m CENDREST CE-Konformitatserklarung

METAUX

CE-Déclaration de Conformité

EC-Declaration of Conformity

Wir, die Firma

Bevollmadehtigter

erkldren hiermit in alleiniger
Verantwortung, dass die folgen-
den Produkte

Verankerungen

gemnass beiliegender Liste

kenform sind zu den folgenden
normativen Dokumenten:

Grundlegende Anforderungen
gemass Anhang |, 93/42/EWG,
2007/47/EG

Normen: vgl. beiliegende Liste

FO 00001956 Ausgabe 04
Erstellt: MQMA/rme  Visum:

Geprdft: MAMASKa  Visum

Freigabe MERAfasp  Visum:
Ausgabe-Datum:  25.03.2019

Nous, la maison
Cendres+Métaux SA

Rue de Boujean 122
CH-2501 Biel/Bienne
Mandataire

Cendres+Métaux France SAS
Les petites Buffeteries
F.49124 St-Barthélémy d’Anjou
déclarons sous notre seule
responsabilité que les produits
suivanis

Ancrages

selon liste annexée

sont conformes aux documents
normatifs suivanis:

Exigences essentielles

selon l'annexe |, 93/42/CEE,
2007/47/CE

Normes: cf. liste annexée

We, the company

Authorized Representative

declare under our sole responsibility
that the following products

Anchors
according to attached list

List CM-Anchors LDP-KE2 Version 15

are in conformity with the
following normative documents:
Essential Requirements
according to annex |, 93/42/EEC,
2007/47/EC

Standards: see attached list

List of laws, standards and norms Product Group Anchors Edition 05

Klassifizierung gemass
Anhang X, 93/42/EWG:
vergl. beiliegende Liste

Konformitatsbewertungs-
verfahren:

93/42/EWG

Klasse |- Anhang VI
Ubrige Klassen: Anhang Il
{ohne Abschnitt 4)

Benannte Stelle;

Klasse | Benannte Stelle nicht
erforderlich.

Ubrige Klassen:

Classification selon
lannexe IX, 93/42/CEE
Cf. liste annexée des produits

Procédure d'évaluation de la
conformité:

93/42/CEE

Classe |. Annexe VI

Autres classes: Annexe ||

{sans section 4}

QOrganisme natifié:

Classe |: Pas d'organisme notifié
nécessaire.

Autres classes:

Clazsification according to
annex IX, 93/42/EEC:
see attached list of products

List_ CM-Anchors LDP-KEZ Version 15

Conformity assessment procedure:

G3/42/EEC

Class I: Annex VIl

All other classes: Annex |l
{Without section 4)

Notified Body:

Class 1: No notified body needed.

All other classes:

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

Gilltigkeit

Anderungen:
Anderungsanirag MD5-3252

Diese Konformitatserklarung wird
mit den folgenden Unterschriften
beglaubigt:

Biel/Bienne, 2021-09-06

Validité

2024-05-26

Medifications:

demande modification MD5-3252

Cette déclaration de conformité
est certifiée par les signatures
suivanies:

