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MEDICALGLOVES & MASK

CERTIFICATE THE TYP Il R MASKE

Certificate of Registration
2020

This is to certify that the registration of

DIGISEAT MUSTERI HIZMETLERI VE TEKNOLOJI A.S
ESENTEPE MAH. KORE SEHITLERI CAD. ISTANBLOOM NO: 16/1 1C KAPI NO: 72 SISLI

ISTANBUL, TURKEY- 34394

with U.S. Food and Drug Administration as required by 21 CFR Part 807 s
successfully completed by Liberty Management Group Ltd with the information
provided by Digiseat Musteri Hizmetleri Ve Teknoloji A.S

Owner/Operator Number 10076836

Date of Registration July 31, 2020

Date of Expiration December 31, 2020

US Agent Liberty Management Group Ltd.
Device Listing Numbers See Annex

Certificate Number 3007310120

This certificate does not make representations or warranties to any person or entity other than the named
certificate holder; it is issued for record keeping purpose only. This certificate does not denote
endorsement or approval of certificate holder’s facility or product by the US. food and Drug
Administration. Liberty management Group Lid. assumes no lisbility to any person or entity in
connection with the foregoing.

The US Food and Drug Administration does not issue 3 certificate of registration, nor does the U.S. Food |
and Drug Administration recognize a centificate of registration. Liberty Management Group Ltd. is not |

affilisted with the US. Food and Drug Administration.

LIBERTY i Zachatia
I_ M MANAGEMENT Mooy e
GROUP LTD. President
75 Executive Drive, Aurora, lllinois, USA Liberty Management Group LTD.
- et Alehetp. e Dated: July 31, 2020
Y
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MEDICALGLOVES & MASK

Certificate of Registration
2020

Annex - Device Listings

Listing Number Code Device Name - Proprietary Names

D414140 FXO | Suit, Surgical - Digimask coveralls

D414139 OEA | Non-Surgical Isolation Gown - Digimask Gown

D414138 QKR | Face mask (except N95 respirator) for general public/healthcare
personnel per lIE guidance - Digimask

D414141 FYF | Cap, Surgical - Digimask Hair Restraint
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MEDICALGLOVES & MASK

UNIVERSAL

CERTIFICATION

ATTESTATION OF CONFORMITY
Certificate Nr: MDD-192
In conformance fo the Ewopewn Economic Commission 934GYEEC Medicel Devices Directive on

harmonisrtion of laws, vegulations sd adwintarative docwmetation of Member States an Medical Devices
and Ewropean Ecomontie Commiveion divective 93/68EEC amerding Mediool Devices Divective dated 22 July

1903,
e products manufactared by
DIGISEAT MUSTERI HIZMETLERI VE TEKNOLOJI ANONIM SIRKETI
ot the following address

Esentepe Mahallesi Kore Sehitleri Caddesi lstanbloom No:16/1 I Kapi No 72 §igli ISTANBUL / TURKEY

EN 14683:2019+AC:2019 Medical Face Masks

Brand Name: DIGIMASK
Moulel: DGO
Type lIR
are tessed according 1o 1he following mitlal type tests by the muntactirer

Technical standord EN 14683:20194AC2019 Medical face masks - Requirements and fest melbods

For the nssessment of conformity, the following documents were nlso applied to;
Results of Isboeatary 1ests Cevre Endilstriyel Testing Laborstory Bacterial Filtmtion Efficiency, Microbial
Cleanfiness, Differential Pressure andd Splash Resistance Pressare tests.

UNIVERSAL CERTIFICATION has evaluated production, design, intended use, risk evaluation according to
safety purpose, produet [tself and add-on components (IF exists) aned product technical drawings of the medical
fisce musks manufactured and designed for use during the medical operations or slmilur medical sitwations with
sume requirements which require restriction of imfections mnlerials 10 be spread to patients. With this
certificate, it is spproved that the product fulfils all essential requirements and the related rules of 93MZEEC
Medical Devices Directive (MDD) Class | are applied. The information on the packaging for the above listed
proclucts covers the necessary information stated in Aonex L, §13, of the Medical Devices Directive
(93MUEEC) or Annex 1, §23, of the Medical Device Regulation (EL) 20177745, This information inchades;
reference 1o EN 14683 standard, type of mask (s indicated in Table 1) and other relevant information given in
EN 1SO 15223-1:22016 and EN 104 1:2008+A 1:2013, It s considercd to be sultable to attuch a CE mark, as
seen below, on your products in sccordance with the information given in this certificate with publishing an
EU Declasation of Conformity.

