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

EC CERTIFICATE

No. 08 0438 QS/NB

issued in compliance with the Council Directive 2342/EEC as amended, which is implementad by
the Czech Government Order No. 33602004 (Collection of Laws), certifies that the product = maedical
devices of Class lla, model

Disposable Dental Kit
manufaciured by company

Changzhou ShengKang Medical Applianes Co.,Ltd.
Lijia Industry Park Changzhou City, Jiangsu Province, China

is manufactured under conditions Tulilling the quality system requirements of Annex V', Section 3.2,
of the Directive 33/42/EEC

The Notified Body No. 1023 has parfarmed an audit of the above product manufacturing quality
systemn. The guality sysiem has been sssessed, approved and is subject to continuous survaillance
according to Annex W, Sectons 3.3, and 4, of tha Directive 83/42/EEC, The detaled description of
the system parls, requirements and measures applied by the manufacturer are presanted in the
Final Report No, B03500227/2007, which Is enclosed o this Cerlificate,

This Cerifficale is feswed tndar e following conditions:
1, It appifas only fa the qually systam maintained in the manufaciure of the above refersnced models of
madical devices and I doos not sebstifide the desigm or iypa-examinalion procedurss, if requested.

2, The Cerificale remains valid unfil the manufeciuring condifions or the quallty system are changed bul
until the 8 Avgust 2012 at the fatest,

The Comficate valialy Is condifioned by pasifiee mesulfs of sonveilfancs awdifs.

d, Affer fulfitiig the nelovant EU fegislaion requirements. ihe manidfaciuror shall affix o each medical
davice, of the above miprenced modals, the CE marking foffowsed by the number of the Notifea Body
accoving o this exampls:

C€.o

lesued in Zlin, on 9 August 2008

Yo ,Uca?
RNDr. Radomir Cevellk
epresantative of the Notified Body No. 1023
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