Anexa nr. 1
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului
si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale

nr. din 28 septembrie 2023

Solicitantul SRL "Oxivit-med", cu sediul mun. Chisinau, MD-2020, str-la
(adresa)
Studentilor 6B, tel./fax: 079954795, e-mail oxivit. medical@gmail.com,
solicit inregistrarea in Registrul de stat al dispozitivelor medicale a urmatoarelor
categorii si tipuri de dispozitive medicale pentru introducerea si punerea la dispozitie
pe piata a:
1. Proteze pentru articulatii, model MUTARS®

Se anexeaza urmatoarele acte:
a) declaratia de conformitate CE emisa de producator;
b) certificatul de conformitate CE ;
c) Actul prin care producatorul isi desemneaza reprezentantul;

Data Semnatura

Tabelul de receptionare a notificarii
(se completeaza de catre Agentie in momentul depunerii notificarii de catre
solicitant)

Comentarii cu privire la
acceptul/refuzul receptionarii
notificarii, inclusiv motivul refuzului
Data/nr. de ordine atribuit notificarii
de catre Agentie (in cazul acceptarii
receptionarii)

Numele, prenumele, functia
persoanei responsabile de
receptionarea dosarului

Semnatura persoanei responsabile

Digitally signed by Kojevnikov Dmitrii
Date: 2023.09.29 15:56:42 EEST
Reason: MoldSign Signature

Location: Moldova



mailto:oxivit.medical@gmail.com

Anexa nr. 2
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului si Dispozitive Medicale

DECLARATIE PE PROPRIE RASPUNDERE

Solicitant: SRL "Oxivit-med", cu sediul mun. Chisinau, MD-2020, str-la
Studentilor 6B, (adresa)

declar pe proprie raspundere, cunoscand prevederile art. 3521, Codul Penal al
Republicii Moldova cu privire la falsul in declaratii, ca documentele si datele furnizate
pentru notificarea dispozitivului medical:
Proteze pentru articulatii, model MUTARS®

Sunt autentice si corespund realitatii.

, Director
Numele, prenumele si functia Semnatura

Data



implantcast

implantcast GmbH
Ltneburger Schanze 26
21614 Buxtehude

Tel.: +49 4161 744-0
Fax: +49 4161 744-200
E-Mail: info@implantcast.de
Internet: www.implantcast.de

implantcast GmbH - Liineburger Schanze 26 - 21614 Buxtehude

We, implantcast GmbH, based in Germany, 21614 Buxtehude, Liineburger Shanze 26,

(manufacturer) (address)

assign OXIVIT-MED SRL, based in Republic of Moldova, mun. Chisinau, MD-2020, str-la. Studentilor 6B,

(authorized representative) (address)

as authorized representative in correspondence with the conditions of directive 93/42/EEC, 98/79/EEC or
90/385/EEC.

We declare that the company mentioned above is authorized to register, notify, renew or modify the
registration of medical devices on the territory of the Republic of Moldova, and to perform Essential Duties
required by Law No. 102 09.06.2017 regarding medical devices.

Vadim Lioubitski V / A /‘el.-T

SR eeNPIANICTS

implantcasi GmMbH
Lineburger Sohanze 26 D-Z101 4 puxienuue

el +49 4161 744.0 Fax: +49 4161 744-200
Sparkasse Harburg-Buxtehude Wi [w] Handelsregister: HRB 120629, Tostedt MED’!
BLZ 207 500 00 - Kanta Nr. 50044866 At ge Geschéaftsfihrer: Jens Safl
IBAN: DE 51 2075 0000 0050 0448 66 ME'.I. Erfiillungsart und Gerichtsstand Buxtehude f’tEm
SWIFT-BIC NOLADEZ 1HAM = USt. 1D Nr. DE 1164 6§39 57 EN IS0 13485



implantcast

EU Declaration of Conformity

Manufacturer: implantcast GmbH
Lineburger Schanze 26
21614 Buxtehude
Germany

Medical Device(s): EcoFit® 2M System

Intended Use: The EcoFit® 2M system is a tripolar acetabular cup system (dual

mobility) for total hip arthroplasty that consists of a metallic acetabular
shell (EcoFit® 2M Cup) and a head made of polyethylene (EcoFit® 2M
head / 2M implacross® E head) which serves as an internal bearing. The
head made of polyethylene is intended for connection with a metallic or
ceramic femoral head. The EcoFit® 2M Cup is intended either for a
cementless or a cemented fixation.

