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Declaration of Conformity Non-Medical Device

Declaration of Conformity

Vertex-Dental B.V.
Centurionbaan 190
3769 AV Soesterberg,
The Netherlands

Hereby declare that the product:

Vertex Divosep
Biue

is not classified as a medical device according EC Directive 93/42/EEC Medical Devices.

This Declaration of Conformity covers all Vertex Divosep produced as of batch number
XG055C01. A complete list with the product references is available in the attached
annex.

Vertex-Dental BV produces and distributes Vertex products according a quality system
based on EN-ISO 13485:2016.

The corresponding certificates are valid until December 2021 and are submitted by SGS
United Kingdom Ltd. We refer to our technical product files, which are part of our quality
assurance system. The competent authority is permitted to inspect these files.

Notified Body: 0120
SGS United Kingdom Ltd.
Inward Way
Rossmore Business Park
Ellesmere Port, CH65 3EN
United Kingdom

Soesterberg, February 1%t 2019
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Mrs. L. Vioet - Emonts

Manager Quality Assurance & Regulatory Affairs
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Vertex

Annex I: Product references Vertex Divosep

Dental

Declaration of Conformity Non-Medical Device

Description Size Productcode
Vertex Divosep Blue 25000 | ADSBL25000
Vertex Divosep Blue 1000 | AVDSBLO100O
Vertex Divosep Blue 5000 | AVDSBLO5000D
Divosep Blue 1000 | AULDSBLO100O
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Vertimas i§ angly kalbos
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Atitikties deklaracija ne medicinos priemonei

Atitikties Deklaracija

Mes,
Vertex-Dental B.V.
Centurionbaan 190
3769 AV Soesterberg
Nyderlandai

patvirtiname, kad produktas

Vertex Divosep
Blue

néra klasifikuojamas kaip medicinos priemoné remiantis Medicinos priemoniy EB Direktyva
93/42/EEB.

Si Atitikties Deklaracija apima visas Vertex Divosep gamybos partijas pagal Nr.XG055C01.
Visas produkto Vertex Divosep charakteristiky sarasas yra nurodytas pridétame priede.

Vertex-Dental BV gamina ir tiekia Vertex produktus remiantis kokybés sistemos EN-ISO
13485:2016 pagrindu.

Atitinkami sertifikatai galioja iki 2021m. gruodzio mén. ir yra patvirtinti SGS United Kingdom
Ltd. Mes remiamés savo produkty techninémis bylomis, kurios yra misy kokybes sistemos
uztikrinimo dalis. Sios bylos yra teikiamos tikrinti kompetentingai institucijai.

Notifikuota jstaiga: 0120
SGS United Kingdom Ltd.
Inward Way
Rossmore Business Park
Ellesmere Port, CH65 3EN
Jungtiné karalysté

Soesterberg, 2019 m. vasario mén. 1 d.
/parasas/spaudas/

p. L. Vloet - Emonts
Kokybés uZztikrinimo ir reglamentavimo reikaly vadovas
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| Priedas: produkto Vertex Divosep charakteristikos:

Aprasymas Talpa Produkto kodas
Vertex Divosep Blue 25000 ADSBL25000
Vertex Divosep Blue 1000 AVDSBL01000
Vertex Divosep Blue 5000 AVDSBL05000
Divosep Blue 1000 AULDSBL01000

S
- Logigtikos vadybininkeé
- \,«\“ ‘f: i/ imini\n atoré
\ Vo) , A . . .E . é
\& okuness /A Paliulien
A\ WAL
N “‘-,”g AU

DoC-DS-2019-01-JK



