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wauesd i compiance with e Coundcll Dimcthse 534XEEC as amended, which is implamenied by the Crech
Goverment Order Mo, 3352004 (Calisdion af Laws). cedilies that fhe medical devioes of Class llac

Photo Dynamic Therapy Systems

Model: FM-260,FM-1260,FM-324 And Mim FDT

manufactured by company
Shanghai Freya Medical Technology Co.,Lid
N0, 170,Huoshan Road Hongkou District, Shanghai, China

in manulfaciunsd nder condiions fufiling the quality system nequirements of Annex B, Section 3.2 of e
Directive S3M2EEC, as amanded.

The Maotified Body No, 1023 has perarmed an audit of the above products quality syslemn covering the design,
manufaciure and final nspection af the cectified prsducis. The Qually syslam has bean assessed, approved
andl is subject o continucus sursiliance according o Annex |, Sections 3.3 and 5 af ke Direclive BREIEEC.
The demiled description of the paris, requirements and Measues appied by the manufacheer are
prasgrdad In tha Final Report Mo, BOIG002G04072004, which is enclosad o this Cestificala.

Thizs Carificale (s issued wader the foNowig comifions’

1. I appkes aaly io e qualTy sysiam mairiained in dhe manufacie of above refaranced mocels of meadics!

devices and if doss nof subsiiule e JeSign oF Ee-examWalion procecunes, ¥ rguashed.

2 The Ceviificale remains vald unlil ihe manfecunng candifions o the qualty sysfem ane changed bul
wall the Decembar 2T, 2072 ar tha latasr.

3 The Covificabe wailidily s condiianed by posithve mesulls of sonmilance awdis.

4. ARar Aafiling the rmimvant EU legisiation, the manufectunsr shail aiffx [o asch medical devica, of Ihe above
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isswed in Zlin, on 287 Decembar 2008

RMDr, Radomir Gevellk
of the Matified Sody Mo, 1023
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