The heads (EcoFit® 2M Head / 2M implacross® E Head) can additionally
be used with a metallic insert (EcoFit® Insert / EcoFit® Insert TiN/ 2M
insert 15° for MUTARS® RS cup and LUMIC® TiN) in combination with
press-fit acetabular cups and revision / tumor acetabular cups
respectively in a modular dual mobility hip replacement.

REF Number(s): REF-Numbers see Attachment | - IlI
Classification: Class I
(Council Directive 93/42/EEC, Annex IX, rule 8, in conjunction with

commission directive 2005/50/EC)

Standard(s) applied:

EN ISO 13485 Medical devices - Quality management systems - Requirements for
regulatory purposes

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

EN ISO 11137-1 Sterilization of health care products - Radiation - Part 1: Requirements

for development, validation and routine control of a sterilization process
for medical devices

EN ISO 11135-1 Sterilization of health care products - Ethylene oxide - Part 1:
Requirements for the development, validation and routine control of a
sterilization process for medical devices

EN ISO 11607-1 Packaging for terminally sterilized medical devices — Requirements for
materials, sterile barrier systems and packaging systems

EN ISO 10993-1 Biological evaluation of medical devices — Part1: Evaluation and testing
EN ISO 14630 Non-active surgical implants - General requirements
EN ISO 21534 Non-active surgical implants - Joint replacement implants - Particular

requirements

GMDN code(s) and term(s):
P 43167 Acetabular shell
P 43168 Non-constrained polyethylene acetabular liner



implantcast

EU Declaration of Conformity

We declare under our sole responsibility that the medical device specified above are in conformity
with the essential requirements listed in Annex | of Council Directive 93/42/EEC and has been gone
through the conformity assessment procedure according to Annex Il of Council Directive 93/42/EEC.

Notified Body:

EC Certificate of Conformity

EC Design Examination Certificate

Identification:

Buxtehude, 03.12.2020

Place, date

i.V. Juliane Hoppner
Head of Regulatory Affairs

MEDCERT GmbH
Pilatuspool 2
20355 Hamburg
Germany

Council Directive 93/42/EEC Annex Il excluding section 4
Certificate No.: 7092GB410201201A
Validity: 01/12/2020 - 27/05/2024

Council Directive 93/42/EEC Annex I, section 4
Certificate No.: 13211GB411180302
Validity: 02/03/2018 - 28/10/2022

