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MANUFACTURER

BRBEN Tf,KSTiL SANAyi vE TiCARET ANoNiM şinxnri
2.0SB 83207 Cd. No:2/l 0 Şehitkamil Gaziantep /TURKEY

PRODUCTION DESCRIPTION

Brand Name:BRBEN TEKSTiL

Model: BRSUIT 00l

Disposable Scrub Suit with standart performance to be used to prcvcnt üe transmission ofinfective agents

bctwccn clinical staff and paticns during surgical and othcr invasivc procıodurcs, classified as Mcdical
(Calss l)

Thc Manufacturcr dcclares on his solc rcsponsibility üat üe product abovc is, undcr conditions of norma.I usc and

requiremenıs. The producl a medical device that is intended for single usc and solely in accordance with thc

Manufacturer's instructions.

The Comformi§ is assessed especiılly with the following provisions:

o Europea,n Rcgulation (EU) 20171745 and 93142 EEC Mcdical Dcviccs Direclive establishing technicha|

rcquircmcnts for mcdical deviccs, in cffcctivc wording
o Tcchnical standard EN l3795-1:2009 Surgical clothing and drapcs- Requircmcnts and test mcthods- Partl:

Surgical Drapcs and gowns

o other relevant harmonized legislation and standards

o For üc asscssment ofconformity. the following documents werc also applicd to:

. Rcsults of laboratory lcst for Microbial Pcnctraiion Dry by National Protcctivc Tcstiıg LLC
o Rcsults of laboratory tc§t for Microbia pcnctration- wct and Microbial clcanlincss. Bioburdcn by Ekotcks

Laboratuvar ve Gizetim Hizmctlcri AŞ
o Resuhs of laboratoı,a, tests for Bursting and Tensile Strenghts (wet/dry) b1, Ekoteks [,aborafuvar ve Gtizetim

Hizmctleri A.Ş.

MARK!NG, LABELLING
Anncx I, l3, of üc Mcdical Dcviccs Diıcctivc (93/42/EEC) or Anncx l, 23, of thc MEdical Dcvicc REgulation
(EU| 20171745 specifies the information that should bc specified on the packaging in which the surgical gown is

supplied. The informaiton supplied with the product consedering EN lSO l5223J:20l6 and EN
l04l:2008+A l:2013.

MEASURES TO ENSIJRE CONFORMITY
Thc ManuFacturer declares that he has taken all necessalv to ensure the conformity of products places on the

markct tvilh tcchnical documcntation and basic requircments for this prodcut.

Adcm Altan
Gcneral Manager
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