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



