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EKOTEKS

EKOTEKS LABORATUVAR ve GOZETIiM
HiZMETLERI A.S.
Esenyurt Firuzkdy Bulvari No:29 34325 Avcilar

Istanbul/ TURKIYE
20018554
TEST REPORT
DENEY RAPORU 06-20

Miisterinin adu:
Adresi:

Alct firma:
Ilgili kisi:

Istek numarasi:
Model numarasu:

Numunenin adi ve tarifi:

Numunenin kabul tarihi:

Ilave numune ve/veya ilave
bilgi gelis tarihi:
Deneyin yapildig tarih:

Aciklamalar:
Numune alimi:

Numunenin son kullanimui:

MOGUL TEKSTIL SAN TIC.A S.

2.0SB 83228 nolu cadde No:8 Bagpimar Sehitkamil/GAZIANTEP

DENIZ DEVECILER

100 GSM MADALINE PRINTED 2 MESH MEDICAL MASK
Cok renkli baskili maske.

10.06.2020

10.06.2020-22.06.2020

Bu raporda verilen sonuglar miisteri tarafindan gonderilen numuneye aittir.

Yikama talimati: Belirtilmedi.
Raporun sayfa sayist. 4
Miihiir Tarih Miisteri Temsilcisi Laboratuvar Miidiirii
22.06.2020 Servin YURTSEVEN Sevim A. RAZAK

Bu rapor, laboratuvarin yazili izni olmadan kismen kopyalanip ¢ogaltilamaz.

Imzasiz ve miihiirsiiz raporlar gegersizdir.
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EKOTEKS LABORATUVAR ve GOZETIM

HIiZMETLERI A.S.
20018554
06-20

ISTENEN TESTLER SONUC ACIKLAMA
MIKROBIYOLOJIK TESTLERI
Bakteri Filtrasyon EtkinlikTesti-BFE® P Tip |
Mikrobiyal Temizlik (Biyoyiik) ¢) P
FiZIKSEL TESTLER
Basing Farki © F |
P:Geger
F:Kalir
R:Alict firmanin teknik kisisine bagvurunuz.
Istenen degerler miisteri tarafindan belirtilmemistir.

@ Test sonuglar1 EN 14683:2019+AC :2019 EK-B/Tablo 1) limit degerlerine gore degerlendirilmistir.

@ Test sonuclar1 EN 1SO 11737-1:2018 limit degerlerine gore degerlendirilmistir

© Test sonuclar1 EN 14683:2019+AC:2019 EK-C /Tablo 1)limit dederlerine gore degerlendirilmistir

NOT: Aksi belirtilmedigi taktirde testler ile ilgili kayitlar 5 yil, orjinal numuneler 3 ay saklanir. Raporlanan belirsizlik, genisletilmis belirsizlik olup
standart belirsizlik kapsam faktorii k=2 kullanilarak elde edilmistir. Giivenilirlik diizeyi % 95’tir. Bu raporda (*) isaretli deneyler akreditasyon
kapsamina dahil degildir.

Bu rapor, laboratuvarin yazili izni olmadan kismen kopyalanip ¢ogaltilamaz.
Imzasiz ve miihiirsiiz raporlar gegersizdir.
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

20018554

06-20

TEST SONUCLARI
Tibbi yuz maskeleri — Gereklilikler ve Deney Yontemleri
EN 14683:2019+AC:2019 (TS EN 14683+AC:2019)

BAKTERI FILTRASYON VERIMLILIK TAYIiNi TESTi- BFV
Test Metodu: EN 14683:2019+AC :2019 (TS EN 14683+AC:2019) EK-B (*)
Ornek, aerosol ve mikrobiyal yiik érnekleme haznesi arasina sikistirilir. Vakum sistemi yardimiyla bakteri

iceren aerosol, filtreden gegirilir. Ornegin bakteri filtrasyon etkinligi, érnekten gecen koloni olusturan birimlerin
sayisinin bakteri yikli, aerosolde mevcut olan koloni olusturan birimlerin sayisinin yiizdesi olarak ifade edilir.

Deney Akis Hizi 28,3 L/dk

Toplam Deney Akis Siiresi 2 dakika

Numune Olgiileri 20x20 cm?

