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Fiir/ Vor

DeguDent GmblH
Rodenbacher Chanssee 4
63457 Hanau

Germany

erkliren wir in alleiniger Verantwortung, dass/ we declare having sole responsibility that

Dokumentennummer/
Document Number: Q-04-KE-14-0033

Produktnummer/
Product number

Produktbezeichnung

Revisionsindex/
Revision Index: 11

Product names

5365410005
5365410015
5365410025
5365410035
5365410065
5365410205
5365410215
5365410225
5365411005
5365411011

5365411015
5365411021
5365411025
5365411035
5365411055
5365411065
5365411095
5365411105
5365411135
5365411145
5365411175
5365411185
5365411205
5365411211

5365411215
5365411221
5365411225
5365411255

CELTRA CAD FC fiir Brain MC XL, LT Al, C14, 65T
CELTRA CAD FC fiitr Brain MC XL, LT A2, C14, 65T
CELTRA CAD FC fiir Brain MC XL, LT A3, C14, 65T
CELTRA CAD FC fiir Brain MC XL, LT A3,5, C14,65T
CELTRA CAD FC fiir Brain MC XL, LT B2, C14, 65T
CELTRA CAD FC fiir Brain MC XL, HT Al, C14, 65T
CELTRA CAD FC fiir Brain MC XL, HT A2, C14, 65T
CELTRA CAD FC fiir Brain MC XL, HT A3, Cl4, 65T
CELTRA DUO fiir Cerec und inLab, LT Al, C14, 45T
CELTRA DUO fiir Cerec und inLab, LT A2, C14, 1ST
CELTRA DUO fiir Cerec und inLab, LT A2, C14, 45T
CELTRA DUO fiir Cerec und inLab, LT A3, C14, 1ST
CELTRA DUO fiir Cerec und inLab, LT A3, C14, 45T
CELTRA DUO fiir Cerec und inLab, LT A3,5, C14, 45T
CELTRA DUO fiir Cerec und inLab LT B1, C14, 45T
CELTRA DUO fiir Cerec und inLab, LT B2, C14, 45T
CELTRA DUO fiir Cerec und inLab, LT C1, C14, 45T
CELTRA DUO fiir Cerec und inLab, LT C2, C14, 45T
CELTRA DUO fiir Cerec und inLab, LT D2 C14, 45T
CELTRA DUO fiir Cerec und inLab, LT D3 C14, 45T
CELTRA DUO fiir Cerec und inLab, LT BL2, C14, 45T
CELTRA DUO fiir Cerec and inLab LT BL3, C14, 45T
CELTRA DUO fiir Cerec und inLab, HT Al, C14, 45T
CELTRA DUO fiir Cerec und inLab, HT A2, C14, 1ST
CELTRA DUO fiir Cerec und inLab, HT A2, C14, 45T
CELTRA DUO fiir Cerec und inLab, HT A3, C14, 1ST'
CELTRA DUO fiir Cerec und inLab, HT A3, C14, 45T
CELTRA DUO fiir Cerec und inLab, HT B1, C14, 45T

