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2lin, Sxech Republic - www llcHin.cz

EC CERTIFICATE

No. 08 0442 QS/NB

issued i complance with tha Councd Directrve BR42/EEC as amended, which & impamented by tha Czach
Government Order No. 3362004 (Caolléction of Laws), cerifes that the medical device of Clirss |1

808nm Diode Laser System

Moudle NOW:TCE-DI TCE-D2

Manufactered By Company
Bijing TCK Co., Ltd
093, Zhuye Bldg., Yuhua Rd, Chang'an District . Shijiazhuang, China

i manulatiuned wnder condillions hdliling the sualty system requirements of Annex |, Section 3.2 of the
Diractive SU42TEEC, a5 amended.

Tha Motified Body Mo. 1023 has pedormed an audil of the above products quality systarm coveding e tessgn
manufaciure and final inspoction of tha tertified producis. The gualty sysiem has besn assessed, approved
and ks subject o coflinuous aurvillance according lo Annea |l Sections 3.3 and 5 of the Directive S34ZEEC
The delailed description of the system parts, requiremants and measwres apphed by e manufactuner ang
prizgented in thé Final Repart No. B03800585A4/2000, which 1s-ancibsnd 1o this Carificate.

This Govtificate ia fsaued under the fallowng condifions:

1. Napples o the quality system maintawned in e manwaciure of above referenced models of medical
devices and I gons nol subsifuio fhe dosign or ypa-mrarmination procodures, f requesiod

2 The Coenificals remains vaid wnil the mandaciunng condions or The Quaily sysiem am chamged buf
iantll By, Mar. 26tk 2016 af the Knlwa.

A The Corificats valdiy 2 conagilicned Dy positive resolfs of survsllinoe audkis

4 Affer fullifing the relevant EU lgisfadion, the mamdecturer shall affix fo sach medical devica, of (e abowve
reforancod models. he CE-marking followed by [he nembie of the Noffled Body acconding i this

Baamye.
thnr Hndumﬁwuh

Roprasartative of the Notified Body No. 1023

issuad in Zlin, on Mar. 26th 2003
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