TC.

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

EC CERTIFICATE

No. 08 0072 QS/NB

issued in compliance with the Council Directive 342/ EEC as amended, which is implemented by the Czech
Gavvarnment Oeder Mo, 3362004 (Collection of Laws), cedifies that the medical devices of Clags llb:

Surgical Diode Laser System

Models: LK-Series
manufactured by company

Shanghai Lucky Laser Technology Development Co., Ltd
Room 141, 3F, No.1243, Caobao Rd., Meibohui Building, Shanghai 200233, China

is manufactured under conditions fulfilling the quality system requirements of Annex |I, Section 3.2 of the
Direclive S3/M2EEC, as amandad.

The Notified Body Mo, 1023 has performed an audit of the above products quality sysiem covering the design,
manufacture and final mspection of the certified products. The quality system has been assessed, approvad
and i% subject o continuous surveillance according to Annex I, Sections 3.3 and § of the Directive S342EEC,
The delailed description of the system parts, requirements and measunes applhed by the manufacturer are
presented in the Final Report Mo, BO3G00314B 2008, which is enclosad o this Certificate.

This Certificane s issued umdar fe following condifions:

1. Nappbes only fo e gually system maintained in the mamafaciure of sbove referenced models of medical
davicas and if doas nof substifute the design or iype-axamnalion proceduras, i requested,

2. The Cartificale remaing vafd undl the manufacturing condifions or the qualify system are changed bl
until the 11 February 2013 af the latest

. The Cerfificate validity /s condiionad by posithe resulls of survailfance audits

4. After fuffilling the relevant EU legisfation, the manulaciurer shal affix fo each medical device, of the above
refaranced models, the CE-marking folowed by the number of the Notified Body according fo his
Burampia;
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artative af th Motified Body Mo. 1023



