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EU Declaration of Conformity
We, the company Cendres+Métaux SA, Rue de Boujean 122, CH-2501 Biel/Bienne, hereby declare under
sole responsibility that the following products
Root Canal Posts and Anchors

according to the attached list
Product list Family: Root Canal Posts and Anchors, Revision 03

are in conformity with the following normative documents:

Regulation (EU) 2017/745 (MDR) and, where applicable, other relevant Union legislation providing for the
issuing of an EU declaration of conformity.

Common specification_s applied:
N.A.

Classification according to Annex VIII, MDR (EU) 2017/745,
Basic UDI-DI according to Annex VI Part C MDR (EU) 2017/745,
And Intended Purpose according to the attached list:

Product list Family: Root Canal Posts and Anchors, Revision 03

Conformity assessment procedure: MDR (EU) 2017/745 Annex IX

Notified Body:
mdc medical device certification GmbH, KriegerstraBe 6, 70191 Stuttgart / Germany (CE 0483)

Validity: 22.02.2027
This declaration of conformity is authenticated with the following signatures:

Biel/Bienne, 29.05.2024

Dylan Moretti Matthias Walther
Regulatory Affairs Manager * Director of Quality & Regulatory
Cendres+Métaux SA Cendres-+Métaux SA

* Person responsible for compliance with the regulatory requirements MDR (EU) 2017/745 in
accordance with Article 15.

Authorised representative in the EU:
QualRep Services B.V.

Utrechtseweg 310 ~ Bldg B42
NL-6812 AR Arnhem

The Netherlands

E-Mail: globalreg@Qservegroup.com
NL-AR-000000537

EC Certificate Reg. No. D1470400016
CHRN-MF-20000343
SRN: CH-MF-000030696

File: FO_00001956_Declaration_Conformity MDR_Root_Canal Posts _and_Anchors (29 05 2024).doc Page 1 of 1



m CENDREST  Technical Documentation (TD) FO 7.456  Edition 02

METAUX H Created: MJRA / dym Visa:
]' . 1 2 PrOdUCt ||St Review: MSPL / mbl Visa:
Family: Root Canal Posts and Release: MR / bga Visa:
Process Owner: MREG
Anchors Issue Date: 21.10.2021

Implementation Date: 22.10.2021

Release

Task Name Function Date Signature

Author Dylan Moretti Regulatory Affairs Manager |OA.44. 2022 | Z——="ra, =~

Review Markus Blimli Senior Product Manager 02,/‘4«5022//(/_,
]

Identification
Document No.: LDP-Root Canal Posts and Anchors Revision: 03
Please save document under the following name: LDP-Root Canal Posts and Anchors VO3

]
Purpose

This template defines the content of Section 1.1 of the Technical Documentation for Medical Devices based
on MDR (EU) 2017/745 and RL 00001387 “Maintenance of technical documentation for dental medical
devices”.

