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DECLARATION OF CONFORMITY

We

Manuiacrru,er, IrEr,lsTrKuM" |limiterl 
Liability t""tq,TJ;nlikl 

mrrhatrla. eitizerrs gatheiing,

Acldress: oritil* *; 2s. Y,ayiktuson-2 street'

parksnt di stricr; T--il:; ;-il; r i il o s, R ep*blie of uihe-kisten

declare rurder sole responsitiiliw t"or,issuing this declaration of confo*nity'in relation to the tbllowing

medical deviees:

illedical hle*ched cloth g+ule non-sterile in ?l ** x 100 sriro, 90 cm X'1000 tn' ur' 90 cm x

200 m, 90 cm x *00 *r" aid in:piec-- fi-;;-* i nr, 9* cm ; ;;' t6 eil x'g rn' 9$ cnt xi' m' 90 cm x

10 m, g0 crn x,z5 m antl no* - sterile;-**G'it"nu"aug*s'5 m x'10 cm' 7 mN LJ cm'

Basic UDI-DI: 478001 9 14TDoc-00 I 6W

Fortheabovegivennredilal.devic3l-},'h"j:b'J,^l:laredthatitconfotmstotheessentialrequirenrents
set ouf in oommun8'lp-giilatian rnentioned belaw:

Regulation (EU) zs$ff4. of the Europ.ean parliamcnt and'of t'e council o{ 5 Apr'il 2017 on

medical device* 
$tandalts that have been used in relation to whish. eanfcnnity

Statement about, the retevant harmonized

is declared: 
-!- i^r ' *rr rcA r'{orrt''?filq- $21' EN Iso 

'0993-EN1407e:2003,ENIsol348s?11-6ifNISol4e?1:?011lENIsor5723-rz2l
r:2020,EN rso rosgi-s,i6rig, rx rsorod-io,zozs, nx rso 10993-11:2018

:ssifieatiCI.nface.trrdingtotheAnnexVilltotheRegul*tion(EtI)2017/745&EDNMedisal devicgE eln

93t4?IEEC)
Class [, rule 4

Trre confor:nrity Assessnrgll$oute ot medical deviees has 
'!een 

sereoted according tq &" Annex IX

foiL- n"g"tetibn S!J)- 201?1745

our EuroBean Atrthorized' Represent ative: BAR,LTUED S.R'L.

i;;;;t;-ss; rhe R uln'oi.Yo:11'-
liriri*ou. st,' iuza Yotla'I/t'
Tel:: +3?369230364, E nraPg

Signed for and behalf ofi

Republie qt UIqr*#i3S,r Iashke$ eitY
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