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1. Laws for medical devices

The actual laws for medical devices are on CL 4.101 ("Gesetzessammlung Teil 2")

2. Standards and norms for medical devices

Based on SNV Service

N

o
Code No Tifle lssue date Valid

I SN EN ISO 9001 Quality management systems - Requirements 2015-09 n
2 SN EN ISO 1400I Environmental Management System 2015-09 ¡
3 SN EN ISO 13485

Medical devices, Quality manâgement systems, Requirements

for Regulatory purposes
2016-03

4 SN EN ISO 14971
Medical devices - Application of risk management to medical

devices
2012-09

5 SN EN ISO r5223-r
Medical devices - Symbols to be used with medjcal device
labels, labelling and information to be supplied - Part 1:

General requirements

2017-o2

6 SN EN 1041 +A1 lnformation supplied by the manufacturer of medical devices 2013-10 x
7

SN EN

ISO/IEC
I 7050-1

Conformity assessment - Supplie/s declaration of conformity -
Part 1: General requirements

2010-08 X
I SN EN

ISO/IEC
17050-2

Conformity assessment - Supplie/s declaration of conformity -
Part 2: Supporting documentatron

2004-rr

9
IEC 62366-l

Medical devices - Part 1: Application of usability engineering
to medical devices

2015-02

XTechnical Corigendum 20r6-07

SN EN 62366+41
Medical devices - Part 1: Application of usability engineering
to medical devices

2016-05

10 SN EN ISO t7664 Sterilization of medical devices - lnformation to be provided by

the manufacturer for the processing of resterilizable devices
20r8-o4

11 SN EN 1639 Dentistry - Medical devices for dentistry - lnstruments 2010-03 n
t2 SN EN 1640 Dentistry - Medical devices for dentistry - Equipment 2010-03 n
13 SN EN T64I Dentistry - Medical devices for dentistry - Materials 2010-03 !
t4 SN EN ISO 12836

Dentistry - Digitizing devices for CAD/CAM systems for indirect

dental restorations - Test methods for assessing accuracy
2015-12

15 SN EN r0204 Metallic products - Types of inspection documents 2004-r2 n
r6 tso 22674

Dentistry - Metallic materials for fixed and removable

restorations and appliances
2016-01 x

t7 SN EN ISO 4049 Dentistry -- Polymer-based restorative materials 2010-03 !
t8 SN EN ISO 10477 Dentistry -- Polymer-based crown and bridge materials 2005-03 n
l9 tso 9693-1

Dentistry - Compatibility testing - Paft 1: Metal-ceramic
svstems

20r2-02

20 SN EN ISO 9333 Dentistry - Brazing materials 2006-r0 n
2t SN EN ISO 28319 Dentistry - Laser welding 20i0-08 n
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N

o
Code No Title lssue date Valid

22 ASTM F67

Standard Specification for Unalloyed Titanium, for Suigical
lmplant Applications (UNS R50250, UNS R50400, UNS
R50550, UNS R50700)

Titan G rad 1 ( I 083 y2 Kv (7 80) l3U 2ù I 4e 2I) I 4 KV (7 2Ð I 4
KV Dolde(1082)14 CP4 tow iron(1273y48 tSO 5832-
2(977)lYannibal(976)

2013

23 rso 5832-2

lmplants
titanium

for surgery - Metallic materials - parI2: Unalloyed

Titan Grad 2(55O12 KV(78013(7 20)1402r)

2018-03 X

24 ASTM F 136

Standard Specification for Wrought Titanium-6Aluminum-
4Vanadium ELI (Extra Low lnterstitial) Alloy for Surgical
lfiplant Applications (UNS RS640t)

Syntax(55S)/TiAl6V4 ELI (555)/Titan64(5bb)/Titan Grade
5(555)/Grade 23(555)/Certain(995)

2013 x

25 ASTM B 348

Standard Specification for Titanium and Titanium Alloy Bars
and Billets

Titan Grade 36/Ti45Nb 0228)

