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PRODUCT DESCRIPTION
Brand Name: CAM MASKE

Model: Çanı 0l
Surgical Gowııs with standard performance to be used to prevent tlıe traırsınission of infective agents betweeır
clinical staff arıd patients duriııg surgical aııd other invasive procedures, classified as Medical Device (Class l)

The Manufacturer declares on his sole responsibility that tlıe product above is, under conditions of
normal use and coırditions defined by the Producer / the Manufacturer, safe and meets al| the necessary

legal conditions and requirements. The product, a medical device that is intended for siııgle use and
solely in accordance witlı the Maırufacturer's instructions.

The Conformity is assessed especially with the following provisions:

a

a

a

a

European Regıılation (EU)2017/745 and93/42|EEC Medical Devices Diı,ective establishing technical
requireınents for ıııedical devices, iır effective wordiırg
Teclıııical standard EN l3795-1:20l9 Surgical clothing and drapes - Reqı,ıiremeırts and test metlıods -
Part l: Surgical drapes and gowns
Otlıer relevaııt harınoırized legislation aırd standards
For the assessment of conformity, the followiııg docuırreırts were also applied to:

Results of |aboratory tests for Microbial Peııetration - Dry by Natıonal Protectıve Testıng LLC
Results of laboratoıy tests for Microbial Penetration - Wet and Microbial Cleanliness, Bioburden by
Ekoteks Laboratı.ıvar ve Gözetiın Hizmetleri A.Ş.

ı Results of laboratory tests for Bursting and Tensile strengtlıs (wet/dry) by Ekoteks Laboratuvar ve
Gözetiırr Hiznıetleri A,Ş.

MARKING, LABELLING
Annex I, §l3, of the Medical Devices Directive (93/42IEEC) or Anııex I, §23, of the Medical Device Regulation
(EU)20171745 specifies the informatioır that should be specified oır the packaging in which the surgicalgown is
supplied. The information supplied witlı the pıoduct coıısideriııg EN ISO l5223-|:20l6 and EN
1 04 l :2008+A 1 :20 l 3.

MEASURES TO ENSURE CONFORMITY
The Manufacturer declares that he has takeır all necessary measures to ensure the confbrıııity of products placed
on the ınarket with technical docuınentation aııd basic requireırreııts for this type of prodııct.
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