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FIHAT IS dODALITY

EC DECLARATION OF CONFORMITY

Accord to Annex VIl of MDD 93/42/EEC

TFO200 060424

GC EUROPE N.V.
Research Park
Interleuvenlaan 13
B-3001 Leuven
Belgium

We ensure and declara under our sole responsibility that the products :

GC FUJI PLUS
GC FUJI PLUS CAPSULES

to which this declaration relates are in conformity with the following standarads or other
normative documents -

Company Standard AF-33-Q-301-3006 (1)
EN 1641 : 1996 - Dentistry - Medical Devices for Dentistry - Materials
(where applicable)

and meet the provisions of Council Directive 93/42/EEC concerning Medical Devices
which apply to them, and is manufactured in accordance with the technical
docurnentation.

This products is Class lla according to annex 1X of the Council Directive

. . ——
Leuven, ... ! EI Mﬂmﬁ ....... h\l OO~ —
Ciate P. Marfouvriez
Compliance and Guality Systems Manager
On behalf of GC EUROPE N.V.
interleuvenlaan 13 BE 452 407 307

B-3100 Leuven Belgium tel: +32 16 38.80.60 fax: +32 16.40.02.14



Fertimas i augly kalbos

GC Europe N.V. r {‘ F r
European Head Office L F C F
EC ATITIKTIES DEKLARACIJA
Pagal 4342 EE riedy VII
TEOZ00 060424
GC EUROPE M.V,
Research Park
Interleuvenlaan 13
B-30{11 Leuven
Belgija

Prisiimdami visa atsakomybe mes uZtikriname ir paskelbiame, kad produktai:
GC FUJI PLUS
GC FUJI PLUS KAPSULES
su kuriomis vra susijusi & deklaracija, atitinka Sivos standartus ar kitus normatyvinius dokumentus:
[monés Standarty AF-33-0-301-3006 (1)

EN 1641 ; 1996 - Odontologija. Medicinos pricmonés dantims gydyti. Mediiagos
(kur 3is standartas yra taikomas)

ir taip pat atitinka Tarybos Direktyves 93/42/EEC nuostatas susijusias su Medicininiais [renginiais
ir yra gaminamas pagal techning dokumentacija.

Sio produkto klasé yra Tla — pagal Tarvbos Direktyvos prieds IX.

Leuven, 2006 m., balandZio 26 d. fparadas/
Data P. Manouvricz
Atitikimo ir Kokybeés sistemny direktorius
GC EUROPE N.V. Kompanijos vardu

Interfeuvenlaan 13 BE 4352 407 307
B=3100 Leuven Bf—:lgija Tel.: +32 16 39 80 &0 Faksas: +32 1640002 14



Fertd AR “RIFYDOS" VERTIMS BIURAS
Falgiria g 90, 09303 Fiinfus
Tel /foksas: {370 31 273 1547

Ferfdjas susipadings su LR BN 235 miraipsnin
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