2013

26 ASTM F 899-12b
Standard Specificatio
Surgical lnstruments

n for Wrought Stainless Steels for
20t2

27 ASTM F2820
Standard Specification for Polyetherketoneketone (PEKK)
Polymers for Surgical lmplant Applications 20r2 n

28 SN EN ISO 7153-1 Surgical instruments - Materials - part 1: Metals 20r6-12 n
29 SN EN 10088-3

Staln less steels - Part 3: Technical delivery conditions for
semi-finished products, bars, rods, wire, sections and bright
products of corrosion resisting steels for general purposes
L4435 (stainless steel: Medstahl , chr al 35X1028)

2014-12

30 ASTM F75
Stand ard Specification for Cobalt-28 Chromium-6
Molybdenum Alloy Castings and Casting Alloy for Surgical
lm (uNS R30075)

20r2

3l ASTM F799
Standard Spec ification for Cobalt-28Chrom i um-6Molybdenu m
Alloy Forgings for Surgicat tmptants (UNS R31537, R3tS3g,
R3 1 539)

20II

32 ASTM F1 537
Standard Specification for Wrought Cobalt-28Ch rom i um-
6Molybdenum Alloys for Surgical lmplants (UNS R31537,
UNS R3I538 and UNS R31539)

2017

33 ts0 5832-4 lmplants for surgery - Metallic materials - ParI 4: Cobalt-
ch um casting 2014-O9 tr

34 rs0 5832-12
lmplants for surgery - Metall ic materials - ParI 12: Wrought
cobalt-chromium-mol um alloy 2007-o5 n

35 rso 13356
lmplants for surgery -- Ceramic materials based on yttria-
stabi I ized tetragonal zircon ia (Y-TZP) 2015-09

36 SN EN ISO 18064 Thermoplastic elastomers - Nomenclature and abbreviated
terms 2015-02 !

37 SN EN ISO 1797 -r De ntistry - Shanks for rotary instruments - part l: Shanks
made of metals 20t7-O9 x

38 SN EN ISO 6872 Dentistry - Ceramic materials 2015-09 n
39 ts0 5832-3

lmplants for surgery - Metallic materials - Part 3: Wrought
titanium 6-aluminium 4-vanadium al loy

20r6-LO
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3. Standards and norms for testing medical devices

Validity for the project andlor the product is confirmed by x

N

o
Code No Title lssue date Valid

I ASTM D 638 Standard Test Method for Tensile Properties of Plastics 2074 n
2 ASTM D 790-17

Standard Test Methods for Flexural Properties of Unreinforced

and Reinforced Plastics and Electrical lnsulating Materials
20r7

3 ASTM B 265-15
Standard Specification for Titanium and Titanium Alloy Strip,

Sheet, and Plate
20r5

4 DIN 51004
Thermal analysis; determination of melting temperatures of
crystalline materials bv differential thermal analysis

1994-06

5 DIN 51045-1
Determination of the thermal expansion of solids - Part 1

Basic rules (WAK) 2005-08

6 rso 6892-t
Metallic materials - Tensile testing - Part l: Method of test at
room temperature

2016-06

7 rso 7027r Dentistry - Corrosion test methods for metalliö materials
(edition 2)

2011-08 tr
8 rs0 6507-1

Metallic materials - Vickers hardness test - Part 1: Test

method (lS0 6507-1 :2005)
2018-01

9 tso 7405

Dentistry - Evaluation of biocompatibility of medical devices
used in dentistry

AMD 1: Positive control material

2008-r2

2013-07
x

l0 rs0 749r Dental materials -- Determination of colour stability 2000-09 n

11 SN EN ISO 10993-1

Biological evaluation of medical devices - Part 1: Evaluation

and testing

AC

2010-03

2010-09

t2 SN EN ISO 10993-3
Biological evaluation of medical devices - Part 3: Tests for
genotoxic ity, ca rci noge n ic itv a nd reprod uctive toxicity

20L4-r2

13 SN EN ISO 10993-5
Biological evaluation of medical devices -Part 5: Tests for in

vitro cvtotoxicity
2009-1 1

T4 SN EN ISO 10993-6
Biological evaluation of medical devices. Tests for local effects

after implantation
2017-05

l5 SN EN ISO 10993-10
Biological evaluation of medical devices - Part 10: Tests for
irritation and delaved-type hvpersensitivitv

