
For and on behalf of BSI:

Original Registration Date: 2015-04-25

L.atest Revision Date: 2017-05-09

Certificate of Reg istratiqn

of ISiO 13485:2003 & EN IS;O

Design, manufacturing and distri$ution of orthopaedic/joint implants, surgical instruments and

computer as;sisted surgery systems.

By Royal Charter

QUALITY MAI\AGEMENT SYSTEM - ISO 13485:2003

This is tp ceftifu that: AMPLITUDE
L1 Cours Jacques Offenbach
ZAMozart2
VALENCE
26000
France

Holds Cbttificate Number: MD 615264

and operates a Quality Management System which complir:s with the requirements

L3485:2072 for the followirg scope:

& EN ISO 13485:2012

,/ rt* ,/rr.-'-.
Stewart Brain, Head of Compliance & Risk - Medical Devices

Effective Date: 2017-05-03

Expir1l Date: 2019-02-28
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Registered Activities

Design, manufacturing and distribution of
implants, surgical instruments and computer
systems,

Certificate No:

Locatiorl

MD 615264

AMPLITUDE
11 Cours Jacques OFFENBACH
ZAMozaft2
VALENCE
26000
France

surgery

AMPLITUDE (Neyron)
Porte dq Grand Lyon
BAt A
NEYRON
01700
France

Distribution

AM
43

DE
Manuel de Falla

Warehouse

VALENCE
26000
France

Original Registration Date: 2015-04-25

Latest Revision Date: 2017-05-09

Effective Date: 2017

Expiry Date: 2019-02-28

I-hit cegifiiirte v+*s issur:d rtactrcr:iraliy ;:ncl ren":ains iiie prr:p*rty of 3SI dnC ;s br:uad by the conclitions r:f cc;t:act:

41 sls5irelii r*rtiflcaie can bt +i":iher|ci*i+d online.
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EC Certificate Full Quality Assurance
Directive g3l4zlEEC on Medical Devices, n{rnex II excluding Section 4

No. CE 615308

AMPLITUDE
11 Cours Jacques OFFENBACH
ZAttldzart2
VALENCE
26000
France

By Royal Ch;rrter

System

Issued To:

In respect of:

Stewart Brain, Head of Compliance & Risk -

Medical Devices

First Issued : 2OL5'O4'27

of: hip joint replacement and hemi-hip arthroplasty
s, osteoiynthesis implants, and associated trial.
active devices and accessories; computer assisted

surgery sYstems.

on the basis of our examination of the quality assurance sysrem under the requirements of council Directive

g3l4zlEEc,Annex II excluding section 4, Th; quality assuiance.system mgets the requirements of the directive' For

the placing on the marke:t of ilass IiI product$ an Annex Il. section 4 certificate is requirr:d'

For ancl on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

,/ ln 6r,+**,

Date: 2018-03-15 Expiry Date
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EC Certificate Full Quality Assurance syster
Directive g3l42lEEcgn Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors
Recognisgd as being involved in services relating to the product covered by:

Certiflcate No:

Date:

Issued To:

Subcontractorl

220 Rud L6on Blum
VilleurbEnne
69100
France

cE 615308
2018-03-15
AMPLITUDE
11 Cours Jacques OFFENBACH
ZAMozart2
VALENCE
25000
France

By Royal Charter

Service(s) suPPlied

CrucialSuPPlier

ZI de B;udges
Avenue Monge
ErP 802q6
Ales Cedex
30106

ZAC ders couleurs
Chemin du Pau

Valencg
26000
France

Crucial SuPPlier
Manufacture

Manufacture

Page 1 of 9
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Directive g3l4zlEECgn Medical Devices, Annex II excluding Section 4

By Royal pharter

EC Certificate Full Quality Assurance

Service(s) suPPlied

Subcontractors
relating to the Product covered bY:

Certiflcate No:

Date:

Issued To:

Subcontractor:

cE 615308
2018-03-15
AMPLITUDE
ltr Cours Jacques OFFENBACH
ZAMozart2
VALENCE
26000
France

