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EC CERTIFICATE

NO. 09 0620 QS/NB

ausd in compiance wih e Coundl Direclive S3WIEEC as amended, which is implemenied by the Crech
Giovermment Order Mo, 3382004 [Caleciion of Laws), cadilias that the medical devices of Class lla:

IPL Photorejuvenation Treatment System (with RF Function)
Models: Freya,Diona

manufactured by cormpany

Shanghai Freya Medical Technology Co., Lid
NO0.170,Huoshan Road, Hongkou District, Shanghai City,China

is manufaciured undaer condBions fulfiling the quality system requirements of Annex B, Seclion 3.2 of the
Dirpctive GL42EEC, as amanded.

The Molifiad Bady Mo, 1023 has periommed an awdi of the abowe products quality sysiem covering e Sesign,
mmmwwﬁumm.mmwmmmmmﬁ
and ig subject 1o conlinuous surseillance acoonding o Annex |1, Seclions 3.3 and 5 of tha Direclive BREHEEC.
The detalled descriplion of the sysiem paris, requinemenis and measures applied by the manufacheer are
prasantad in tha Final Report Mo, BO3GDO2SRA2004, which is enclosed o this Certificaie.

This Catificale = issoed pader the foNowing conaVions.
1 I appkes anly lo iha quaesTy spstem masdained in the manufectove of atove relaranced Mool of Mo
devices and ff doss nof subsiiule fhe design o fpe-sraminalion procedures, ¥ requashed.

2 The Ceviificale rermaing vald wnlil the manwWachuing condilions o the qualty sysfem are changed but
wnlil the Decwmbar 27, 2012 ar the lakast.

1 The Cevificaie wailidily 5 condidonad by posiive resulls of surveliance audiis.

4. ARer fifiling tha refovant EL legisiabion, the manufactuer shail affix [o aach medical device, of ihe abowe
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