Rt LuaEny
Product Safety Officer

File: CE-Konformitaetserkldrung_Anchors (06 08 2021) valid 26 05 2024 .doc

Validity

Changes:
change request MD5-3252

This declaration is certified by the
following signatures:
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oM CENDREST  Formular FO 2323 Ausgabe 05
METAUX : Ersteflt- QWA jka Wisum:
List of laws, standgrds anq norms for oo el I
the system of medical devices reigafe: QWA /e Visun:
Prozessgignern LA
Ausgate-Catur: 14 12 2008
Inwiaftselung: 14 12 2018
Valid for the project andfor the product{s): Anchors (KE2}
1. Laws for medical devices
The actual laws for medical devices are on CL 4.101 ("Geselzessammilung Teil 2)
2. Standards and norms for medical devices
Based on SNV Service
N [~ | [ B
o | Code No | Title | Issue date | Valid
1 SN EN (150 2001 | Quality management systems -- Requirements 2015-09 1
2 | SNENISO 14001 knvironmental Managerment System 201509 | [
.‘_ —— — = T - N e - . —
3 | SNCNISO 13485 Medical devices, Qualily management systems, Requirements 2016-03 <
| for Regutatory purposes N
| 2 SN FN (S0 12971 glcjiiil devices - Application of risk management 10 medical 201209 E
Medical devices - Symbols to be used with medical device 1
5 | SN ENISO 15223-1 labets, labelling and information to be supplied - Part 1. 2017 02 D2¢
General requirements
6 | SNEN 1041 +A1L information supplied by the manuifacturer of medical devices 2013135 [
., | SNFN 1 Conformity assessment Supplicr's declaration of conformity \ T
| ;
i ISO/NEC gty Part 1: Genesal requirements p— G =
TSN EN Coniormity assessment - Supplier's declaralion of conformity -
?_ | ISO/IEC L7050k Part 2: Supporting documentation - UL B
| Medical devices - Part 1 Application of usability engineerirg
ol . 2015-02
L Ee 52366-1 | o medical devices k — ]
Q Technical Corrigendum 2016-07 ]
SN EN 82766 AT Medm:a_l devices - Part 1. Application of usability enginesring 2016-05
to medical devices L e = 2i_—
| 10| SN ENISO 17664 Sterilization of medical devices -_Informanonlt.o be provlFied by 2018-04 E
f s the manufacturer tor the processing of resterilizable devices
: 11 | SNFN 1639 Denlistry - Medical devices for dentistry - Instruments 2010-03 O]
| 12 | SN EN 1640 Dentistry - Medical devices for dentistry - bquipment 2010-03 0
13 | SN EN 1641 Dentistry - Medical devices for dentistry Materials A010-03 D
14 | SN EN 180 12836 Dentnstry_- Dlg.ltIZlf’Ig devices for CAD/CAM s\ystems tor indirect 501512 0
dental restorations - 1est methods for assessing accuracy Lt
15 | SNEN 10204 Metallic products - Types of inspection docurments 2004-12 O
16 | 1s0 29674 Denhstr_y - Melallic malenals for fixed and removable 2016-01 ®
| - restorations and appliances
i 17 | SN EN 150 4049 Dentistry -- Polymer-based restorative materials 2010-03 O
18 | SNEN IS0 10477 Destistry - - Polymier-based crown and bridge malerials 200503 | (43
19150 96931 Dentistry - Compatibility testing - Part 1: Metal-coramic 201202 | [J
I . | syslems | W
l 20 | SNENISC | 9333 Dentistry — Bracing materials 2006-10 | [
I_21 E SN EN ISO 28319 Dentistry  Laser welkding 2010-08 O
Verteiler: Prosessowner -> QMA B  Seitelvonb



| Standard Specification for Unalloyed- Titanium, for Surgical

List of laws, standards and norms
for the system of medicai devices

Implant Applications (UNS R50250, 1)NS R50400, UUNS
RS0550G, UNS R50700)

Titan Grad 1(1083)/2 KV(78QY3(720/4(721 Y4 KV(725Y/4
KV Dolder(1082)/4 CP4 low iron{1273%4B 150 §832-
2{377)Hannibal(976}

Implants for surgery - Metallic materials  Part 2- Unalioyed

litan Grad 2(256)/2 KV(780)/3(720%4(721}

4Vanadium ELI {Cxtra Low Interstitial} Alioy for Suegical
Implant Appiications (UNS R56401)

Syntax(555KTiAIBYA LS55 Titan64(555)Titan Grade
5(555)/Grade 23(555)/Certain(995)

m CENDRES'  Formular
METAUX
| . No Title
0 Jr— e o
{ |I
I ASTM F67
| |
‘ |
|23 150 £832.2 titanium
|
24 | ASTM F 136
| 25 | asTM & 348 and Billets
|
26 | ASIN F 899 126
27 | ASTM F2820
28 | SNINISO | /153 1
= |
|
28 | SN N 10088-3
30 | ASTM F75
|
| 31 | ASTM F799
= ] R31539)
32 | ASTM F1537
| |
| 33 150 5832-4
34 | IS0 5837-12
| 35 [ 150 13356
36 | SNENISO 18064
|I-—- L | | terms
137 | SNENISO | 179/-1
38 | SNENISO | 6872
39| 10 5832 3

| Poiymers ko Suegical Implant Applications

Standard Specification for Titanium and Titarium Al oy Bars

Titan Grade 30/ Ti5Nb (1228)

Standard Specification for Wrought Stainless Steels for
Surgcal Instruments

Standard Sprcification for Palyetherketoneketone (PEKK)

