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lssued ro compliaflCe witn tha CouneU Oirocwe 93f42/EEC as amended. wtlktlls Implementad bylhe Czech
Govornment Oidor No. 33512004 (Cotledlon 01Laws), cettífjeslh.atl~rnedlcal dellÍOOs 01Cfass Ilb:
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ND:YA'G laser Treatment System
MOdels:GN180, GN280,GN580,GN1000

manufacturad by oompany

GBSlnternational Holding Limited
No: 338 Oongfengdongjie street, Kuiwen District, Beijing, China
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RNDr. Radomir eevelík

esentatiYeof too Notifiod 8o<:IyNo.102~
lssued In Zlin,on2S

lít
Oeoember 201

iS tnanufaetured under oolldilions fOlfinitlg thOquallly system re'qU'lremen1s01 Annex. 11, sectlon 3.2 of the
D1ltCUve 93f42JEEC. as emended.
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The Notffied Body No. 1023 has performedan sudlt of lno aboYe products qua1itySy$1om ooveñngthe deslgn.
manufacture and fp\al ínspecllon of lhe oertirlEld produets. Tho quafity sy$1em has been asscssod •.approved
al'ld 1$subject lO oontínuol.lS sl.llVolllancca<:oGtding to Annex n. 5eefions 3.3800 :5of 'Ihe Olroctlve93f42/E.EC.
ThGdetalled clesorlPtlon of the system parts, requirement$ endmeasures applled by !he manufaetutef'ore
pre,sentedln the Final Repon No. 803600290Bl2OO1.whlcn is enclosed lo this CcrflflCate.

ThfsCét1iflC8to is i$sued undcrthe fo/lowino OóhditJons:

1. It eppliesontyto fiJOqus/jty systemms/nts/ned In lhe manufacture o! aboYé referenood models ofmed~1
dsvlOes end if doe$ not substlfU1s Ole deSigll or tYPiH'xamJmn1onprocedures, ffrequesttld.

2. TheCertjfute remafns vaf1d until fhe manufacturfng conditJons or 'he Qll31ity system sm che(lged but
untlJ theDecember .27, 2015etthe latest.

3. Thecenific81e vtJlidity Is Cóncf¡tlorted .by poSltlve resutls al surveJI/8nce avdifs.

4. After Mrdling the teleV3nt ,EU legis/8tiOtl. the manufacturer sha{JsffIXtaeach medí~/devfoe, oH1Ie sbove
roferencfJd models, the CE-rottrldng (oI7Owed by ,he .flumf)er of lhe Notmed Body accort1ing lo this
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NOTIFIEOBODY No. 1023
lnstitute for Testlng and Certlfieatl9n, lne., ZHn,CzeehRepublle

EC CERTIFICA TE
No. 07 0780 QS/NB

lssuad ¡Incomplianeo wlth the CouncO Oirectlva 93/42JEEC as amendcd, whlch 1$ implomontcd by thc C1.och
GovernmentOrder No. 336/2004 (Collecllon 01 Laws). eMitíos lhat thC medlcal dovices 01ClaSS lIb:

NO: YAG Laser Treatment System
Models: NBW.1000

manufactured by company

GBS InternationalHolding Limited
No: 338 Oongfengdongjie street, Kuiwen Oistriet, Beljing, China

Is manufacturod undcr con<1itlons fulfilling tho Quolfty systcm tOQuirctnCtlts of Annox 11,Soction3.201 tho
Diroctivo 93{42JEEC. as amcndcd.

Tho Notiftcd Body No. 1023 has performcd <lO audit 01 the aboye products Quallty system covering tha doslgn.
manufacture and final inspeetion of thecertinod ptoduets. The Quality systom has beeo asscsscd. aPlltOvod
and Is subject to continuous sutvcUl3l'loo accofding to Atlnox 11.SecUons 3.3 and 501 tha DIrectivo 93/42/EEC.
Tho detallad descriptlon of the system pans, reQulrements and mensures oppllod by lhe manufocturcr aro
prcscntcd In the Final Roport No. 803600290B{2oo7. wtlich i$ cnclosod to thls Certifieato.

Thls Ccrtlficstc Is Issuod undor the fol/{)Vllng conditions:
1. tt apptles on/y lo 1M qUD1JYy system malnta/ned In tite manufacturo of aboye referenced mod(Jls 01medicof

dovices snd It doesnot substitulo lhe dcs/gn or type.exomfnlJtion proccdufcS, rt rcquostcd.
2. The Certificate remoins vafld (Jnlif the manufactu6ng cond,tlons cr tIle qua/lty systom sre changed but

until tho Ooccmber 27. 2015 at thelotesI.
3. Tho Cortiflcato VD/idityIs condit¡'oned by positivo rosults of sUfVci/1ance8udits.

4. Aflof futfi//ing Ihe rclovDf)t EU legls/lJtkm. tho nlonuffJcturcf sllDl/ (J(fixto CtlChmodÍC81dovloC, of tite obovo
rofcrtmccd modo/s. 1110CE.morl<lng followcd by the number of tilo No/ifiod Body ltccording lo Ihis
examplo:
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Issuod ioZlín. on 28~' Ococmbct 201
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RNDr. Radomír eevellk

oscntaUvo of too Notifto<:lBody No. 1023