Test Alani 4.9 cm? (5 replicas)

Test Kondiisyon (21 £5) °C and (85 % 5) % bagil nem, 4 saat

Test Mikroorganizmasi Staphylococcus aureus ATCC 6538

Bakteri konsantrasyonu (kob/ ml) 5x10% kob/ ml

Inkiibasyon siiresi, sicaklik 37+£2°C,20-52h

Pozitif Kontrol Numune Bakteri Sayisi 1.9x10% kob/ ml

Ortalamasi (C)

Ortalama Partikiil Boyutu (MPS) 2.9 ym

SONUCLAR
Deney Numunesi Sayisi Deney Numunesi Bakteri Bakteri Filtrasyon istenen
Sayisi(kob) Verimliligi (%B) Deger
(T) BFV (%)

1 95 %95.0
2 o1 %695.2 HRIIES
3 86 %95.5 Tip 11 298
4 81 %95.7
5 80 %95.8

kob: koloni olusturan birim
B=(C-T)/Cx 100
%B: Bakteri Filtrasyon Verimliligi

C: Kontrol numunede Ureyen bakteri sayisinin ortalamasi
T: Deney numunesinde Ureyen bakteri sayisi
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EKOTEKS LABORATUVAR ve GOZETIM
HIZMETLERI A.S.

20018554

06-20

TEST SONUCLARI
BASING FARKI (NEFES ALABILIRLIK)

Test Metodu: EN 14683:2019+AC :2019 (TS EN 14683+AC:2019) EK-C (*)

Test Kondusyon kosulu ve suresi: (21 £ 5) °C ve (85 + 5) % bagdil nem, 4 saat

2,5 cm capli 5 farkli deney numunesi alinir.

8 I/dk hava akisi uygulanir.

Fark Basing Manometresi tzerinden okunan basing farki dederi Pa (Pascal) olarak kayit edilir.

NUMUNE BASINC PARKI SONUC ISTENEN
1 39.5 Pa/cm?
2 43.8 Pa/cm2
3 45.2 Pa/cm2 = 40 Pajem®
4 46.2 Pa/cm2
Ortalama Sonug 43.6 Pa/cm2

MIKROBIYAL TEMIZLIK (BiYOYUK)

Test Metodu: EN 14683:2019+AC :2019 (TS EN 14683+AC:2019) EK-D (*)
EN ISO 11737-1:2018 /TS EN ISO 11737-1 :2018 (*)

5 numune ¢aligilir. Numune tartilir ve test ¢ozeltisi igerisine atilarak iyice ¢alkalanir (250 rpm de 5 dk) ve
uygun besiyerlerine ekilir. Toplam aerobik bakteriler igin 30+1°C’de 72 saat, kiif ve maya igin ise 20-25 °C’'de
7 gun inkibasyon sonrasi agarda olusan mikroorganizmalar sayilir ve toplam sonug verilir.Ortalama sonu¢
verilir.

SONUC [STENEN
Mikrobiyal Temizlik (kob/gr) 13 koblgr =30 kobigr

*kob:Koloni olusturan birim
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. GERTIFICATE OF REGISTRATION

IAS

ACCREDITED

Management Systems
Certification Body

MSCB - 131

SYNDICATE OF INTERNATIONAL SYSTEM CERTIFICATIONS

This Certificate has been awarded to

HUNKAR ECZA VE MEDiKAL
SANAYi VE TICARET LIMITED SIiRKETI

AKCESME MAH. 2019. SOK. NO:5/1 MERKEZEFENDI / DENizLi / TURKIYE

In recognition of the organization’s Managements System which complies with

ISO 9001:2015

The scope of activities covered by this certificate is defined below

PRODUCTION, DISTRIBUTION AND TECHNICAL SERVICE OF COMPRESSOR NEBULIZER,
PORTABLE MESH NEBULIZER, OXYGEN MASK, NEBULIZER SET, NON-CONTACT
INFRARED THERMOMETER AND MEDICAL FACE MASK

KOMPRESORLU NEBULIZATOR, TASINABILIR MESH NEBULIZATOR, OKSIJEN MASKESI,
NEBULIZER SET, TEMASSIZ ATES GLCER VE CERRAHI YUZ MASKESI URETIMI,
DAGITIMI VE TEKNIK SERViSi

Certificate Number: SISTURQ10202078826

Date of Issue of Orginal Certificate: 05.10.2020

Date of Issue of Latest Certificate: 05.10.2020

Expiry Date: 04.10.2021 '

o
571;%:« z :,ﬁz'rector

Note: This certificate is valid only if produced with the
continuation letter after the surveillance is carried out successfully.

The Organization’s documentation and Implementation has been rewiewed and found to
comply with the relevant standard rules. This certificate of Registration is based on the
evalation of the mentioned scope given above. Organization is responsible for maintaining
the responsibiliies of the revelant standard rules. Any significant changes in the scope of
the certification or standard referred above render this certificate invalid.
This is an accredited cerificate isseud by SIS Certifications Pvt. Lid. sanctioned for issue by
International Accreditation Services, 3060 Saturn Street Suite 100 Brea, California 92821-1732, USA.

