SEFN
UNIVERSAL

CERTIFICATION

ATTESTATION OF CONFORMITY

Certificate No: MDD-180
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the products manufactured by

D RMA ILAC MEDIKAL GIDA SANAYI VE
ARET LIMITED SIRKETI

at the following address
Kalaba Mahallesi t Vefik Paga Cad. No:13/B Kegioren ANKARA / TURKEY

EN 13795-1:2019
Method

athing and Drapes - Requirements and Test
ical Drapes and Gowns

For the assessment of conformity, the ng ments were also reviewed:
Laboratory test results for Microbial Penétration {wet/dry), Bioburden,
Bursting and Tensile Stréngth

se, risk evaluation according
ct technical drawings of the
ective agents between
ificate, it is approved
C Medical Devices

the necessary information stated in Annex I, §13, of the Medical Devices Directivey(93/4
1. §23, of the Medical Device Regulation (EU) 2017/745. This information includes: pesformance level and
other relevant information given in EN ISO 15223-1:2016 and EN 1041:2008+A1:201 ide
be suitable to attach a CE mark, as seen below, on your products in accordance with the
in this certificate with publishing an EU Declaration of Conformity.

This certificate is issued on 09/07/2020 and valid until 08/07/2021 with the conditions that no ge
been made with the product references and no change in the production process or not suspendgd”or
withdrawn for any reason.

ISTANBUL-09/07/2020
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Suat KACMAZ

UNIVERSAL CERTIFICATION
Director

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.





