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Yel, you con.'QUALITY SYSTEM FORM: FM-CP03-007b REVISION LEVEL: G

Under sole respanribility, lhe undersigned hereby certify that the medi[al device(s] described hereinafter as;

Product NgngQ3:g!.atiqru tnvacare* HomeFiilr il Compreesor GVDIS Jo{elrtr 6t60S

Bodel(s)lepd{ft |OH200AW BasiE UDt.Ol: 0B414471HomeFilt2WB

with the following locations;

M*Eufact$rer tnvacare &rporati*n
Address: Qne l$vaaare WaV

*ty.stets, Frovinca: Etyfla, Ot{ 44035

Country: Unit€d Stats of ArEerica

EtJ &epre*enta-tlve: !*vacare G*vtb}'t

Addre*s; AnrAsheEleri'ief I
Sty, Statq Praldr*e: 883L6 tsny

Ce!iltry: Gernrany

i: {are} in coafos*ltVwith;

${s{ri$l Berie Oirect$ue 93I4UEEC - AnnEx V- a* dassifi*ation tta_ urlng An*ex tX - R*te Ll_

Artide 4 ef the RoF{S Siractiue }OXVSS/E{.i of ttqe E*;rropean Padia+ntaat and the Co{rs{il q.f & .lu*e tE3"!. $os re*tri*ie{r ef the $se ef
sertain harardstrs srrbste&ces !n El.ectrica! aRd dsctronic eqsipfiierlt,

th* fclluning hanmonized standard{s}.

EN 1041.?013
l5Q 10993-1:2009
150 i0993"5:!009

l5O 10993-10;2010
l5Q 10993-lr:2010
EN ll0 14971:2012

1501$001;2010
lSQ 15223"1:2016
IEC 60601.-1-11:201"5

lEe 60601-1-2:?014 IEC 62304:?006
IEC 50601-1-6:2010 l€C 62366-1:1015
tEC 60601-1.: IEC 60601. l:20O5+,AMD1:?012

and using a quality management Systefi certified to l5O 13485: ?016 by SGS UnitEd Kin6dom Ltd., System$ and Certification. Rossrnsre
Business Park, Eliermere Porl. Cheshire, CH{!5 3EN, UK, Certificate Number: US97/10?67,

Medrcal Deviee Direetrve 93ld#EEC monitoring and supervi:ion by SGS Belgium NV., sGS House frloorderlaan, 87 2030. Antwerp,
Belgium, aE Notified Body 1639 , Certificate Number: US191819943504

Effi lneerrnc--8.c"p.{eicElalive

(fuz-9;xName: Wrlliam Danrels

li t e QC a I 
! ly-EgeISlS r'Ieljve

Name: Donald Beottv

Regd-algrv AlJetlr_BspresSItta_tLys

Narne: Tyler Krueger

Signature:

5ignatu re:

Signature:

Date:

Oate:

Date: zlz-tlzwz

tco-L6z712

Templrte lnfsr r-HQ05-001t01c Rcv. Level: A ICO-159360 lssqe Date; Mar. 16.2018
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