthetic Blood Penetration Test

Specimen 1#~13#. None seen

4 Microbial Cleanliness Test

Specimen 1#: 22 CFU/g
Specimen 2#: 14 CFU/g
Specimen 3#: 10 CFU/g
Specimen 4#: 8 CFU/g
Specimen 5#: 10 CFU/g

Bacterial Filtration Efficiency (BFE) Test

1. Purpose

For evaluating the bacterial filtration efficiency (BFE) of mask.

2. Sample description was given by client

Sample description . Surgical masks
Specification M
Lot Number : 200318

Sample Receiving Date : 2020-03-28

3. Test Method
EN 14683:2019+AC:2019(E) Annex B

4, Apparatus and materials

4.1 Staphylococcus aureus ATCC 6538.

4.2 Peptone water.

4.3 Tryptic Soy Broth(TSB).

4.4 Tryptic Soy Agar(TSA).

4.5 Bacterial filtration efficiency test apparatus.
4.6 Six-stage viable particle Anderson sampler.
4.7 Flow meters.

5. Test specimen

5.1 As requested by client, take a total of 5 test specimens.

5.2 Prior to testing, condition all test specimens for a minimum of 4 h at (21£5)°C and (85+5)%

relative humidity.

Chemical/Microbiology Laboratory: Phone ; +B6 (21) 6037 6375
TUV SUD Products Testing (Shanghal) Co., Fax: +86 (21) 6037 6345

Ltd. Email: food.chemi@tuv-sud.cn
B-3/4, No.1999 Du Hui Road, Minhang Distict ~ Webpage: www luv-sud.cn
Shanghai

201108

PR, China

Regional Head Office:

TUV SUD Certification and Testing
(China) Co., Ltd.

No.151 Heng Tong Road Shanghai

200070

ov°

P.R.China
Page 3 of 11
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Test Report No.: 721653307
Report Date: 17 April 2020

TEST REPORT
Sample Description ! Surgical masks
Sample Quantity ! 50 pieces
Lot Number/Batch Code 200318
Specification : M
Size J /
Type of Mask : Type lIR
Brand Name : /

Remark: The above information was provided by applicant.

Summary of Test Results
No. Test Iltem Test Standard Judgement
1 Bacterial Filtration Efficiency (BFE) Test | EN 14683:2019+AC:2019(E) Annex B Pass
2 Differential Pressure Test EN 14683:2019+AC:2019(E) Annex C Pass
3 Synthetic Blood Penetration Test ISO 22609:2004 Pass
4 Microbial Cleanliness Test EN 14683:2019+AC:2019(E) Annex D Pass
Note: Pass = Meet customer requirements; 5
Fail = Fail customer requirements; ;
# = No comment; =
N.D. = Not detected.
Photo of Samples

Chemical/Microbiology Laboratory: Phone : +86 (21) 8037 6375 Regional Head Office:

TUV SUD Products Testing (Shanghai) Co., Fax: +86 (21) 6037 6345 TUV SUD Certification and Testing
Lid. Email: food.chem@tuv-sud.cn (China) Co., Ltd.

B-3/4, No.1999 Du Hui Road, Minhang Disinct ~ Webpage: www.tuv-sud.cn No.151 Heng Tong Road Shanghai
Shanghal 200070 _P R.China

201108
P.R. China WO FagR ol



HOHENSTEIN Textile Testing Institute GmbH & Co. KG O E KO —T EX ®

Schlosssteige 1, 74357 Bonnigheim, Germany INSPIRING CONFIDENCE

The company

MOGUL TEKSTIL SAN. VE TIC. A.S. -

2. Organize San. Bolgesi 83228 Nolu Cad. No. 8 QE .ID(ENOCE .-!-TEE%.LQ?S
27120 Baspinar - Gaziantep, TURKEY STANDARD 100 ¢

is granted authorisation according to STANDARD 100 by OEKO-TEX® to use O3 IR B0Z45 HONELE TR R

Tested for harmful
t1h: 03;/:2303% 100 by OEKO-TEX® mark, based on our test report Wi sibplserd e

for the following articles:

MOTEX spun bonded, MICROFIL melt blown, spun bonded and melt blown fabrics thermally calendared and ultrasonic
bonded among each other made of 100 % polypropylene in white, AQUALACE nonwoven spun lace fabrics made of

100 % viscose, 100 % Lenzing™ Lyocell, 100 % polyester, 100 % polypropylene and their blends among each other in
colour white as well as MOPET spun bonded and BUFFALO bicomponent spun bonded fabrics made of 100 % polyester;
produced by using material certified according to STANDARD 100 by OEKO-TEX®.