Surgical instruments - Materials - Part 1: Mctals

semi-finished products, bars, rods, wire, sections and brighit
preducts of corrosion resisting steels for general purposes
| 1.4435 (stainless steel: Medatahi, Chr Spezial 35)(1028)

[ Standard Specification for Coball-28 Chromiun-6

| coball-o I:-r-mlurn um-moiybidenum alloy

Molybdenum Alloy Castings and Casting Alloy for Surgical
Implants {UNS R30075)

Allay Forgings for Surgical lmplants (LINS R31537, R315328,

Standard Specification for Wrought Coball-28Chiomium-
EMolybdenum Alloys for Surgical Implants (UNS R31537,
UNS R31538, and UNS R31539) -

Implants for surgery - Metallic materials - Parl 4. Cobalt-
_Chromiim-myboenum Castirug_.:lllu-:,l

Implanis for surgery - Metallic materials - Part 12: Wraught

Implants [ SUrgery -- - Ceramic materials based on yttria-
stabilized iefragonal zirconia (Y T2P)

lhermopléstlc elastomers - Nomenclature and abbreviated

Oentistry - Shanks for rolar; instruments - Part 1- Shanks
made of metals

Dentistry - Cerainic matenals
ﬁplants_fu-r surgery - Metallic materials - Part S.E‘roughl

titanium 6-aluminium 4-vanadiom alloy

FO 00002323 List_of_standards Anchors KF2 V4.dac

Standard Specification tor Wrought Titanium-6Aluminum- |

Stainiess steels - Part 3. Technical delivery conditions for |

Standard Specification for Cobalt QSaromium-GMonbdenum B

FO 2323 Ausgabe 05

| Issue date = Valid |

2013 <
201803 | [
2013 (]
2013 Al
2012 53]
2012 O
me12 | O
201412 | X
2012 J
2011 J
2011 | [
2014.09 | O
200705 | |
201509 | O
201502 |
2017-09 | [
201509 | [
206-10 | K

Seile 2 von 5



M

CENDRES T
METAUX

Formular
List of laws, standards and norms
for the system of medical devices

3. Stanoards and norms for tesling medical devices

FO 2323 Ausgabe 05

N | Code [ No Titte | issue date | valid

o_| | | .

1 | ASTM D &38 Standard Test Method for Tensne Properties of Plastics 2014 ]
P = Standard |est Methods for Flexural Properties of Unreinfarced | =5
| 2 Iy _fSTM Paie 05 and Reinforced Plastics and Electrical Insulating Materials 2017 ) E]
| oy Sandard Specification for Titanium and Titanium Aiioy Strip

5-
|' 3 .!\81&!1 B 265-15 Sheet, and Plate 2015 _[}_ _
Therral analysis; determination of melting temperatures of
|[ d ] _DlN e _5]004 _crystalline materials by differential thermal analysis B _199i1516_ a i
Determination of the thermal expansion of solids - Part 1.
5.
i-5 __DIN ) 51045-1 Basic rules (WAK) B 2005-08 d
li | _ = H . R =
6 |I1so 6892-1 Metallic materials - Tensile tesiing - Part 1: Method of test at 5016.06 0
| _raom ternperature — » — - -
I Dentistry - Corrosion test methods for metallic materials
_7 ! 50 | 102?.1 (edition 2) B | 2011-08 ]
Metallic materials - Vickers hardness test Pat 1. Test |
8 |0 el method (S0 6507-1:2005) 20189 1_ _ 0 _
Dentistry  Evaluation of biocompatibility of medical devices
. . 2008-17