This certificate is issued on 2207/2020 and valid until 21/07/2021 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 renson.
ISTANBUL 22072020
— SUBt KACMAZ
UNIVERSAL CERTIFICATION
Geeel Modise
Verlfy the valiéity tweh the QR Code

UNIVERSALCER TGO
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MEDICALGLOVES & MASK
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EU DECLARATION OF CONFORMITY

MANUFACTURER
DIGISEAT MOSTER]I HIZMETLERI VE TEKNOLOJI ANONIM SIRKETI
Esentepe Mahallesi Kore Sehitleri Caddesi Istanbloom No:16/1 Ig Kapt No 72 Sisli
ISTANBUL / TURKEY
PRODUCT DESCRIPTION
Layered and mokled m du,nld e classified in the Class 1 - Medical Device lohc.nn:dlnpml tion nghinst
Inhalntion o mcs.bo:a eria, of h« mictoonumisms, llcrgcns rom the envirompent

A\

MMM

Brand Name: DIGIMAS)
Madel: DG-01

Type LR

The Producer / the Manufacturer declares on his sole responsibi tyl-lﬁuepmduunbwe is, under
conditions of nocmnl use und conditions defined by the Producer / the Manufactu sakmd mects all
hcnc essary legal condit ionsumimqumumwndnu. medical device hnl intended for
single use and solely in accordance with the Producer's / the Manufacturer’s instractions.

The Canfonnity is assessed especially with the following provisions:

. ("uvmmmkcgluonno.wm Medical devices establishing technical reguirements foe
medical dovices, in effective wdmg

*  Technical standard EN 14683:2019 2019 Medical face masks « Requirements and test methods

& Ogher relevant haon mmedlemlmoo

«  Other relevant local, nationol ndcommu wity stundards

*  For the nssessment of conformity, the following docunents were also applied 10!

«  Tests for irvitation and ddlyed-type ypumiﬁvity

«  Results of Inboratory tests Covre Endustriyel Testing Laboratory Bavierial filtration efficiency

*  Resalts of Inboratory tests Cevre Endistriyel Testing Laboratory Microbial Cleanliness

«  Results of Inboratory tests Cevre Endostriyel Testing Laboratory Differential Pressure

¢ Resubis of laboratory tests Cevre Endisstriyel Testing Laboratory Splash Resistance Pressure

MARKING, LABELLING

Annex |, §13, of the Medical Devices Directive (93M42EEC) or Annex 1, §23, of the Medical Device Regulation
(EL) 20177745 specifies the information that should bespociﬁed lhepm,kgln In which the medical face
mask ismlied.'l’!wfollowiminmuonﬂul be supplied:

type of mask (os indicated in Table 1). EN 15223-0:2016 and EN 104 1:20084+A 12013 should be
considered

MO

MEASURES TO ENSURE ('ONFORMITY
The Producer / the Mao lcxumr declans s tnken wll necessary measures 10 ensure the conformity
products placed on the market dom enint onlnd nsic requirements fo dunype pmduct

C€
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MEDICALGLOVES & MASK

UNIVERSAL

CERTIFICATION

TEKNIK DEGERLENDIRME RAPORU
RAPOR TARIHI / NO: 22.07.2020 / 07-2020-T0263

Uretici: DIGISEAT MUSTER] HIZMETLER] VE TEKNOLOJI ANONIM SIRKET]
Adres: Esentepe Mohallesi Kore Sehitleri Caddesi Istanbloom No:16/1 I Kap No 72 Sigli
ISTANBUL / TURKEY

Yiukanda ismi verllen kurulug tweafindan fGretiml gergeklestivilen firinfin ilgili oldugn Aveopa Birligi
hrmonize Oriin standord) olan EN 146834AC:2019 sandards EK ZA tablosu ve 93/42/EEC Tibbi Cihaziar
Yonetmeliginin Sund | gerekliliklen aqumndan gdnilo olaeak vaptifs bagvarusy ftzenine asagidaki incelemeler)
yaprlmugter,

Ortin Tomme: Medikal Yz Maskesi
Marka: DIGIMASK Model: DG-0)

Gergeklegtirilen lichnell tacal incelemeler kapsaminda Greticinin sundugu teknik dosyas: Incelenmig ve
Grfinlerinin EN 14683/AC:2019 standardi ZA Ekinde gisterilen deneyleri gergeklestirilmigtin, (Ek | Cevre
Endistriyel Analiz Laboratuan tarafindan diizenlenmiy 20007/2020 2015601E tarih ve numarlt dency
raporlar)

Bu rapor ve bu mporun olumlu olmas: durumunda dlizenlencoek belge, lireticinin 93/42/EEC Tibbi Cihnzlar
Yonetmeligi kapsamimndaki sorumlulugunu ortadan kaldimaz veya devealmaz. Oretici 93/42/ lan
bu Grtinle ilgili thm sorumbuluklarm sitrekli olarak yerine getirmelidir.