Email us : support@siscertifications.com, info@siscertifications.co.in Call: - +21-9654721646
Web : - hitp://'www.siscertifications.co.in, www.siscertifications.com
The status of this certificate can be verified on “ hitp://www.siscertifications.co.in”.

Issue No.:01
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¢ CERTIFICATE

¢ ZERTIFIKAT

This is to Certify that the
Medical Devices ~ Quality Management System

of

HUNKAR ECZA VE MEDIKAL
SANAYI VE TICARET LIMITED SIRKETI

AKCESME MAH. 2019. SOK. NO:5/1 MERKEZEFEND] /
DENIZLI/ TURKIYE

has been independently assessed and is compliant
with the requirements of
ISO 13485:2016
This Certificate is applicable to the following product or service ranges:
PRODUCTION, DISTRIBUTION AND TECHNICAL SERVICE OF COMPRESSOR NEBULIZER, PORTABLE MESH
NEBULIZER, OXYGEN MASK, NEBULIZER SET, NON-CONTACT INFRARED THERMOMETER AND MEDICAL
FACE MASK

KOMPRESORLU NEBULIZATOR, TASINABILIR MESH NEBULIZATOR, OKSIJEN MASKESI, NEBULIZER SET,
TEMASSIZ ATES OLCER VE CERRAHI YUZ MASKESI URETIMI, DAGITIMI VE TEKNIK SERVISI

Certificate No.: TR53290H

Date of initial registration 03 October 2020
Date of this Certificate 03 October 2020
Surveillance audit on or before 02 October 2021
Recertification Due / Certificate expiry 02 October 2023

This Certificate is remains valid subject to satisfactory survelllance audits.

" Emmanuel ADEMOSU
Director

hitp://staunchlyservices.com/search_certified_clienl.pbp
This Cerfificate is the property of Staunchly Management & System Services Limited and shail be returned immediately when demanded

STAUNCHLY MANAGEMENT AND SYSTEM SERVICES LIMITED
Labrynth Business Gentre, 43 Middle Hill Gate, Stockport,

Great Manchester, England-SK1 3DG

- www.staunchlyservices.com

- inffo@staunchlyservices.com

- +44 345 680 0199

Company Registered in England and Wales with Company Number 13488683

ACCREDITED

‘MscB125
SMS/FMOD1/REVO6




FSC

www.fsc.org
FSC® A000503

The mark of
responsible forestry

Certificate number: TT-COC-005889

Issue number: 2016-01
Certificate start date: 8 April 2016
Certificate expiry date: 7 April 2021

Date of initial certification: 8 April 2016

Exova
BMTRADA

CERTIFICATE OF REGISTRATION

This is to certify that

MOGUL TEKSTIL SAN. TiC. A.S.
SALES COMPANY: MOGUL KUMAS SANAYI VE TICARET

LTD. STi.

2.0RGANIZE SANAYi BOLGESI

83228 NOLU CADDE NO:8

BASPINAR SEHiTKAMiL - GAZIANTEP
TURKEY

has been audited and found to meet the requirements of standard(s)
FSC-STD-50-001 (Version 1.2) EN and FSC-STD-40-004 (Version 2.1) EN
for FSC® Chain of Custody Certification

Scope of certification
MANUFACTURE AND SALES OF NONWOVEN FABRICS

Products:
Tissue paper as semifinished napkins, paper towels and toilet paper

[

Tom Johnston
General Manager
Central Certification Services

Exova (UK) Ltd, (T/A Exova BM TRADA), Chiltern House, Stocking Lane, High Wycombe, Buckinghamshire, HP14 4ND, UK
Registered Office: Exova (UK) Ltd, Lochend Industrial Estate, Newbridge, Midlothian EH28 8PL United Kingdom. Reg No. SCO70429.

This certificate remains the property of Exova (UK) Ltd. This certificate and all copies or reproductions of the certificate shall be returned
to Exova (UK) Ltd or destroyed if requested. . The validity of this certificate and the list of products covered by this certificate should be
verified at www.fsc-info.org Forest Stewardship Council®

This certificate itself does not constitute evidence that a particular product supplied by the certificate holder is FSC certified (or FSC
Controlled Wood). Products offered, shipped or sold by the certificate holder can only be considered to be covered by the scope of this
certificate when the required FSC claim is stated on invoices and shipping documents.

Multisite clients - The scope of certification shown above includes the participating sites shown in appendix A
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