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CE Sertifikatas - Produktq Kokybds Uitikrinimo Sistema
93l42lEEC Medicinos Prietaisq Direktyvos V priedas

Nr.
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AtsiZvelgiant i tai, kad :

aukltos spartos pneumatiniq ir elektriniq chirurginiq gr4Ltq gamyba, antgaliq priedai,
sterilios pjovimo Serpetos ir priedai.

Sie V priedo aspektai susijp siekiant ir palaikant priedq sterilumq susijp su auk5iiau
iSvardintais produktais.

remiantis musq kokybes uZtikrinimo sistemos egzaminavimu pagal 93l42lEEC medicinos prietaisq

direktyvos V priedo reikalavimus. Si kokybes uZtikrinimo sistema atitinka Sios direktyvos
nuostatus. IIb ir II klasiq produktq marketingui privalomas papildomas III Priedo sertifikatas.

BSI vardu, auk5diau minimos direktyvos Notifikuota institucija ( Notifikuotos institucijos numeris
0086):

Para5as

G"ry l. *t"J"*,tl-t",rZttktinimo direktorius

I5duoda: 28 lapkridio 2008 Data: 05 liepos 2014 galioja rki: 27 lapkridio 20 I 8
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No.

Issued To:

In respect of:

The manufacture of high speed pneumatic and electric surgical drills, nosepiece attachments,
sterile cutting burrs and accessories.

Those aspects of Annex V relating to achieving and maintaining sterility of accessories related
to the above products.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93l42|EEC, Annex V. The quality assurance system meets the requirements of the directive. For the placing on the
market of class IIb and class III products an Annex III certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

By Royal Charter

EC Certificate Production Quality Assurance
Directive 93l42lEEC on Medical Devices, Annex V

cE54L784
The Anspach Effoft, Inc.
45OO Riverside Drive
Palm Beach Gardens
Florida
33410
usA
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Expiry Date: 27 November 2018
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Gary Fenton, Global Assurance Director

First Issued: 28 November 2OO8
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