LR 2122008 Rev 01
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R
UNIVERSAL

CENTIPICATION

Incelemeye dair sanuglar asafida verilmigtir,
A- Teknik Dosyn Incelemesi
Oreticinin 93MXEEC Tibbi Cihazlar Yonetmeligine gbre hazdanmig bir teknik dosyasmm
mevewt oldugu, yioetmelikie belirtilen temel saglik ve gliventik gereklilikberinin ele nlmdigs ve bu
gerekliliklerin yerine getirilmesi konusunda dokfimante edilmiy ammlamalam sahip olduin
degerienditilmigtis.
B- Oriin Deney Sonughary
(Oretici trafmdan teslim edilen firinlec TS EN 14683/AC:2019 standards ZA Eki gz dnline
alinneak agadidaki deneylere tubi tutulmuyg ve dency soauglan degedendirilmigtin;
1. Biyouyumluluk
Oriine ait teknik dosyn incelemesinde, Greticinin Girlinde  kullanilan  malzemelerin
tedariginde biyo uyumiuluk sartlanm gdzettigi ve malzeme temininde yan mamil
fireticilerinden Oriinlerin biyo syumluluguna daie gerekli tahhiitler temin ederck Kendi
frettigi maskelerin biyo — uyumluluk sartlarm saglacigoa dair beyanmun bulundogu, ba
siireglerin  yonetimi  konusunda  dihili  goreviendinmelerin  yapilmis  oldufunn  dair
beyanlurin balundugu gorimils ve yeoterli olarnk degerlendirilmigtir.

2. Bakteri Filtrasyon Verimliligi
Bakteri Filrasyon Etkinligi: TS EN 14683/AC:2019 Ek B metodu dogrultusunda suni
olamk hozirlanmi bakteri multevasinm belirli bir akiy ile ilgili deney metodunda
tnmmlanmig bir dizenekte en a2z 5 maske nunnmesi bakteri iceren hava gegisine 283
L/dak akiy hezs ile 2 dakika maroz bieakidmegter, Dedisik partikil bliyOkHiklesi ile elde
edilen Smeklerin inkiibasyonu soneglan smian deney mporunda gdsterilmistie.

TS EN 14683/AC standardinda verilen performans simflarmn géire tibbi maske tiplerinia
plstermesi gereken minimum bakteri filtrasyon etkinligi agafidaki tabloda veeilmistin

Test Tip 1+ Tip Nl Tip IR
Bakterd Filtrasyon
Verimliligi (BFE), (%) 295 298 29

* Tip 1 ubbl yiz maskeled yalnzea hastalar veya difier kigiler tarafindan salgmior
durumunda riskin digiiriilmesi amaciyla kullamimalidir. Tip | maskeler, saghk saihik
caliganianmm ameliyot veya benzeri safhik hizmetierinin verildigi orumlarda kollanmm
nmagl degiklir.

5 dency numunesi Uzerinden yapilan incelemede en dilgiik bakteri filtrasyon deerinin
08,8 % olarak verildigi gorilimiigtiir, Bu sonuca ghre maske performansinm standartin
veriben Tip 1, Tip 1l ve Tip IR performnns simifm sagindids degerlendinlmistir.
Laboratuar sonuglarimn glivenligi agismdan pozitif ve wegatif kontrol verilerinin tutarfy
oldugu izleamistir,

3. Mikrobiyal temizlik (Bioburden)
Mikrobiyal Temiziik (Bioburden): ISO [1737-1 standardina gire gergeklegtigh
koloni olusturan birimlerin  sayilmas: ile gergeklegtirilen deney &PAC

LFRIE 1122010 Rex DI
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UNIVERSAL

CERTIFICATION

performans simflan igin 30 birimin altnda olmast bekienmektedir,

Incelenen dency sonuglarma gore oluyan gram bagma ¢o yilksek koloni olugturan birim
sayit 7 olarmk tespit edilmigtic. Bu dency sonucu agisindan maske numuncleri tim
performuns simflarin safilayabilecek nitelikie defertendieilmigtic (Tip 1, Tip Il and Tip
1IR).

4. Difernnsiyel Basimg

Maske numunelerinin soluk abma / soluk verme direncinl tespit etmek  amuciyla
gerpeklegtirilen bu dencyde diferansiyel baswem Tip | ve Tip I performans suufi
mnskeler igin 40Pwem™den, Tip 1IR maskeler igin is¢ 60 Pwem®den fazly olmamas
beklenmekredir,

Incelenen deney sonuglanna piire en yitksek diferansiyel basing deferinin 23,9 Pafem®
oldugu ve bu Hibmrls maske numuneleri tim peeformans sunflanm saglnyabilecek nitelikie
degeriendirilmigtic (Tip |, Tip 11wl Tip HR).

