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EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex Il excluding (4)
(Devices in Class lla, lIb or lll)

No. G1 087194 0009 Rev. 00

www.zlg.de

Product Service

Manufacturer: Ortho Select GmbH
Eisenbahnstr. 100
78573 Wurmlingen
GERMANY

Facility(ies): Ortho Select GmbH
Eisenbahnstr. 100, 78573 Wurmlingen, GERMANY

Product Category(ies): Implants and Instruments for
Osteosynthesis

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il. This quality
assurance system conforms to the requirements of this Directive and is subject to periodical

surveillance. For marketing of class Il devices an additional Annex Il (4) certificate is mandatory. See
also notes overleaf.

Report No.: 713160299
Valid from: 2019-11-09
Valid until: 2024-05-26
Date, 2019-11-07
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Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH « Certification Body + RidlerstraRe 65 « 80339 Munich + Germany



EB sertifikatas

Visapusiska Kokybés Uztikrinimo Sistema

Direktyva 93/42/EEB dél medicinos prietaisy (MDD), II priedas, iSskyrus (4)
IIa, IIb arba III klasés prietaisai

Nr. G1 087194 0009 Apv. 00

Gamintojas: Ortho Select GmbH
Eisenbahnstr. 100

78573 Vurmlingenas
VOKIETIJA

Iranga: Ortho Select GmbH
Eisenbahnstr. 100, 78573 Vurmlingenas, VOKIETIJA

Produkto kategorija (-os): Implantai ir instrumentai osteosintezei

TUV SUD produkty aptarnavimo GmbH sertifikavimo jstaiga pareiskia, kad auk$¢iau minétas gamintojas
jdiegé atitinkamy prietaisy / prietaisy kategorijy projektavimo, gamybos ir galutinio tikrinimo kokybés
uztikrinimo sistema pagal MDD II prieda. Si kokybés uztikrinimo sistema atitinka ios direktyvos

[

sertifikatas yra privalomas. Taip pat zitirékite pastabas kitoje lapo puséje.

Ataskaitos Nr. 713160299
Galioja nuo: 2019-11-09
Galioja iki: 2024-05-26

Data: 2019-11-07
Christoph Dicks

Sertifikavimo / Notifikuotosios jstaigos vadovas

Puslapis 11§ 1
TUV SUD produkty aptarnavimo GmbH yra notifikuota jstaiga, kurios identifikavimo Nr. 0123

TUV SUD produkty aptarnavimo GmbH e Sertifikavimo jstaiga  RidlerstraBe 65 ® 80339 Miunchenas e
Vokietija