g |80 7405 used in dentistry
l AMD 1: Positive control material 201307

10| 150 7491 Dental materials -- Determination of colour stability 2000-09 O

Biological ovaluation of medical devices - Part 1: Evaluation )
; 2010-03
11 | SNENISO | 10993-1 | and testing X
AC 2010-09
-1 d ical evaluation of medical devices - T Toacke
12| SN NSO 10993-3 BIOiE)gIC_d‘E\a uatllon of fn_cdlcal devices Earl 3 IT‘esis for 5014 12 1
) genotoxicity, carcinagenicity and reproductive toxicity ;
iologi ion of ical devices - ¥ i
13| sneniso 10093-5 Elologlcal C\fa{uatlon of medical devices -Part 5: Yests for in 200911 =
o = vitro cylotoxicity ~
14 | SNEN IS0 10993-6 Biological evaluation of medical devices. Tests for local effects 2017-05 0
afier irnplantation
Biological evaluation of medical devices - Parl 10: Tests for
_15 SIS SO 10993 10 friitation and delayed-type hypersensitivily ; 2Oi3'l? N (<
16 | snEN 150 1099311 Blologlgal eyaluahon of medical dovices -- Par 11: Tests for 2009 08 D
systemic toxicity P
17 | snEniso 10993-12 Biological evaluation of medical devices - Part 12: Sample 2012-09 ]
| T | 7T T | pieparalion and reference materials Fy . b
i [ Biological evaluation of medical devices - Part 14:

18 | SN EN Is0 1U993-14 | 1dentitication and quantification of degradation products from 2008-08 |
| ; _ceramics -
[ Biological evaluation of medical devices Part 15:

19 | SNENISC 10993-15 | ldentification and guantification of degradation products from 2009-11 O

metals and alloys N |

20 | SMCEN 10 10993-18 Blolo‘gacal. evgluanon ’of njed|ca| devices - Part 18: Chemical 2009-08 0

characterization of materials -
21 | 850 14801 DenUSify - Implants - Dynamic loading test for endosseous 2016-11 &
= denlal implants - |

22 | SNEMISO 20/95-1 Dentistry - Base polymers, Part 1: Denfure base polymers 2013-05 iJ
Ii3 SN EN IS0 20/95-2 |} Dentistry - Base polymers - Part 2: Orthodontic base polymers | 2013-05 l J

Validity for the project and/or the produact is confirmed by x

FO 00002323 List of standards Anchors KE2 V4.doc = Seile 3 von 5
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m CENDREST  Formular FO 2323 Ausgabe 05
METAUX List of laws, standards and norms
for the system of medical devices

Approval

Manue! Stebinger
Development Engineer

Datum .Jﬂ .OZ . ﬁaf‘ﬁ s rll:!..li -:EL i_'. e S

Remi Meier
Head of Quality Management

Datuim:

//’? 01. 70 4 Visum: ;‘r

FO OOOOZ-323hList_of_standards_ﬁ\_nr-:hors_KE2_V4.doc Seite 4 von 5



CENDRES T Formular FO 2323 Ausgabe 05
METAUX List of laws, standards and norms
for the system of medical devices

4. Anderungskontrolle

Ist eine Schulung erforderlich, hat der Prozesseigaer die betroffenen Personen zu Schulen. Die Schulung ist
mittels FC 6.301 ,Nachweis interne Schulung” zu dokumentieren. Der Nachwers ist QMA zur Archivierung
abzugehen.

Die Schulungen sind rasch méglichst durchzufiinren da sonst die Anderung nicht durchgesctzt werden kann.

5. Anderungsprotokoll

==
=
|

o)
[ ' &
. | | g
Anderungs- | |Beschreihung der Anderung | Begriindung der = & |
iDatum jo SN Anderung. =g
| | e
| & 5 | 2 ;‘3
= b— | = o8
: @© E-:: | { gﬂ | ‘gé
| =
| 2 | £ £33
13.10.2017 allme Neugestaltung des Formulars im .iNeugeslaltung des ble DJ:
Fxcel fur einfachere Verwaltung | Formulars im Excel fir
und Sortigrung einfachere Verwaltung und
Sortierung
Anderung onne
Schulungsbodad, da
Anwender an der
Verbesserung beteiligt
waren ;
13.10.2017 | Alle |alie | tinfigen der neuen Versionen | Generelle Aktualisierung | ble DE
VoI ohne Schulungsoedarf
- 180 22674:2016-01
=180 1797-1:2017-05
- SN EN 180 10983-6:2017-05
- 150 11801:2016- 11
13.10.2018 | N/A | N/A | Versionsanderung von 03 auf 04 | N/A ) A (X
wurde nmicht dokumentiert
13.12.2018 |alle |alle | Normenaktualisierung | Generelle Aktuatisierung [jka | [JEX]
Layoutwechsel auf Word okne Schulungsbedatf
. i BN T =

" Datum der durchgefunnan Schulung:

B Fails keine Scialung notwerdig ist, b:he im Anderungspiotoko:l begrindern.

FO 00002323 List ¢f standards Anchors KE2 V4 .doc Seile 5 von 5