5. Swrama Dayanm Baswer (kP7a)
Ssgramu Dayanun Baswer | SO 226092000 standardima giire gergeklestivilen deneyde
sivilann sigramays gegigine karyt direnci Tip R siufh igin = 16 kPa'den fiuzla olmasn
beklenmektedir.
15 deney numunesi bzerinden yapilan incelemede cafigilan numunclerin bepsi 16 kPa
basmgtn yapilan testlerde Tip HR performmns stnfine saflayabilecek nitelikie oldugu

degerlendirilmistir,
- Ozet Degertendirme
Degerlendirme Konusu Gerekhilikler Sonug Suniflandirma
Bakiteri Filtrasyon >95% - Tipl Tipl
Verimliligi (BFE), (%) >98% - Tipll 98,8 % Tipll
>98% - TiplIR Tip lIR
Difernnsiyel Basing <40-Tip! Tipl
(Palem) <40-Tpll 239 Tipll
<6 - Tip IR Tip IR
Sigramu Dayunim Gerekli Degil - Tip |
Basinct (kPa) Gerekli Degil - Tip Il > 16 Tip IR
= 16-Tip IR
Mikrobiyal Temizlik <30~ Typel Tipl
(cfw/'g) <30~ Typell 29 Tipll
<30~ Type lIR Tip IR
Nihai Performans Simflandirmas: Tip IR
— Rapor Sonu -

UNRE (2022900 Rev Ol

\.
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EU DECLARATION OF CONFORMITY

MANUFACTURER
DIGISEAT MUSTERI HIZMETLERI VE TEKNOLOJi ANONIM SIRKETI
Esentepe Mahallesi Kore Sehitleri Caddesi Istanbloom No: 16/1 I¢ Kapt No 72 Sisli
ISTANBUL / TURKEY
PRODUCT DESCRIPTION
Layered and molded medical device classified in the Class 1 - Medical Device 10 be used as protection against
inhalation of viruses, bacteria, other microorganisms, allergens from the environment

Brand Name: DIGIMASK
Model: DG-01
Type IR

The Producer / the Manufacturer declares on his sole responsibility that the product above is, under
conditions of normal use and conditions defined by the Producer / the Manufacturer, safe and meets all
the necessary legal conditions and requirements. The product, a medical device that is intended for
single use and solely in accordance with the Producer’s / the Manufacturer's instructions.

The Conformity is assessed especially with the following provisions:
¢ Government Regulation no. 93/42/EEC Medical devices establishing technical requirements for
medical devices, in effective wording
Technical standard EN 14683:2019+AC:2019 Medical face masks - Requirements and test methods
Other relevant harmonized legislation
Other relevant local, national and community standards
For the assessment of conformity, the following documents were also applied to:
Tests for irritation and delayed-type hypersensitivity
Results of laboratory tests Cevre Endlstriyel Testing Laboratory Bavierial filtration efficiency
Results of laboratory tests Cevre Endistriyel Testing Laboratory Microbial Cleanliness
Results of laboratory tests Cevre Endlstriyel Testing Laboratory Differential Pressure
Results of laboratory tests Cevre Endustriyel Testing Laboratory Splash Resistance Pressure

MARKING, LABELLING

Annex |, §13, of the Medical Devices Directive (93/42/EEC) or Annex 1, §23, of the Medical Device Regulation
(EU) 2017/745 specifies the information that should be specified on the packaging in which the medical face
mask is supplied. The following information shall be supplied:

type of mask (as indicated in Table 1). EN 1SO 15223-1:2016 and EN 1041:2008+A 1:2013 should be
considered

MEASURES TO ENSURE CONFORMITY

The Producer / the Manufacturer declares that he haus taken all necessary measures to ensure the conformity of
products placed on the murket with technical documentation and basic requirements for this type of product.

General Manager
22/07:_'(mo
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$.YV. K:

w
DECLARATION OF COMPLIANCE

Name and address
of certificate owner :DWIATWW“MOW!A.Q.
Name and address : Esentep Mahalles| Kore Sehitleri Caddes! Istanbloom
No :16/1 Ig Kapi No 72 Sighi /istanbul (Torkiye
Factory Adress . Selimpaga Mahallesi Ortakty Sanayi Boigesi
6205 Sokak No:9 Silivrl /lstanbul [Tirkiye
Product name : Face Mask With Earloops
Product types : Class | - White, Blue, Green

This deciaration confirms that the product meets the essential requirements of the following
directive(s) and standard(s). The conformity was based on ;

Applied Directive(s) : Medical Devices Directive 93/42/EEC as amended according
to the Directive 2007/47/EC

Applied Standard(s) : EN 14583:2019 Medical face masks - Requirements and
test methods

Tast Type IR Masudt Evaluation

Bacterial ?&mmm 298 29,21 sase

Diffarontial pressirs

(Pasoma) - 80 an ANy
Splah resistance prossure 16
(ePa) » 16 rasy |
Microblel cleandiness (chu/g) = 20 n PATS

The declaration has been carried out In accordance with Individual rules and conditions.
Evaluation has been carried out in accordance with:

Test Report(s) No. : 2020140519
- TEST | INISECTION REPORT :
7 EUROLAB  rimoiss iasonsrony semvrees AR
Test Conducted by : =
Markas A Gengommus G2 N 11/ A GUNGOREN ¢ ISTANBLL
THRUITIRN W Fas 120052110
Test Lab. Adres i e
Issue Date : 08.05.2020 Report No: »™=%  Date: 15.05.2020
UNI EN 18683+AC

