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Fabric

The gown is made in SMS Fabric which is produced Polypropylene Spunmelt production technology that
contains multiple Spunbond and Meltblown types in single production line.
It is waterproof quality , anti-static, UV Stabilizer , Flame Reterdant
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Production

The closure is at back with 4 tie strings at waist and velcro at neck.
The cuffs are made with internal elastic for protection.
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43 GSM SMS FOBIK WHITE SPUNBOND

WSP130.1

107001209

WSP110.4

WSP110.4 N 70,0 55,0 - 55,4
WSP110.4 N 115,0 90,0 - 91,0
WSP110.4 % - 60,0 120,0 60,7
WSP80.6 mmWC 320,0 280,0 - 405,7
Glsan mm 1600 1590 1610 1602




1 piece in 1 polybag

60 pcs in 1 box

Box dimension :40*60*40
Gross weight : 8,30 kg
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EU DECLARATION OF CONFORMITY

MANUFACTURER
MADAMMODE KON FEKSIYON SANAY| VE TICARET ANONIM SIRKETI
Karaduvar Mahallesi Serbest Bolge Bulvan No:21 Akdeni MFKS { TURKEY

MMM

\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\\“.\\

PROI]UCT DESCRIPTION
MM 801 Model oded uﬂy G WIS Wi anda perunmnuu o be used to prevent the ira sionuf

infective agents between clinical st ndpm surgical nclcﬂ.hern| asive procedures, classified a
Mu‘lm I}e me(Chss )]
The © feclares on his sole responsibility that the product above is, under conditions of
normal use and conditions defined by the Producer / the M uf |n=saf andmmlsn the necessary
legal conditions and requirements. T‘Mprnduct i medical devic h ndedl'orsmgleuse and
solely in with the A r's ir
The Con ormily is assessed especially with the following provisions:
Government Regulation no. 93/4 M—.F dical devices establishing technical requi far
medical devices, in Irulveword
. echncalstlndwdEN 13795-1:2 Surg ical clothing and drapes - Requi and test meth
Part | urgv:a d-qxs.mdgnw
- I'Jhﬂ

s Other relevant local, national and community standards
e For the assessment of conformity, the following ocumuntswmasoaped

+  Results flabomorylm s for Mie rol Pcnurrn jon { Dry/Wet) and Mic:ttbmlcmmm Bioburden
by Ekoteks L \reﬁﬁutu'n .ﬂs

. Resu ofl.llwmor)rhul for Bursting and Tensile Strengths (wet/dry) by Ekoteks Laboratuvar ve
Giszetim Hizmet! leri A.S.

MARKING, LABELLING

Annex [, §I3 of the Medical Devices Directive (93/42/E I:C) nnm( , §23, I'h Medical Device Regul
(EU) 2017/745 specifies the information that s 1ou be specified o pmkag hn:h the medu:al l'we
mask is supphedﬂ-c information is supplied wil pﬂ)duccnieﬂ EN‘\‘»O 5223-1:2016

1041:2008+A1:2013.

MEASURES TO ENSURE CONFORMITY
The Manufacturer declares that he has taken all necessary measures o ensure the conformity of products placed
on the market with ical ion and basic requi for this type of product.
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