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PRODUCTION DESCRIPTION

Brand Name.BRBEN TEKSTİL

Model: Shoe Cover 6113886, 40/;61,53|174M

Disposable Shoc Cover with standart performance to be uscd to prevent üe transmission of infective agents
bctwccn clinical staffand patienS during surgical and oücr invasivc proccdures, classificd as Mcdical

(Calss l)

Thc Manufacfurcr dcclarcs on his solc responsibil$, that üe product above is, undcr conditions of normal usc and
requirements. The product, a medical device that is intended for single use and solely in accordance with the

Manufacfu rcr's instructions.

The Comformity is assessed especiılly with the foIlowing provisions:

o European Regulation (E|» 20171745 and 93142 EEC Medical Devices Dircctivc cstablishing tcchnichal
rcquircmcnts for mcdical dcviccs, in cffcctivc wording

o Technical standaıd EN l3795- 1:2009 Surgical clothing and drapes- Requiremcnts and tcsı methods- Part l:
Surgical Drapes and go*ns

o other relevant harmonized legislatıon and standards
o For the assessment of conformit1... the following documents were also applicd to:
o Rcsults of laboratory lcst for Microbial Pcnctration Dry by National Proıcctivc Testing LLc
o RcsuIts of laborator},tcst for Microbia Penctration- Wct and Microbial Clcanlincss, Bioburdcn by Ekotcks

Laboratuvar vc Gözgtim Hizm*leri AŞ
o Resı}ts of laboratory tests for BurSing and Tensile Strenghts (wet/dry) by Ekoteks t aborafuvar ve Gizetim

Hizmetlcri A.Ş.

MARKıNG. LABELL|NG
Anncx I. l3, ofthc Mcdical Dcviccs Dircctivc (93/42IEEC) or Anncx l. 23, ofthc MEdical Dcvicc REgulation
(EU) Z0l7l745 spccifics üe information that should bc specified on thc packaging in şüich the Hair Cover is
suppliei. The informaiton supplied with the product consedering EN lSo | 5223J:2() l6 and EN
| 04l:2008+A| :20 | 3.

MEASURES TO ENSURE CONFORIİ{ITY
The Manufacfurer declares that he has taken all necessary to ensure the conformit_v of products places on the
ma*ct with tcchnical documcntation and basic requircmcnts for this prcdcut.

Adcm Altan
Gencrıl Manager
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