20r3-r2

l6 SN EN ISO 10993-r 1
Biological evaluation of medical devices - Part 11: Tests for
systemic toxicity

2009-08

T7 SN EN ISO 10993-12
Biological evaluation of medical devices - Part. L2: Sample
preparation and reference materials

2012-09

18 SN EN ISO 10993-14
Biological evaluation of medical devices - Part. 14:

ldentification and quantification of degradation products from

ceramtcs

2009-08

l9 SN EN ISO 1 0993-1 5

Biological evaluation of medical devices - Paft 15:
ldentification and quantification of degradation products from

metals and alloys

2009-1 1

20 SN EN ISO 10993-18
Biological evaluation of medical devices - Part 18: Chemical
charaçterization of materials

2009-08

2l tso 14801
Dentistry - lmplants - Dynamic loading test for endosseous
dental implants

2016-l.r

22 SN EN ISO 20795-1 Dentistry - Base polymers, Part 1: Denture base polymers 2013-05 n
23 SN EN ISO 20795-2 Dentistry - Base polymers - Part 2: Orthodontic base polymers 2013-05 n
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Approval

Manuel Stebinger
Developmcnt Engineer

Datum: 4'1,'|q.10,.8

Remi Meier
Head of Quality Management

Datum' /l' .20 4a.

&Visum:

Visum:
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4. Anderungskontrolle

lst eine Schulung erforderlich, hat der Prozesseigner die betroffenen Personen zu Schulen. Die Schulung ist

mittels F0 6.301 ,,Nachweis interne Schulung" zu dokumentieren. Der Nachweis ist QMA zur Archivierung

a bzugeben.

Die Schulungen sind rasch möglichst durchzuführen da sonst die Anderung nicht durchgesetzt werden kann

5. Anderungsprotokoll

Anderungs-

Datum

(l)

=0)
an

l<
¿
ô-
\
ano
o-

Besch reibu ng der Anderung Begründung der

Änderung.

g
õ
tn
o0
E

N

.9p
E

=o
.Þp Èo9
Eb
0)g
.È €l
P 'EI

oo 99

Eö
73.r0.2017 alle Alle Neugestaltung des Formulars im

Excel fur einfachere Verwaltung
und Sortierung

Neugestaltung des

Formulars im Excel fL.ir

einfachere Verwaltung und

Sortierung
Anderung ohne
Schulungsbedarf, da

Anwender an der

Verbesseru ng beteil igt

waren

ble LIX

13.r0.2017 Alle alle Einfügen der neuen Versionen

VOft:

- ISO 22674:2016-01
- ISO 1797-1:2017-O5
- SN EN lS0 10993-6:2017-O5
- ISO 14801:2OL6-II

Generel le Aktual isieru ng

ohne Schulungsbedarf
ble

13.10.2018 N/A N/A Versionsänderung von 03 auf 04
wurde nicht dokumentiert

N/A N/A

13.I2.2OIB alle alle Normena ktualisierung
Layoutwechsel auf Word

Generel le Aktual isierung

ohne Schulungsbedarf

jka

r) Datum der durchgeführten Schulung:

2) Falls keine Schulung notwendig ist, bitte ¡m Anderungsprotokoll begründen

FO 00002323 List standards Slide Attachments KEi V5.doc Seite 5 von 5



""C~NDREs+ 

'-,.,1 METAUX 

Non-significant changes (MDCG 2020-3) affecting the content of the 

Declarations of Conformity (DoC) issued under EU MDD 93/42/EEC 

Change number- Description Affected content 

Previous EU-REP: Cendres+Metaux France SAS, Les petites Buffeteries, 

MD5-3639 49124 St-Barthelemy d'Anjou, France 

EU-REP change New EU-REP: QualRep Services B.V., Utrechtseweg 310 - Bldg B42, 6812 

AR Arnhem, The Netherlands 

None 

Extension of validity based on Previous Validity: 2024-04-30 

the validity of EU certificate New Validity: 2024-05-26 

numberD1470400011 

Biel/Bienne, 25.04.2024 

Dylan Moretti 

Regulatory Affairs Manager* 

Cendres+Metaux SA 

Matthias Walther 

Director of Quality & Regulatory 

Cendres+ Metaux SA 

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

Article 15. 
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