Revision Date /No: 2019

The undersigned herewith deciarer that the above-mentioned product(s) meet the provisions of

the following EC Council Directives and harmonized standards, All supporting documentations
are retained under the premises of the manufacturer

KURULUS ONAYI; Adi Soyad Mugtak AKD < <
Gorevi
S SE 1 \
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FOC

FIRST QUALITY cmmmnou

CERTIFICATE

This certificate Is granted to the organization,

DIGISEAT MUSTERI HIZMETLERI VE TEKNOLOJi
ANONIM SIRKETI

Esentepe Mahalles| Kore Sehitleri Caddesi Istanbloom Apartman:
No:16/1/72 Sisli / Istanbul / Turkiye
Selimpasa Mahalles: Ortakdy Sanayl Biiges! 6205 Sokak No:9 Sillvrt / Istanbul / TOrkiye

MEDICAL PRODUCT MANUFACTURING (STERILE AND NON STERILE, MASK, BONNET,
GALOSH, GLOVE, WORK UNIFORM, BODY BAG, MEDICAL TUBUS, MEDICAL APRON,
WET NAPKIN, SANITIZER NAPKIN) AND SALE SERVICES, EXPORYT AND IMPORT

EA 4, 12, 14,23

according to the scope,

ISO 9001:2015

to certify that Quality Management System In accordance with standard’s clauses
is established and being implemented.

First Date of Issue : 20.05.2020

Date of Issue : 20.05.2020
Certificate Period 13 Years

Relissue Due Date : 19.05.2021
Certificate No :101.20.8532.114140.D
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ate Ap?mw ( Destsche
/ 1stanbul / Turkiye Abbrasitieryrgrstesie
D-7M-19376-01-00

¥ FOC, Ingta & Haat Office FGC. Turkey & Crincal Lasation
N FOC First Quabty Gartfication Pri L84 100 Usaler Acae Beigeiendinme ve £ He A S,

500 37, Seckon 12, Awovad - £33108, ey, 18a Covich Mad Torsel Cad Mol 2 Xatod ©: 2823 Metope 7 b | Tinge

Y +B1 T2 RATETIN T 87 172 AR 1eE T+ AN NG /TH0M S+ NI ST e
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Bubege. mégioninn FOC a ralansg vo S05egme Satawe uydudu sneoe geoericlr, Sotia peoorii durave FOC nin iamet stesmdon S0 odie
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CERTIFICATE

This certificate is granted to the organization,

DIGISEAT MUSTERI HIZMETLERI VE TEKNOLOJi
ANONIM SIRKETI

Esentepe Mahallesi Kore Sehitleri Caddesi Istanbloom Apartmans
No:16/1/72 Sigli / Istanbul / Turkiye
Selimpage Mahallesi Ortakoy Ssnayi Bilgesi 6205 Sokak No:9 Sslivr / [stanbul / Torkiye

MEDICAL PRODUCT MANUFACTURING (STERILE AND NON STERILE, MASK, BONNET,
GALOSH, GLOVE, WORK UNIFORM, BODY BAG, MEDICAL TUBUS, MEDICAL APRON,
WET NAPKIN, SANITIZER NAPKIN) AND SALE SERVICES, EXPORY AND IMPORT

according to the scope,

ISO 10002:2018

Customer Satisfaction Management System standards that meet the
requirements of a management system are established and implemented to
confirm.

[P ——]
P—
E——
-
=
o’
:)—
==
-
=

.

FIRST QU

First Date of Issue : 20.05.2020

Date of Issue : 20.05.2020
Certificate Period : 3 Years

Reissue Due Date :19.05.2021
Certificate No :01.20.8532,114141

nbul, 2020.05.20

W FOC Unslar Arass Beigetendiime ve EQiten Miometienl Anasim Sirketl

Cavis Nahwien Tivoue Coctbenl A 12 €4 028529 Mitups ) STAMEN / SURIYL T80 210481 27 41/ +80 210 457 TR OSF | 490 2% &0 39 88
Ba beige. mipierin FOC 1 karolinnd w2 sOeegTe sartava uydalp srece pecersir. Senlibn gecoti, (urare FOC et L acibebte
mmnwm-nnummmuumnuwmmuummnxm
wew 3¢ comy  Infe@foo.can tr
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FIRST QUALITY CERTIFICATION
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CERTIFICATE

This certificate is granted to the organization,

DIGISEAT MUSTERI HIZMETLERI VE TEKNOLOJI
ANONIM SIRKETI
Esentepe Mahallesi Kore Sehitleri Caddesi Istanbloom Apartman:

NO:16/1/72 Sisll / Istanbul / Turkiye
Selimpasa Mahallesi Ortakdy Sanayl Bodgesi 6205 Sokak No:9 Silivr / Istanbul / Tarloye

MEDICAL PRODUCT MANUFACTURING (STERILE AND NON STERILE, MASK, BONNET,
GALOSH, GLOVE, WORK UNIFORM, BODY BAG, MEDICAL TUBUS, MEDICAL APRON,
WET NAPKIN, SANITIZER NAPKIN) AND SALE SERVICES, EXPORT AND IMPORT

EA 4,12, 14,23

according to the scope,

ISO 14001:2015

to certify that Enviromental Management System in accordance with standard’s
clauses is established and being implemented.