1.1.2.1 List of products

Listing of the medical devices that are covered by the technical documentation. The following information are
in the list:
- Catalog number
- Product name
- Device group
- Family
- Functional family
- Class MDR
- Rule MDR
- GMDN code
- Basic UDI-DI
- UDI
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m CENDRES T Technical Documentation (TD) FO 7.456  Edition 02
METAUX 1.1.2 Product list
Family: Root Canal Posts and Anchors
Functional Class GMDN
Catalog number Product name Device group Family family MDR Rule MDR code Basic UDI-DI uDlI
Dalbo®-Rotex Female Root Canal Posts .
051868 oart G Dalbo®-Rotex and Anchors Female parts lla 5, 3rd indent | 46307 | 764016651000063E7 | 07640173092667
CM root canal posts
. Mooser Root Root Canal Posts Root Canal
070481 l;?;t gauge Post size Banal Bagle S B — lla 6, general 31846 | 764016651000061E3 | 07640166519331
Root canal posts
Mooser Root Root Canal Posts Root Canal
070483 Moosgr Post gauge Femal Bogls and Anchors — lla 6, general 31846 | 764016651000061E3 | 07640166519348
Post size 1-4
CM root canal posts Root Canal
072321 Root canal drill CM Root Canal | Root Canal Posts | o i lla | 6, general 40529 | 764016651000060DZ | 07640173091578
: Posts and Anchors .
(Yellow) Post size 2 instruments
CM root canal posts Root Canal
072326 Root canal drill CM Root Canal | Root Canal Posts | o e lla | 6, general 40529 | 764016651000060DZ | 07640173091585
. . Posts and Anchors .
(White) Post size 1 instruments
CM root canal posts Root Canal
072327 Root canal drill (Reg) | CM Root Canal | Root Canal Posts | oy e lla | 6, general 40529 | 764016651000060DZ | 07640173091592
) Posts and Anchors .
Post size 3 instruments
CM root canal posts Root Canal
072328 Root canal drill (Blug) | €M Root Canal | Root Canal Posts oo i lla | 6, general 40529 | 764016651000060DZ | 07640173091608
. Posts and Anchors .
Post size 4 instruments
CM root canal posts Root Canal
072329 Root canal drill CM Root Canal | Root Canal Posts | /o, e lla | 6, general 40529 | 764016651000060DZ | 07640173091615
. Posts and Anchors .
(Green) Post size b instruments
B::ﬁgi_oic;teansz o Root Canal Posts Rogt Saral
070499 . : ) Dalbo®-Rotex mechanic lla 6, general 40529 | 764016651000060DZ | 07640166514817
cutting drill (White) and Anchors .
. instruments
Anchor size 1
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m CENDREST Technical Documentation (TD) FO 7.456  Edition 02
METAUX 1.1.2 Product list
Family: Root Canal Posts and Anchors
Functional Class GMDN
Catalog number Product name Device group Family family MDR Rule MDR code Basic UDI-DI uDI
Dalbo®-Rotex by Prof.
Brunner Face cutting Root Canal Posts Root Canal
072473 drill (Yellow) Anchor Dalbo®-Rotex - _mechamc lla 6, general 40529 | 764016651000060DZ | 07640173091769
. instruments
size 2
B::It)aogc;sstlfzczy o Root Canal Posts REQE Canl
072474 cuttim il CYellow) Dalbo®-Rotex sspied] Al mechamc lla 6, general 40529 | 764016651000060DZ | 07640166514879
. instruments
Anchor size 2
Root canal posts Root Canal
Mooser Root canal Mooser Root Root Canal Posts .
072310 elril] (WhitS Pestebe | Earsl Bosts P s mechamc lla 6, general 40529 | 764016651000060DZ | 07640166512561
) instruments
I?A%(Z)tszer]r;{agoﬁocsatzal Mooser Root Root Canal Posts Root Canal
072311 Al Piellow) Pt sian | Camal Basts el Bl mechamc lla 6, general 40529 | 764016651000060DZ | 07640166512578
5 instruments
300LEANd| posis Mooser Root Root Canal Posts et Ganal
072312 Mooser Root canal mechanic lla 6, general 40529 | 764016651000060D7 | 07640166512585
) . Canal Posts and Anchors .
drill (Red) Post size 3 instruments
LG LEANdl Pres Mooser Root Root Canal Posts ke
072313 Mooser Root canal mechanic lla 6, general 40529 | 764016651000060D7 | 07640166512592
) ; Canal Posts and Anchors .
drill (Blue) Post size 4 instruments
et eandl posts Mooser Root Root Canal Posts REEt el
072314 Mooser Pilot reamer mechanic lla 6, general 40529 | 764016651000060DZ | 07640166512608
) ) Canal Posts and Anchors .
(White) Post size 1 instruments
aoalieand| posls Mooser Root Root Canal Posts Rt At
072315 Mooser Pilot reamer mechanic lla 6, general 40529 | 764016651000060DZ | 07640166512615
. Canal Posts and Anchors .
(Yellow) Post size 2 instruments
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m CENDRES™T Technical Documentation (TD) FO 7.456  Edition 02
METAUX 1.1.2 Product list
Family: Root Canal Posts and Anchors
Functional Class GMDN
Catalog number Product name Device group Family family MDR Rule MDR code Basic UDI-DI uDI
Root canal posts Root Canal
072316 Mooser Pilot reamer | Mooser Root | Root Canal Posts | oo i lla | 6, general 40529 | 764016651000060DZ | 07640156512622
: Canal Posts and Anchors .
(Red) Post size 3 instruments
Root canal pasts Mooser Root Root Canal Posts Raot, Cr
072317 Mooser Pilot reamer mechanic Ila 6, general 40529 | 764016651000060D7 | 07640156512639
. Canal Posts and Anchors .
(Blue) Post size 4 instruments
Root Canal
MP-Post MP root Root Canal Posts .
MD.200004436 canal drill MP Post . mechamc lla 6, general 40529 | 764016651000060DZ | 07640166515302
instruments
MP-Post root canal Root Canal Posts Roo Larel
MD.200004441 i E—— MP Post e - mechanac Ila 6, general 40529 | 764016651000060DZ | 07640166515319
instruments
. Root Canal
MD.200004442 | MP-PostMPauxiliary | o oo Root Canal Posts: | oo piariie lla | 6, general 40529 | 764016651000060DZ | 07640166515326
drill and Anchors .
instruments
MP-Post root canal Root Canal Posts oot Canal
MD.200004447 aril red Size 2 MP Post Y _mechamc lla 6, general 40529 | 764016651000060D7Z | 07640166515333
instruments
MP-Post root canal Root Canal Posts ot Gl
MD.200004451 . . MP Post mechanic lla 6, general 40529 | 764016651000060D7 | 07640166515340
drill blue Size 3 and Anchors .
instruments
Root Canal
MD.200004455 | MP-Post root canal MP Post Root Canal Posts | 1o hanic lla | 6, general 40529 | 764016651000060DZ | 07640166515357
drill green Size 4 and Anchors i
instruments
Rotex / Dalbo®-Rotex T Root Canal
070295 Face cutting drill Rotex® mechanic lla 6, general 40529 | 764016651000060D7 | 07640166514602
] . and Anchors .
(White) Anchor size 1 instruments
. . Root Canal
070296 Rotex Face cutting drill | o, g Root Carnel Posl | oo bt la |6, general 40529 | 764016651000060DZ | 07640173092810
(Yellow) Anchor size 2 and Anchors .
instruments
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