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MEDICALGLOVES & MASK

N\

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