Ceramtqc
CeramTec GmbH
Medical Products Division

CeramTgc Platz 1-9
Plochinf,en
73207
C.iermanV

DOT Other Critical Processes

Charles-Darw'in-Ring 1 a

RostocK
1 8059
Germany

AssemblY
Other Critical Processes
Packaging

...ma kin g
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EC Certificate Ful
Directive g3l4zlEEC on Medical Device$, Annex II excluding Section 4

List of Significant Subcontractors
Recognis;ed as being involved in services relatirlg to the product covered by:

Cetificate No:

Date:

Issued Tp:

Subcontractor:

cE 615308
2018-03-15
AMPLITUDE
11 Cours Jacques OFFENBACH
ZAMozart2
VALENCE
25000
France

Service(s) suPPlied

.sV
By Royal Ch;lrter

Eurocoating
Via al DOS De La Roda, 60
Pergine Valsugana
38057

ZA Blacheronde d'Etoile
Etoile Sur Rhone
26800
France

HTI TECHNOLOGIES
49, Avenue Franklin Roosevelt
DECINES
69i50
France

liri'*r':ra1.it li iji:i: f.{ii:i:riii.1 llii:' iiit*rz'}ik il*i1il, ll':1!":' iit'filii*f {'rriv'illl:l:-
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Other Critical Processes
Packaging

Other Critical Processes
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EC Certificate Full Quality Assurance System
Directive g3l4}lEEcon Medical Devices, Annex II excludling Section 4

List of Significant gubcontrilctors
Recognised as being involved in services relatirig to the product covered by:

Certificate No: CE 515308
2018-03-15
AMPLITUDE
1:t Cours Jacques OFFENBACH
ZAMozaft2
VALENCE
26000
France

Subcontractor;

By Royal Charter

Date:

Issued To:

Service(s) suPPlied

Crucial SuPPlierInvibio Ltd.
Irrvibio TechnologY Centre
Flillhouse International
Thornton-CleveleYs
L-ancashire
FYs 4QD

ZI rue Lavoisier
Nogenl:
52800
France

Marle Finishing SAS

2-2 rue ile le Mollanche
Sorbiers-
42290
[:rance

Manufacture
Other Critical Processes
Packaging rA

ffi
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Date:

Issued To:

Subcontractor:

2018-03-15
AMPLITUDE
11 Cours Jacques OFFENBACH
ZAMozart2
VALENCE
25000
France

EC Certificate Full Quality Assurance System
Directive g3lfi:zlEEcon Medical Device$, Annex II excludirrg Section 4

List of Significant Subcontractors
Recognised as being involved in services relatirlg to the prorluct covered by:

Certificate No: CE 615308

Service(s) suPPlied

By Royal f,harter

Marle Finishing SAS

443 Rue ren6 Cassin

La Talaudidre
4.2350
F:rance

Manufacture

Med|TECH Medical PolYmers
Division of Quandrant EPP

2710 An'erican WaY

Ft. Wayne
Indiana
46809
r,.f sA

Microweld
Parc Altais, Rue Uranus
CHAVANOD
74650
France

Manufacture

Other Critical Processes

"..making exc
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Certiflcate No:

Date:

Issued To:

List of Significant Subcontractors
Recognised as being involved in seruices relatirlg to the product covered by:

cE 515:t08
2018-0:t-15
AMPLITUDE
11 Cours Jacques OFFENBACH
ZAMozart2
VALENCE
26000
France

Service(s) suPPliedSubcontractor:

EC Certificate Full Quality Assurance System
Directive g3l42lEEC on Medical Device$, Annex II excludirrg Section 4

By Royal Charter

Poli Alpes
12, rue Laurent de Lavoisier
Portes Les Valence
26800
France

Poli-Tech'
ZA Blacheronde d'Etoile
Etoile Sur Rhone
26800
France

Suface'l'reatment

Sudace Treatment

Progress Silicones
ZI des Bourguigons
APT
84400
France

Crucial SuPPlier

...making ex
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Certificate No:

Date:

Issued To:

BV RoVal Charl-er

EC Certificate Full Quality Assurance systenr
Directive g3l42lEE1on Merdical Devices, Annex II excludiirg Section 4

List of Significant Subcontractors
Recognis;ed as being inVolved in services relatirjrS to the product covered by:

cE 515308
2018-03-15
AMPLII'UDE
L1 Cours Jacques OFFENBACH
ZAMozart2
VALENCE
26000
France

Subcontractor: Service(s) suPPlied

S,A.R.L, Devise
6 impasse Aulagnier
Poftes Les Valence
26800
France

Serret Mecanique
l.B5 Allee De llHermitqge - Zone

Industrielle SUD

Bourg De Peage
26300
France

Simagec
54 Avenue de la Plaine
Rousset
1.3106
France

Crucial SupPlier

Crucial SuPPlier

Assembly
Other Critical Processes
Packaging
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Certificate No:

Date:

Issued To:

Subcontractor:

By Royal ph;rrter

EC Certificate Full Quality Assurance System
Directive g3l4zlEEC on Medical Devices, Anne II excludifg Section +

List of Significant Subcontractors
Recognised as being involved in services relatirlg to the product covel'ed by:

cE 615308
2018-03-15
AMPLITUDE
11 Cours Jacques OFFENBACH
ZA Mozaft 2
VALENCE
26000
France

Service(s) supPlied

Societe Mecanique Pansu

Quartier de Brezide
Beaumont Les Valence
26760
France

Crucial Supplier

STAINLESS
4 rue Tlralds
Dannmarie-sur-Crete
254L0
France

SYNERGY HEALTH ILLE
Entrepot Min 712 Les Arnavau>l

MARSE]:LLE
13014
France

CrucialSupplier

Gamma Sterilization

;i.i .lt:I S$iJ fi*trr
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Date:

Issued To:

UDT Meca
ZI Les Aur6as
5 all6e Bernard PalissY

Valence
26000
France

List of Significant Subcontractors
Rercognised as being inVolved in seruices relatirlg to the product covered by:

Certificate No: CE 615:308

2018-03-15
AMPLITUDE
[.1 Courrs Jacques OFFENBACH
ZAMozart2
VALENCE
25000
France

Subcontractor; Service(s) suPPlied

Crucial SuPPlier

By Royal Charter

ViT RESSORT
ZA le Boutariq
Rue du Pic de Bure
Veynes
05400
France

Westlake Plastics EurqPe SAS

J.59 rue de Rotterdam ZAC

Ravnnes les Francs
Bondues
59910
France

Crucial SuPPlier

Crucial $upPlier
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Certificate No:

Date:

Issued To:

cE 615308
2018-03-15
AMPLITUDE
11 Cours Jacques OFFENBACH
ZAltlozart2
VALENCE
25000
France

By Royal Chirrter

EC Certificate Full Quality Assurance system

Certificate HistorY

Firs

Action

Issue - Transfer from another NotifierC Body

Date
Reference
number

27 AorilZ}L5 BL6s223

08 Julv 2015 829L732 Extbnsion to scope to include the Trial Pro'stheses Class IIa devices

Cer

Clat

Adc

Tec
EPF

Eur

Rer

ME

Adt

Pol

lal
Me

Adt
Ve)

05,
Plo

Dil

tiflcate Renewal
'ification of scoPe

lition of significant rsubcontractors and crucial suppliers: HTI

hnologiesfMed1TECH Medical Polymerr; (Division of Quandrant
,), Mirioweld, progress Silicones, Stainless and Westlake Plastic

ope SAS

noval of significant subcontractors: MEDICAL Group CORP,

)IMET and QUADRANT

lition of significant subcontractors and crucial suppliers:

-Tech,, Belnronte, Firm Industrie, Mar|: Finishing_sAS (22R.ue de

4ollanche & 443 Rue ren6 cassin), Poli Alpes, UDT Meca, Societe

canique Pansu, Serret Mecanique and S'A'R'L' Devise'

09 May 2017 87L2742

Cur:ent 8906823
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