
NOTIFIED BODY No. 1023 
Institute for Testing and Certification, Inc., Zlín, Czech Republic 

EC CERTIFICATE 
No. 07 0780 QS/NB 

issued in compliance with the Council Directive 93/42/EEC as amended. which is implemented by the Czech 
Govemment Order No. 33612004 (Collection of Laws), certifies lhal the medical devices of Class llb: 

Low Level Laser Treatment System 
Models: GD-100, GD-200, GD-200T, GD-300 

manufactured by company 

GBS lnternational Holding Limited 
No: 338 Dongfengdongjie street, Kuiwen District, Beijing, China 

is manufactured under conditions fulfilling the quality system requirements of Annex li, Section 3.2 of the 
Directive 93/42/EEC, as amended. 

The Notified Body No. 1023 has performed an audit of the above products quality syslem covering the design, 
manufacture and final inspection of the certified products. The quality syslem has been assessed, approved 
and ls subject to continuous surveillance according to Annex li, Sections 3.3 and 5 of the Directive 93/42/EEC. 
The detailed description of the syslem parts. requirements and measures applied by the manufacturer are 
presented in the Fina! Report No. 803600290012007. whlch ls enclosed to this Certificate. 

This Cerlif'IC8te is issued under lhe following condilions: 

1. lt applies only to the quality syslem maintained in the manufacture of above referenced mode/s of medical 
devices and it does not substitute lhe design or type-e1<amination procedures. if requested. 

2. The Cettificate remains va/id until the manufacturing conditions or the quality system are changed but 
until the December 27, 2015 at the /atest. 

3. The Cettificate validity ls conditioned by positive results of surveillance audits. 

4. After fulfilling the relevant EU legislation, the manufacturer shall affi1t to each medic11/ device. of the above 
referenced mode/s, the CE-marl<ing followed by the number of the Notified Body according to this 
example: 

lssued in Zlin, on 28"' Oecember 201 

~1M..~S/ 
RNDr. Radomir Čevelfk 

resentatlve of the Notífied Body No. 1023 

mhes
Razítko
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NOTIFIED BODY No. 1023 
Institute for Testing and Certification, Inc., Zlín, Czech Republi ..... __._.~.:.---c 

EC CERTIFICATE 
No. 07 0780 QS/NB 

rssued in comphance \•,i th the Col.net O.rect1ve 93.'42!EEC a::. amenéed. which 1s 1mp!cmcn:cd by :ne Czech 
Government Order No. 33612004 (Co?!echo:i o~ Laws). ccrt1fic::. that thc med1C<!l éc ... 1ces of C!<lss lib: 

ND: YAG Laser Treatment System 
Models: NBW. 1000 - 10008 - 1000pluss - 1500 

manufactured by company 

GBS lnternational Holding Limited 
No: 338 Dongfengdongjie street, Kuiwen District, Beijing, China 

is manufacturcd under conditions fu lfll!tng thc quahty sys:em rcqu:rc:r.cnts of Annex 11, Scct;on 3 2 of thc 
Oirective 93!42tEEC. as amendcd 

The Notifled Body No. 1023 has performcd an audit of the aoove p~Oéucts qv al1ty system co·~enng the design, 
manufacturc and !1nal inspecoon of the cert1f100 products. The Quahty systcm has ooen assesscd. approvcd 
and 1s su!>1ect to continuous survc: 13nce acco:é r.g to Anncx 11 , Sect1ons 3.3 and 5 of thc 01rcctivc 93!~21EEC. 
The <:etailed descnption of the system parts . rectuircmcnts and mcasures applicd by tho manufacturcr are 
i:;rosen:ed 1n the Fina! Report No. 8036002908:2007, wnach 1s cncloscd to thís Ccnifi~1to . 

This CcrtlflClJlC JS 1ssucd undor tlw fcllowmg cond1:rons 

1. lt app!1es only to the qua/Jty system mamtamed m tho monufacture of abo·,re referenced mode/s of mc d1cot 
dcwccs and 1t c!oes not wbst1tute U1c design or type ·cxammat1on ptcccduros ·DA 

2 The Cett1ficate remams va/ld un til tne manulacturmg cond1t10 s cgO~~~~W.4il~!8fl 
unlll thc Dcccmber 27, 2015 a t the !atest oocu~'EN'.f~i"":.,.-®i~~~ 
T).. c . . , 2.a.K. ~r . E 3. 1110 c rttficoto volt<ir!y 1s cond1t1oncd by pos!l1vo rosults o. survc 11trn~ 1 M _ 

4. Afto1 fulf11/mg thc retevont EU teg1sfat>0n. tho monufactvrcr s"811 ffix to <1~~~~ 
refcrcnccd mode/s. t11c CE·markmg foJlowcd b:,· tho numbcr \2!,~~~~~~~ 
cxomplc: 

Anex 