.

FIRST QU

First Date of Issue : 20.05.2020
Date of Issue : 20.05.2020
Certificate Period : 3 Years

Reissue Due Date :119.05.2021

Certificate No :02.20.8532.7479.D
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Fi Ification

Sy ificate Approved « DAkks

Maltepe / Istanbul / TOrkiye Akkredimanusgistale
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CERTIFICATE

This certificate Is granted to the organization,

DIGISEAT MUSTERI HIZMETLERI VE TEKNOLOJI
ANONiIM SIRKETI

Esentepe Mahallesi Kore Sehitieri Caddesi istanbloom Apartman
No:16/1/72 Sisli / 1stanbul / Tirkiye
Selimpaga Mahallest Ortakdy Sanayl Bilges| 6205 Sokak No:9 Silivri / Estanbul / Tarkiye

MEDICAL PRODUCT MANUFACTURING (STERILE AND NON STERILE, MASK, BONNET,
GALOSH, GLOVE, WORK UNIFORM, BODY BAG, MEDICAL TUBUS, MEDICAL APRON,
WET NAPKIN, SANITIZER NAPKIN) AND SALE SERVICES, EXPORT AND IMPORT

ISO 45001:2018

to certify that Occupational Health and Safety System in accordance
with standard’s clauses is established and being implemented.

Re———
"F
=
=’
:).
F
_—
=

.

First Date of Issue : 20.05.2020

Date of Issue : 20.05.2020
Certificate Period : 3 Years

Reissue Due Date :19.05.2021
Certificate No :03.20.8532.0162

[RST QU

ll

Fi ification
S ificate Approved
istanbul,2020.05.20

o
] .
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of Registration

This is to Certify that the

Medical Devices — Quality Management System

= & i =
DIGISEAT MUSTERI HIZMETLERI VE

TEKNOLOJI ANONIM SIRKETI

MERKEZ ADRESI: ESENTEPE MH. KORE SEHITLERI CAD.
ISTANBLOOM NO:16/1 iC KAPI NO:72 SISLI / ISTANBUL / TURKIYE
SUBE ADRESI: SELIMPASA MAH. ORTAKOY SANAYI BOLGESI 6205

SOK. NO:9 SILIVRI / ISTANBUL / 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 AND SALES OF SERVICES, IMPORT AND EXPORT OF MEDICAL PRODUCTS
(STERILE AND NON STERILE MASK, BONNET, OVERSHOE, GLOVE, WORK CLOTHING,
DEAD BODY BAG, MEDICAL OVERALLS, WET WIPES, DISINFECT WIPES)
MEDIKAL URUNLERIN (STERIL VE NON STERIL MASKE, BONE, GALOS, ELDIVEN,
IS KIYAFETL, CESET TORBASI, MEDIKAL TULUM, ISLAK MENDIL, DEZENFEKTAN MEDIL)
URETIMI VE SATISI HIZMETLERI, ITHALATI VE iTHRACATI

:: Certificate No :: TR52502H

Date of initial registration 30 May 2020
Date of this Certificate 30 May 2020
Surveillance audit on or before 29 May 2021
Recertification Due / Certificate expiry 29 May 2023

This Contificats Is proparty of Staunchly Management & System Services Lid and remaies valid
sultject to satisfactory surveiilance sudite

A

[ u |

k%'vé,‘_\,\q‘ L
Director

STAUNCHLY MANAGEMENT & SYSTEM SERVICES LTO,
Sulle 48, 55.90 Hatton Garden, London, EC1IN 5PN

Phona  +44

SMETF IAAITREVSZ

MEDIZINISCHE OP-MASKEN — FFP2 MASKE — FFP3 MASKEN — KINDER MASKEN — HAND DEZENFEKTION



G EUROLAB o croms s

Report No:
Applicant:

Contact Person:
Contact Telephone:
Contact e-mail:
Sample Accepted on:

Report Date:
Total number of pages:

Sample 1D:

&
L

MEDICALGLOVES & MASK

TURCERT TEXNIK KONTROL VE BELGELENDIRME 4.6,

2020140519

DIGISEAT MUSTERI HiZM. VE TEKN. A.S.