The results of the inspection made according to STANDARD 100 by OEKO-TEX®, Appendix 4, product class | have shown that
the above mentioned goods meet the human-ecological requirements of the STANDARD 100 by OEKO-TEX® presently
established in Appendix 4 for baby articles.

The certified articles fulfil requirements of Annex XVII of REACH (incl. the use of azo colourants, nickel release, etc.), the American
requirement regarding total content of lead in children’s articles (CPSIA; with the exception of accessories made from glass) and
of the Chinese standard GB 18401:2010 (labelling requirements were not verified).

The holder of the certificate, who has issued a conformity declaration according to ISO 17050-1, is under an obligation to use the
STANDARD 100 by OEKO-TEX® mark only in conjunction with products that conform with the sample initially tested. The
conformity is verified by audits.

The certificate 09.HTR.66245 is valid until 30.04.2020

(e

Dipl--ing. (FH) Elisabeth Panian
Head of Certification Body OEKO-TEX®

Boennigheim, 28.06.2019

OEKO-TEX® Association | Genferstrasse 23 | P.0. Box 2006 | CH-8027 Zurich E
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Baspinar, Gaziantep, 27055

TURKEY

Bacterial Filtration Efficiency (BFE)
‘and Differential Pressure (Delta P) Final Report

Sample 1 (25 gsm Malibicwn)
‘Sample 2 (25 gam Metbiown)
er.  1313637-501
24 Jun 230
:  Nelson Laboratories, LLC
8280 5. Redwood Rd,
Salt Lake City, UT 84123 US A
ﬁllmx mmww;w STPO004 Rav 18

Deviation(s):

Summary: ThﬂFEhﬂh;-ﬁmdlanhlhﬁmﬂwdl-tmwmm
the bactenial control counts upstream of the tes! aricle to the baclevial counts downstream. A suspension
of Staphyfococcus awews was aercsolized using a nebulizer and dellvered o the test gl a consiant
colony faming

fow rale and fixed air presswre. The challenge delivery was maintained at 1.7 -3.0x 1
uri mean particle size (MPS) of 3.0£ 0.3 pm, The aerosols weme drawn through & six-

5 (CFU) with a
vahlo particle, wwwm This tes! method complies with ASTM F2101-18

Annex
The Deita P tes! is performed to determine tha breathabiity of test articles by measuning the diffierontial
air pressure on either side of the test article using @ manometer, at a constant flow rate. The Deita P lest
comphas with EN 14683:2019, Annex C and ASTM F2100-18,

All test mathod acceplance crtedda wena mat, Testing was performed in compliance with US FDA good :
manufactuning practice (GMP) regulations 21 CFR Parts 210, 211 and 820. .-_!-

Tiest Side:  Eithar
BFE Test Area:  —40 cm”
BFE Flow Rate: 8.3 Liters per minute (L/min)

~ Defta P Flow Rata: 8 Limin
Conditioning Parameters: 85 2 5% refative humidity (RH) and 21 tm'ﬁ'l
Posithe Control Average: 2.5 x 10" CFU &
Negathe Monitor Count: <1 CFU
MPS: 2.8 pm
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ﬁ' Study Mumber 1313837-501
a’;' NEiSDn Labs- Bacierial Filiralion EMciancy (BFE)
" ASatera Health company anvd Difflerentiadl Pressure (Della P) Final Report

R sl s
Tesl Anlcle: Sample 1 ( 25 gsm Mellbiosan)

Artiche Mumber

4.0

"

2 8.7

3 a8.7

4 9.0

3 Ba.0
1 2.2 20
2 21 pis
3 2.1 20.1
4 18 85
-1 20 18.8

Tesl Adicle. Sample 2 (25 gsm Maltblown)
=

1

R i 88.5

3 o0 g

4 %7

5 89

Delta P fmm H;Oicm”) | Dela P Paicm) |

1 28 25,8
TR S R 2% 08
3 27 263
B 28 284
5 27 26.8

Tha filtration aficlancy percentages ware calculated using the following equation:
€ = Posiliva ¢ONEros avrage: ] !
T = Plate count total recovared downsiream of tha tes) adicla

=T
% BFE = = x 100 |
e Note: The plate count total is availabla upon rogquest

TRIEEAIES e X
012907500 | neleelabirom | ssles@nelsnshecom uh
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