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EC CERTIFICATE

No. 09 0446 QS/NB

issued incompliance with the Councd Dereclive SVSXAEEC as amendad, which is impsmenied by the Crach
Government Onder Mo, 33652004 {Collsction of Laws), cartifies thar the medical device of Class (b

Nd:Vaginal tighening laser system
Models: SW-333E-1

manufactured by compary

Guangzhou Sunwin Technology Co., Limited
MNo.1 Bullding, Qishe Intrustrial Park,
Tangan Road,Baiyun District,Guangzhou City,China

i manufaciuned ender condidiond fulfiling Ing gualty syatérm requirements af Annax ||, Section 3.2 of the
Directive SU4REEC, as amendd,

The Motifed Body Mo, 1023 has parformad an audit of the abow produsts quality svstem covening the-cesagn
menafactues and fnal inspeciion of the cortified products. The qually system has beden dasessed, approved
And =5 subpect o conlinuous aundrllancs according fo Annas ||, Sections 3.3 and 5 of the Diecive B3MEEEC
The detafled descnplion of the System paris, mequirements and measeres appbed by me manufaciurer acg
praganted in thae Final Raport Mo, B03E00585AR009, which anciosed 1o this Certificata,

Thig Gevifficaie (x mewed under 1he fodmwing confitions;

1. N appdies anty ho e qualify system mainfanmg o e masudsctune of above mierenced models of maaical
desices and i does nol substifile the desigh or lype-axermitaton procoduras, 1 requesiond

Z The Cadificate remains valid wnfl i manufactunng concions or the quakly system ane charged buf
until the 23 July 2014 af the atest

3 Tha Comificaia valioiy s condiioned by posdive resiuls of senagilamse audirs.

4 _<Affer fulfiting the relevant ELN legrsialion, the manufaciurer shall affix fo each medical dowica, of the above
fefdrenced modhis, the CE-muvking folicwed by the nimber of the NMatfed Body sccording o this
exampie:
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fusoad in Zlin, oo 247 July 20012

r P
- ()
j RNDr. Radomir Gevelik
= Reprasentative of the Notified Body No. 1023



mhes
Razítko