CELTRA CAD FC for Brain MC XL, LT Al, C14, 6PCS
CELTRA CAD FC for Brain MC XL, LT A2, Cl4, 6PCS
CELTRA CAD FC for Brain MC XL, LT A3, Cl4, 6PCS
CELTRA CAD FC for Brain MC XL, LT A3,5, C14,6PCS
CELTRA CAD FC for Brain MC XL, LT B2, C14, 6PCS
CELTRA CAD FC for Brain MC XL, HT Al, C14, 6PCS
CELTRA CAD FC for Brain MC XL, HT A2, C14, 6PCS
CELTRA CAD FC for Brain MC XL, HT A3, Cl4, 6PCS
CELTRA DUO for Cerec and inLab, LT Al, C14, 4PCS
CELTRA DUO for Cerec and inLab, LT A2, Cl4, 1PCS
CELTRA DUO for Cerec and inLab, LT A2, C14, 4PCS
CELTRA DUO for Cerec and inLab, LT A3, Cl4, 1IPCS
CELTRA DUO for Cerec and inLab, LT A3, Cl4, 4PCS
CELTRA DUO for Cerec and inlLab, LT A3,5, C14, 4PCS
CELTRA DUO for Cerec and inLab LT Bl, Cl4, 4PCS
CELTRA DUO for Cerec and inLab, LT B2, Cl4, 4PCS
CELTRA DUO for Cerec and inLab LT C1, Cl4, 4PCS
CELTRA DUO for Cerec and inLab LT C2, Cl4, 4PCS
CELTRA DUO for Cerec and inLab LT D2, Cl4, 4PCS
CELTRA DUO for Cerec and inLab LT D3, Cl4, 4PCS
CELTRA DUO for Cerec and inLab LT BL2, Cl4, 4PCS
CELTRA DUO for Cerec and inLab LT BL3, C14, 4PCS
CELTRA DUO for Cerec and inLab, HT Al, Cl4, 4PCS
CELTRA DUO for Cerec and inLab, HT A2, Cl4, IPCS
CELTRA DUO for Cerec and inLab, HT A2, Cl4, 4PCS
CELTRA DUO for Cerec and inLab, HT A3, C14, IPCS
CELTRA DUO for Cerec and inLab, HT A3, Cl14, 4PCS
CELTRA DUO for Cerec and inLab, HT Bl, Cl4, 4PCS
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5365411295  CELTRA DUO fiir Cerec und inLab HT C1, C14, 4ST CELTRA DUO for Cerec and inLab HT Cl, Cl4, 4PCS
5365411305  CELTRA DUO fiir Cerec und inLab HT C2, C14, 45T CELTRA DUO for Cerec and inLab HT C2, Cl4, 4PCS
5365411335  CELTRA DUO fiir Cerec und inLab HT D2, C14,4ST ~ CELTRA DUO for Cerec and inLab HT D2, C14, 4PCS
5365411345  CELTRA DUO fiir Cerec und inLab HT D3, C14,4ST  CELTRA DUO for Cerec and inLab HT D3, C14, 4PCS
5365411375  CELTRA DUO fiir Cerec und inLab, HT BL2, C14, 4ST  CELTRA DUO for Cerec and inLab, HT BL2, C14, 4PCS
5365411385  CELTRA DUO fiir Cerec und inLab, HT BL3, Cl4, 4ST ~ CELTRA DUO for Cercc and inLab, HT BL3, Cl4, 4PCS
5365490113  CELTRA DUO Starter Kit CELTRA DUO Starter Kit

Mediginprodukteklasse/ nedical device chass Ila

mit den Bestimmungen der nachstebenden Richtlinie(n) iibereinstimmt/
complies with the requirements of the following guideline(s)

EG-Richtlinie 93/42) EWG vom 14. Juni 1993 iiber Medizinprodutete/
Comnetl Directive 93[42] EEC of 14 June 1993 concerning nedical devices

Benannte Stelle/ Notificd Body: 0124(DEKRA Certification GmbH, Handwerkstrafle 15, D-70565 Stutigart)

Es wurde ein Konformititsbewertungsverfabren geméf§ Anhang II, ohne Abschnitt 4 der Richtlinie 93/42) EWG durchgefiibrt./
A conformity assessment according to Annex: 11, without Point 4 of the directive 93 /42] EEC was conducted.

Die Giiltigkeit dieser Erklirung ist durch das Ablanfdatum der von der benannten Stelle ansgestellten Bescheinigung begrenzt./

The validity of this declaration §s L

Hanan, 1 % %(\ Zm

Datum, Nanme, | ’Illtu'('/ln]] Forschung nnd Entwicklung/

dhate, manw. signature Research amd Derelopment

1 by the expiration date of the certificate issned by the Notified Body.




