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ATTESTATION OF CONFORMITY

Certificate No: MDD-220

In conformance to the Eurepean Economic Commission 93/42/EEC Medical Devices Directive on
harmonisation of laws, regulations and administrative documentation of Member States on Medical
Devices and European Economic Commission directive 93/68/EEC amending Medical Devices Directive
dated 22 July 1993,

The products manufactured by

BARCO TEKSTIL SANAYI VE TICARET ANONIM SIiRKETi
Muratbey Mahallesi Karatoprak Cad. No19-A Catalca ISTANBUL / TURKEY

EN 13795-1:2019 Surgical Clothing and Drapes - Requirements and Test
Methods - Part 1: Surgical Drapes and Gowns

Brand Name: BARCO
Model: GS201
are evaluated for the conformity to the standard by the following tests

For the assessment of conformity, the following documents were also reviewed:
Laboratory test results for Microbial Penetration, Bioburden,
Bursting and Tensile Strengths

UNIVERSAL CERTIFICATION has evaluated production, design, intended use, risk evaluation according
to safety purpose, product itself and add-on components (if exists) and product technical drawings of the
surgical gowns manufactured and designed for use to prevent the transmission of inlective agents between
clinical staff and patients during surgical and other invasive procedures. With this certiticate, it is approved
that the product fulfils all essential requirements and the related rules of 93/42/EEC Medical Devices
Directive (MDD) Class I are applied. The information on the packaging for the above listed products covers
the necessary information stated in Annex I, §13. of the Medical Devices Directive (93/42/EEC) or Annex
[, §23, of the Medical Device Regulation (EU) 2017/745. This information includes; performance level and
other relevant information given in EN [SO 15223-1:2016 and EN 1041:2008+A1:2013. It is considered to
be suitable to attach a CE mark, as seen below, on your products in accordance with the information given
in ihis certiiicaie with publishing an TU Deciaration of Contormiry.

This certificate is issued on 14/08/2020 and valid until 13/08/2021 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withdrawn for any reason.
Suat KACMAZ

UNIVERSAL CERTIFICATION
Director

ISTANBUL — 14/08/2020

Verify the validity with the QR Code

This certificate will be in the absence of any changes in standard and legal terms, and with the surveillance audits to be concuted
annually following the surveillance audits, updating the publicationdate without changing the certificate number.
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EU DECLARATION OF CONFORMITY

MANUFACTURER

BARCO TEKSTIL SANAYi VE TICARET ANONIM SiRKETI
Muratbey Mahallesi Karatoprak Cad. No19-A Catalca ISTANBUL / TURKEY

PRODUCT DESCRIPTION

Brand Name: BARCO
Model: GS201

Surgical Gowns with standard performance to be used to prevent the transmission of infective agents between

é clinical staff and patients during surgical and other invasive procedures, classified as Medical Device (Class I)

We declare on our 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 Manufacturer's instructions.

The Conformity is assessed especially with the following provisions:

o European Regulation (EU) 2017/745 and 93/42/EEC Medical Devices Directive establishing technical
requirements for medical devices, in effective wording

e Technical standard EN 13795-1:2019 Surgical clothing and drapes - Requirements and test methods -
Part 1: Surgical drapes and gowns
Other relevant harmonized legislation and standards
For the assessment of conformity, the following documents were also applied to:

o  Results of laboratory tests for Microbial Penetration, Microbial Cleanliness (Bioburden), Bursting and

Tensile Strengths by Ekoteks Laboratuvar ve Gozetim Hizmetleri A.S.

MARKING, LABELLING
/ Annex I, §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 surgical gown is
supplied. The information supplied with the product considering EN 1SO 15223-1:2016 and EN
// 1041:2008+A1:2013,
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We declare that we have taken all necessary measures to ensure the conformity of products placed on the market '//

% with technical documentation and basic requirements for this type of product.

General Manager
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