Notified Body No. 1023

INSTITUTE FOR TESTING AND CERTIFICATION, ing.
Zliry. Szech Republic — wweriinzline?

EC CERTIFICATE, %‘**3\

No. 09 0855 QS/NB W

issued in compliance with the Councl’ Dircctive 3342BEEC as amended, wnich iz implemeantad by
the Czech Governmeni Order No. 3382004 (Collection of Laws) cerifies that the products —
medical devices of Class Hla

Scaler Ultrasounic Unit
Models: 5P-D1, SATELEC , ACTION

manufastured by comparry

Ningbo Youjoy Dental Equipment Co., Lid.
No.275, Lane 321, Tongning Road, Jiangbei Investment & Pioneering Park C,
Ningbo, 3158033, China

are manutactured under conditions fufilling the quality system requirements of Annex |, Secion 3.2
of the Dirgctae CGMAEEC, as amendad.

Tha Nolifisd Body No. 1623 has performed an audit of the above produsts quality system covering
the design, mapufectura ard final inspection of the certified predpcts. The guality system has been
a3sessed, approved and 15 subjact 1o continucus surveillance acoording to Annex H. Sections 3.3
and §.. of the Directive 33/42/EEC. The detailed description of the system gpars. requirements and
measures applied by the manufaciurer are prasented in the Final Reporl No. 8035007162008,
which & enclosed to this Certificate.

Thiz Cautinoate is issund under the foloving conaiang:

7. # appdes only (o the qually syslor mginiaioed ko the manuisciurs of above referenced models of medics!
dewices and i doss no? subshivie the design or fype-cxaminadlion precedures, ¥ feguesiod.

Z T Corfificale memaing valid unill s menuiechlang condiions ar the qually system are changsd oul
uati the 20 Janwusty 2014 at ths latest

3. The Cerlifvale wolidily iv conditionad Ly poshiye resulfs of sur/eiitance suds,

4. ARer fulfifiing the refavant EU legisialion, the manuiacturps shal affie (o oach modical desdng, of ihe abave
refersnced models, the CE-manung fadowed Dy the number of e Nodited Body acupnfing fu bhis
exampie:

" 1 RNDr. Radomir Cevelik
Issuad In Zlin, on 367 November 2009, _ Represontstive of thy Netified Body Mo, +023
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