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By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 506114

Issued To: Smith & Nephew Inc.
Endoscopy Division
150 Minuteman Road
Andover
Massachusetts
01810-1031
UsA

In respect of;

Design, development and manufacture of absorbable and non-absorbable orthopedic
implants, phalangeal and metatarsophalangeal joint repair systems, absorbable matrices to
support bone and cartilage, high frequency surgical equipment, sterile tube sets, surgical
instruments, battery packs and housings for active handpieces, and related accessories for
arthroscopy and laparoscopy minimally invasive and reconstructive surgery areas.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive, For
the placing on the market of class I1I products an Annex II section 4 certificate is required,
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Senior Vice President Medical Devices
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Vertimas i§ angly kalbos
EC Sertifikatas

Pilnas kokybés uztikrinimas

Direktyvos 93/42/EEC medicininéms priemonéms, Priedas 11, i3skyrus 4 dalis

Nr. CE 506114
suteiktas:

Smith&Nephew Inc.
Endoscopy Division
150 Minuteman Road
Andover
Massachusetts
01810-1031

JAV

[skaitant:

Dizaing, vystyma ir gamybg besirezorbuojangiy ir nesirezorbuojanéiy ortopediniy implanty,
falanginiy ir metatarsofalanginiy sgnariy rekonstrukcinéms sistemoms, besirezorbuojanéioms
matricoms kauly ir kremzliy rekonstrukcijoms, aukstojo daznio chirurging jrangs, steriliy vamzdeliy
rinkinius, chirurginius instrumentus, aktyviy jégos instrumenty baterijy rinkinius ir déklus, ir
susijusius priedus artroskopijai ir laparaskopijai minimalios invazijos ir rekonstrukeings chirurgijos
sritims. '

remiantis kokybés uZtikrinimo sistemos patikrinimu, pagal Tarybos Direktyvos 93/42/EEC, Priedo
[T i8skyrus dalj. Kokybés uZtikrinimo sistema atitinka direktyvos reikalavimus. Tam kad patiekti
rinkoje IIT klasés produktus pagal Priedo IT 4 dalj sertifikatas yra reikalaujamas.

Notifikavimo objekto auki¢iau minétai Direktyval (Notifikavimo objekto numeris 2797) BST vardu: -

vyresnysis vice prezidentas medicininiams prictaisams
Proliey vodod

Pirmas leidimas: 2006 birZelio 30 d. Data:

Galioja iki: 2024 geguZes 26 d.




