
flosteril

EU DECLARATION OF CONFORMITY

This Declaratir:rr oí Coníottlity, issr:er_] Lttltjčt 1ittl sole tc-.ltr,<-rrrsii,riltlr,,oí the trtatruíacturer
Flomak Tekstil Makine Muh. Mum, Taah. San. Ve Tic. Ltd. Sti., Beysan Sanayi
Sitesi, Birlik Caddesi No: 24 Haramidere Beylilcduzu lstanbul 34524 Turkey hereby
declaring the íollowing í\,4edical Devlce,

Product Description: : Flosteril Procecjure h4ask. 
-Iyple 

l

Model:'l900

is/are in coníormity with the provisions oí the íollowing European Regulation and
national regulation.

Medical Device Directive

Risk class oí the device in accordance with Annex lX: Class 1, Rule 1

The model is/are in cclt-tíottttity wiih tittl ;_iil;riil,;it;tis cli Ditectivt: {EtJ) 93/42iEtC ancl
2007/47/EC irrcludrng ittclucling iLiiíiltltiltt1 rlí lltc ;,l;lJllir;i,rl,.lc trssjelltií]l rcquirerrients set
out in Annex l, arrd with the Natiorlal SlarrcJ::rcl tratlspr;:;itt,q 1he ltartrrotrizecl European
Standard N ttrrri:er(s):

lSO 13485;2016
lSO 14971;2O19
lSO 15223-1:20]9

Coníormity assessment procedurel N lA (selí rlec l;t t ;,lttt_rtl J

i}s ilt§liif Thť t[iT,',y+i i,§B:Ť] i

i*",ť*.,*#'iiJ 
'.il"TiSigned by:

Date oí ls§ue; 12,05,2021
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