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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
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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
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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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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
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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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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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