Esentape Mh, Kore Sehitleri Cd, Istanbloom, No 16/1, No 72
Sigli, Istanbul, TURKEY

Cemile Dirik

05427892393

cemiledirik@yahoo,com
08.05,2020
15.05.2020

9{Pg)
FACE MASK

Medical surgical protective masks (3ply) — Ug kath medikal cerrahi koruma maskes

TEST METHOD Specimen RESULT
PASS
. | Medical face masks - Requirements and | UNIEN 14683+AC s o
test methods 2019
(3ply)
| TYPE IR
1

PRIA0UOE 10 204y 1700 0T AN

Customer Regresnntatve
Hadan KUTLL

b AT
Merkez Ma, Gengosman Cd. No 11 /A GUNGOREN / ISTANBUL
Tel 2127022040 Fax: 02129092110
Web, www laboraluvar com  E-mel efo@aboratvar com
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EUROLAB * (TURCERT TEKNIK KONTROL VE BELGELENDIRME A.S.)

It is prohibited to change any and all versions of this document in any manner whatsoever. In case of a conflict
between the electronic version (e.g. PDF file) and the original paper version provided by EUROLAB®, the latter

will prevail.

TURCERT Teknik Kontrol ve Belgelendirme A.S. disclaim liability for any direct, indirect, consequential or
incidental damages that may result from the use of the information or data, or from the inability to use the
information or data contained in this document.

The contents of this report may only be transmitted to third parties in its entirety and provided with the
copyright notice,prohibition to change, electronic versions’ validity notice and disclaimer.

Environment

The requirements and standards apply to equipment intended for use in

Residential (domestic) environment

Commercial and light-industrial environment

Industrial environment

x| x| X| X

Madical environment

P i/

Mearkez Mh, Gangosman Cd, No 11 /A GUNGOREN 7 ISTANBUL
Tel: 02127022010 Fax 0212 90921 10
Wed: www laboratuver.com E-mail. info@@iaboraluvar.com
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Laborutory Servicen EUROLAB LABORATORY SERVICES
TURCERT TEXNIK KONTROL VE BELGELENDIRME A 5.

Requirements and test methods

This European Standard specifies construction, design, performance reguirements and test methods for medical face
masks intended to limit the transmission of infective agents from staff to patients during surgical procedures and other
medical settings with similar reguirements. A medical face mask with an appropriate microbial barrier can also be effective
in reducing the emission of infective agents from the nose and mouth of an asymptomatic carrier or a patient with clinical
symptoms,

General
All tests shall be carried out on finished products or samples cut from finished products, If applicable in their sterile state.

Method for in-vitro determination of bacterial filtration efficiency (BFE)

Principle

A specimen of the mask material is clamped between a six-stage cascade 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 bactenal 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,

Reagents and materials

General
Describe commercially available solutions of tryptic soy agar and tryptic soy broth, Other variants may be suitable.

Tryptic soy agar
Formula/liter:
Enzymatic digest of casein 1Sg
Enzymatic digest of soybean meal Sg
Sodium chloride SE
Agar i5g
Final pH 7.320,23125°C

Page3/¥

Meckez Mh, Gengoaman Cd, No 11/ A GUNGOREN / ISTANBUL
Tel: 02127022010 Fax: 0212909 21 10
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Tryptic sov broth

Formulafliter:

Enzymatic digest of casein 17g

Enzymatic digest of soybean meal 3g

Sodium chloride 5g

Dextrose 25g

Final pH 732023125°C
Peptone Water

Formula/liter:

Peptone ig

Sodium chloride SE

Final pH 73+ 0,2 at2s°c
Preparation of bacterial challenge

Staphylococcus aureus shall be inoculated into 30 mi tryptic soy broth in an Erlenmeyer flask and incubated with mild
shaking at a temperature of (37 + 2) °C for {24 £ 2} h. The culture shall then be diluted in peptone water to give a
concentration of approximately 5 x 105 cfu/ml.

The bacterial challenge shall be maintained at (2 200 + 500) cfu per test. The bacterial challenge shall be determined on
the basis of experience and previous positive control plates {see B.6.3) and the dilution of the challenge suspension
adjusted accordingly. The mean particle size in the bacterial challenge shall be maintained at (3,0 £ 0,3) um (see B.6.9).

Procedure
Assemble the apparatus in accordance with the flow chart shown in Figure B.1.
Deliver the bacterial challenge to the nebulizer using the peristaltic or syringe pump.

Perform a positive contral run without a test specimen, Initiate the bacterial challenge by turning on the vacuum pump
and adjust the flow rate through the cascade Impactor to 28,3 |/min. Deliver the bacterial challenge for 1 min. Maintain
the airflow through the impactor for 2 min. Then remove the plates from the impactor. Ensure that each plate is numbered
to indicate Its position in the iImpactor.

Place fresh plates in the impactor, fix a test specimen in place and repeat the above procedure,
Repeat this procedure for each test specimen,
After the last test specimen has been tested, perform a further positive control run,

Perform a negative control run by passing alr, without addition of the bacterial chalienge, through the cascade impactor
for 2 min.

