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De6l9n and nanufacturc of Radial Ptaurc wave devi@, c!rehu$dar sdmulatod,
ultEsolnd units. Th€EEUd. laseF and mn-sterile aG3ori6.

on lhe basls ol our emiEtim of dre qual V 6uEe s'std lnder dl€ requl|wnts of C@ndl Dl€t€
93/42lEEq Ano* u *cludhq s6m 4. 1lE quallty asEnc Estem meb tlE rcqulremenE of tt€ dre.tE For
tlE dadnq on the rudct ot das Ifl prcd(ts an AnH n ston 4 eltfiGie ls rcqulEd.

For and on beharf of 8sI, a Nodned Eodv for tE abo€ Dlreddw (Notl5ed Body Numbd 2797):

makinq excelence a hablt:
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EC Ceftificate - Full Quality Assurance System
DiEctiw 93/4ZEEC on iledl@l Deie, annd Il sduding secdon 4

c€ntre EureP€€n de Frct

64990

Albet Rcien, Resulatory L!!d
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EC ceftificate - Full Quality Assurance Sfft6ffi-

srDcl.m4t rylntomadon t cE

corE EUFD&I d. Fnft

46571

II24A
,16571

35t47

.Eatlc & SIIM I DICr[tlONS: strllc Ehab by rnuscte eeduGfion,
Rel.Etion of musde sr$s, Pftnflon or rer.daron or disus
attupt'y, h@* l@l blod.j@tatlon. Musde E<du6nh_
i4aintahhq or inousing 6n9e or motlon.

Indlotions for EMG .ton6: To detemhe t E ad€don Unino of
musds tu et6 ning of musde adiEtDn, @dinadnq of mu;e
acti@tion and ary hdrGtion of $e to@ Drcdued bv ;usde for
@ntml and mlntenaR of Fusde ontradi@s 6r Eb€tion muscte
t_alnlng and husde B€du@ton. Indkadds for In@urene: pMnde
bio&edback for the puD@ of refEblliHd of petvt n@r musd€s ro.
tne trelnent of udnary Inddnse.

UlFelnd: Applidbon of dEdpe{tk deep heat 60r the tEtnenr of
sd€ded subnrrcnrc and chonlc medtol @ndmoN.

Laer: To p@ide topi@t hetins br inc@tnq t@t blood c whtjon,
eli*ing mlnd nJsde dnd iomt achs, pains, and sljtrns, 

'darinsnusd6. eriw:ng muscle spasro, dainq nrror patn and sifins
sdlated w n aihnts, p!tuLing ne@ Ege@dd, bo.e g@th,
and rigament epalr and h4llnq Munds,

Earry DaEl 2o2+or-23
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Fage 2 of3



bsi.

makinq exce lence a habitl
P€ge 3 or l

EC Certificate - Full Quality Assurance System

s{pDlcm.nt ry Intom.don t cE641250

trbnd.d DurDoe P.r $U

60409 Inlele.t High Power
t se6 (HPL7 &
HPL15)

Subi@mlaL dnfllcG, cutr injun6, A*hrcsit Epididylitisi,
EqttorcLetis, Epitrocleitis, Bu6ltis, FFdure aitereftucts, Tendinitis/

callal tunnel syndrome, Pubagia, Gonafthrcsis, R4onstsuctioi
of anbnor @c ate liqanent, cw s foot Bu6ius, spEins, Plantar

tuciius. ldril6 tendm, ceryi€lgia, ceryi@l bEdialgia,
contEctuE,Spondyloslt Lumbaqq cmrthrcds, Pitifomis

l.4D 1103

MD 1103

I'tD 1103

t4D 1103
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Dnective 93/42lEEc on Medical Devices, Annet II dcluding section 4

List of Significant Subcontractors
R<€nked as beLnq nrclrred in *Nles relatng to nre pdud @€d Dv:

dlo lrop€drG de Mqi@ s.A de c,v

making e/ce lence a habit"
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Directive 93/42lEEc on lYedical Devic6, Annex Il excluding section 4

List of Siqnificant Subcontractors
Reolnken as b€hq rM wn n swi@s €laling b nre pdud 6verd bv:

Dond Tedinordgy corpohBon

rnak ng elcellence a habit



bsi.
EC Ceftificate - Full Quality Assurance System
Dire<Uve 93/42|EEC on MediGl Devicet Anns II excluding Section 4

List of Sionificant Subcontractors
Reolnisen as b€hq hvor!€d in *tures €laBng to ine product o€rcd byl

certtfi@te No:

l$ued Tol
c.ntrc EuFp€.n de FrGt

Lousu€m

rlourage Ere.rrbnrque Men que

Parc d'rrtvrtes ds Edbrts, 2

maknq excelence a habrt'
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