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Medical Devices

Registration No.:

Rep*rt FCo.:

E-$Wrd sAs
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78113 Adainville
France

t-tD 60126928 0001

384{1115 00?

Manufacturcr:

Products:

Hxpiry Sate:

Effestive Date:

Date:

Medical devices uL:lizing intense pulsed lighh technolcgy

1<FF ri-l.a.hmpnrq fnr q.^nc pnri qit-e inc"l rrdedl

2023 -Ot- L2

The l.,lctified Body hereby declares that the requlrements of Annex ll, excluding section 4 cf the direstive
93/42/EEC have been met for the listed products. The above named manufacturer has established
and applies a guality assurance system, which ls subject to periodic surveillance, defined by Annex ll,
sec.tion 5 cf the aforementionad diroctive. For placing on the market of class lll devices covered by
this certificate an EC design-examination certifieate according to Annex ll, section 4 is required.
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ftiV Rheinland LGA Products GnrbH -

ttiV Rtreintend LGA Products GmbH is a Notified Body according to D
concerning medical devises with the idsntification numbEr
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Report illo,;
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ll{anc,fasfurer,i

$cope inc-ludld:

- Medical devices utilizing int.ense
for decrease of .lr.riwanBEd effects
pos!-surgical scar process

pulsed lighe technoloEry
connecL€d to che

.,1

TUV Rhelnland
LGA Produets GmbH

Tillystrafle 2, 9043{ N{irnberg

ilD6$126 28S001"
28417115 002

E-SWIN SAS
5 Rue de la Noue
781'13 Adainville
Franca

:; M*d;ic-a1,';'devlcesr utl:lizi,ng.,intense pulsed lighL techllolcgy
for Erea.tment of f,}at, mil.d pigmenLed cutaneous lesione

- Medical deviees. ut*liai"ag inien"* pulsed J.igbt techno).ogy
forhairremova1irrretrjt:ionLohormona1or.idiopatnic
f.+ ;orin i *-..5+Y ee 4uri.

-' .I!{a.dlcaI devicee utllizing intense pulsed light t'echnology
,for f,he trealt'$ene of hormonal or inflammatorY acne

- Medical devices uti}izing intense pulsed light technology
fetf, treetrnertt {}f Mei}lonrian Blepharitis
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FtD 60126s28 0001"
284t7118992

E.SWIN SAS
5 Rue de la Noue
78'113 Adainville
France
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$iLe included:

g*,$:btlN. SA$
zA -de 1-a Pr6v6E6, ru€ des c6tes d#orval
?e 55o ttoirdan
France

Act.ivit]* : Manufacture
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Sertifisate
.. The eedificatio'n Body of

T{.lV Rheinland LGA'Produets Gmbl-l

hereby certifies that the organization

E.SWIN SAS
5 Rue de la Nsue
V8113 Adainville

Frdnce

has,ssiablished and applies a,Xfi[,T,iXit:ffi3] system for rnedicai devices

Design and development, manufacture, distribution
and servicing of rnedfcal devices utillzing intense pulsed

light technology {lPL) for therapeuticiilly purposes
(see attachment for site included)

Proof has been furnished that the requlrements specified in

EN ISO 13485:2016
,. '.1 .: , .;., , ,,'

ar:e tult{lled', fh+eualrty rn*nagement sy$tem is su$feotto,yearfy surveitlance.
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Eff€etiveisate: 201s-02-05

Certifieate.Registration l1o.: $X 60126929 S001

An ausil,.ryag,performed. Repoffi :No. : 2841 71 1 5 002

This.C.e:ftificfite,:is.valid sntill 2*21-A1-12

"dsr,
{*#sh:.'.,.

"dtr#ffi'" Akkreditierungsstelle' D-zM-14169-01-02

Certification Body

Date 2018-02{5

tUV Rtreinland LGA Products GmbH - Tillystrafie 2 - 90431 Nii
Trif ,: +49 2!1,808-1371 fail +49 321 808+S35 g-mailrcert-vatidily@de.1uv-cprn htiplAirlv\#.tuv.con1lsafety
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Attachrnont to
Certificate
Registration No.:
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medical devices utiJ,izing i.ntense pulsed tigi.rt
technology (IPL) for therapeuticatly purposes

Tillystra8e 2, 90431 Niir.nberg

sx 60126929 0001
'*8{r71n5 002

E.SWIN SAS
5 Rue de la Noue
78113 Adainville
Franee

SiEe included:

E-SWTN SAS
ZA de la Pr6v6t6, rue des edres d#Orval
zssio Houdin
France

ActiviEy: Manufacturing, distribut.ion and servicing of
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