Incubate all the plates at (37 2 2)"Clor (4B £ 4) h

Tamaiy

Merkez Mih, Gengosman Cd, No 11 /A GUNGOREN / ISTANBUL
Tel: 02127022010 Fax: 0212 909 21 10
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For each specimen and control run, count the number of colonies on each plate and add up the counts to gve the total
number of cfu collected by the impactor using the “paositive hole™ conversion tablel) in accordance with the instructions
of the cascade impactor manufacturer. For the two positive control runs, take the mean of the two totals, From the
positive control plates calculate the mean particle size of the bacterial challenge aerosol using the “positive hole"
conversion table in accordance with the instructions of the cascade impactor manufacturer,

ulation of bacterial
For each test specimen calculate the bacterial filtration efficiency B, as a percentage, using the following formula:
B=(C~-T)/Cx100

Where;
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,

Method for determination of breathability (differential pressure)

Principle

A device which measures the differential pressure required to draw air through a measured surface area at a constant air
flow rate is used to measure the air exchange pressure of the medical face mask material, as shown in Flgure 1, Water-
filled manometers (M1 and M2) are used to measure the differential pressure. A flow meter Is used for measurement of
the airflow. An electric vacuum pump draws alr through the apparatus and a needle valve is used to adjust the airflow

rate.
A .
: l[%]] :
3 3
2
1

Key
1 aw indet S manamelar M2
2 flow meter 6 valve
3 manometer M1 7 vacuum pump
4 filter matenal

Figure 1 — Apparatus for measuring air resistance

LAl
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Procedure

The test specimen is placad across the 2,5 cm diameter orifice (total area 4,9 cm2) and clamped Into place so as to
minimise air leaks and that the tested area of the specimen will be in line and across the fiow of air.

The pump is started and the flow of air adjusted to & [/min.

The manometers M1 and M2 are read and recorded,

The procedure described in steps 1 through 3 is carried out on 5 (or appropriate number of) different areas of the mask
and the readings averaged.

Calculation of differential pressure

For each test specimen calculate the differential pressure 4P as follows:
AP = {Xm1 - Xm2)/49

Where;

Xm1 is pressure in Pa, manometer M1, mean of 5 test areas, low pressure side of the material;
Xm2 is pressure in Pa, manometer M2, mean of 5 test areas, high pressure side of the material;
4.9 is the cm2 area of the test material;

AP is the differentlal pressure per cm2 of test material expressed in Pa,

Splash resistance

When tested In accordance with 1SO 22609 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.

Microbial cleanliness (Bioburden)

When tested according to EN 1SO 11737-1 the bioburden of the medical mask shall be < 30 cfu/g tested (see Table 1).
To determine the mask’s bioburden according to EN 1SO 11737-1, follow the procedure below:

The number of masks that shall be tested is minimum 5 (five), but can be greater if necessary to allow for an AQL of 4 %.

Weigh each mask prior testing. The full mask is aseptically removed from the packaging and pfaced in a sterile 500 ml
bottle containing 300 mi of extraction liquid {1 g/l Peptone, 5 g/l NaCl & 2 g/l polysorbate surfactant 20 [e.g. Tween 20,
Alkest TW 20)).

The bottie is laid down on an orbital shaker and shaken for 5§ min at 250 rpm. After this extraction step, 100 ml of the
extraction liquid Is filtered through a 0,45 u filter and laid down on a TSA piate for the total viable aerobic microbial count.
Another 100 mi aliguot of the same extraction liquid is filtered in the same way and the filter plated on Sabouraud
Dextrose agar {SDA) with chloramphenicol for fungi enumeration. The plates are Incubated for 3 days at 30 *Cand 7 days
at (20 ~ 25) *C for TSA and SDA plates respectively.

The total bicburden is expressed by addition of the TSA and SDA counts,

In the report, indicate the total bioburden per mask and based on the mask weigh, the total bioburden per gram tested.

b A
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TURCERT TEXNIK KONTROL VE BILGELENDIRME AS.

TEST REQUIREMENTS
Test Type I* Type Il Type lIR
Bacterial filtration
x9S 298 298
efficiency (BFE), (%)
Differential pressure
(Pajcm2) <40 < 40 <60
Splash M:;::T FESTRnS Not required Not required >16,0
Microblal cleanliness
£30 $30 <30
(cfu/g)
? Type | medical face masks should only be used for patients and other persons to reduce the risk of spread
of infections particularly in epidemic or pandemic situations. Type | masks are not intended for use by
healthcare professionals in an operating room or in other medical settings with similar requirements.

Pgn 7Y
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- - TURCERT TEXNIX XONTROL VE BELGELENDIRME A.S. MF

TEST RESULTS
EN 14683 Inspection
SAMPLE : FACE MASK
Test Type IR Result Evaluation
Bacterial filtration efficiency
2 9921 PASS
(BFE), (%) ”
Differential pressure
(Pa/em2) <60 23 PASS
Splash resistance pressure +16 16 PASS
(kPa)
Microbial cleanliness (cfu/g) =30 21 PASS
Free Area

Pmes/y
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MASK IMAGES UNDER TEST

***End of Report***
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