C €o482



©

implantcast

EU Declaration of Conformity

Attachment |
REETENSE item description size GMDN GTIN
number
02201042 EcoFit® 2M cup cementless 38/42 P 43167 4048844206598
02201044 EcoFit® 2M cup cementless 40/44 P 43167 4048844206604
02201046 EcoFit® 2M cup cementless 42/46 P 43167 4048844206611
02201048 EcoFit® 2M cup cementless 44/48 P 43167 4048844219925
02201050 EcoFit® 2M cup cementless 46/50 P 43167 4048844206628
02201052 EcoFit® 2M cup cementless 48/52 P 43167 4048844219932
02201054 EcoFit® 2M cup cementless 50/54 P 43167 4048844206642
02201056 EcoFit® 2M cup cementless 52/56 P 43167 4048844206659
02201058 EcoFit® 2M cup cementless 54/58 P 43167 4048844206666
02201060 EcoFit® 2M cup cementless 56/60 P 43167 4048844206673
02201062 EcoFit® 2M cup cementless 58/62 P 43167 4048844206574
02201064 EcoFit® 2M cup cementless 58/64 P 43167 4048844206581
02201144 EcoFit® 2M cup cemented 38/44 P 43167 4048844206475
02201146 EcoFit® 2M cup cemented 40/46 P 43167 4048844206482
02201148 EcoFit® 2M cup cemented 42/48 P 43167 4048844206499
02201150 EcoFit® 2M cup cemented 44/50 P 43167 4048844206505
02201152 EcoFit® 2M cup cemented 46/52 P 43167 4048844206512
02201154 EcoFit® 2M cup cemented 48/54 P 43167 4048844206543
02201156 EcoFit® 2M cup cemented 50/56 P 43167 4048844206550
02201158 EcoFit® 2M cup cemented 52/58 P 43167 4048844206567
02201160 EcoFit® 2M cup cemented 54/60 P 43167 4048844206338
02201162 EcoFit® 2M cup cemented 56/62 P 43167 4048844206345
02201164 EcoFit® 2M cup cemented 58/64 P 43167 4048844206352
02201144N EcoFit® 2M cup cemented TiN 38/44 P 43167 4048844206369
02201146N EcoFit® 2M cup cemented TiN 40/46 P 43167 4048844206376
02201148N EcoFit® 2M cup cemented TiN 42/48 P 43167 4048844206383
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implantcast

EU Declaration of Conformity

Attachment I
Rﬁﬂi’;‘;e item description size GMDN GTIN
02201150N EcoFit® 2M cup cemented TiN 44/50 P 43167 4048844206390
02201152N EcoFit® 2M cup cemented TiN 46/52 P 43167 4048844206406
02201154N EcoFit® 2M cup cemented TiN 48/54 P 43167 4048844206413
02201156N EcoFit® 2M cup cemented TiN 50/56 P 43167 4048844206420
02201158N EcoFit® 2M cup cemented TiN 52/58 P 43167 4048844206437
02201160N EcoFit® 2M cup cemented TiN 54/60 P 43167 4048844206444
02201162N EcoFit® 2M cup cemented TiN 56/62 P 43167 4048844206451
02201164N EcoFit® 2M cup cemented TiN 58/64 P 43167 4048844206468
29052238 2M implacross® E head 22/38 P 43168 4048844206994
29052240 2M implacross® E head 22/40 P 43168 4048844207007
29052842 2M implacross® E head 28/42 P 43168 4048844207014
29052844 2M implacross® E head 28/44 P 43168 4048844207021
29052846 2M implacross® E head 28/46 P 43168 4048844207038
29052848 2M implacross® E head 28/48 P 43168 4048844207045
29052850 2M implacross® E head 28/50 P 43168 4048844207052
29052852 2M implacross® E head 28/52 P 43168 4048844207069
29052854 2M implacross® E head 28/54 P 43168 4048844207076
29052856 2M implacross® E head 28/56 P 43168 4048844207083
29052858 2M implacross® E head 28/58 P 43168 4048844206291
29053248 2M implacross® E head 32/48 P 43168 4048844218157
29053250 2M implacross® E head 32/50 P 43168 4048844217525
29053252 2M implacross® E head 32/52 P 43168 4048844218164
29053254 2M implacross® E head 32/54 P 43168 4048844217549
29053256 2M implacross® E head 32/56 P 43168 4048844218171
29053258 2M implacross® E head 32/58 P 43168 4048844217563
29062238 EcoFit® 2M head 22/38 P 43168 4048844240066
29062240 EcoFit® 2M head 22/40 P 43168 4048844240387




implantcast

©

EU Declaration of Conformity

Attachment Il

Reference

number item description size GMDN GTIN
29062842 EcoFit® 2M head 28/42 P 43168 4048844240691
29062844 EcoFit® 2M head 28/44 P 43168 4048844240233
29062846 EcoFit® 2M head 28/46 P 43168 4048844240240
29062848 EcoFit® 2M head 28/48 P 43168 4048844240257
29062850 EcoFit® 2M head 28/50 P 43168 4048844240271
29062852 EcoFit® 2M head 28/52 P 43168 4048844240288
29062854 EcoFit® 2M head 28/54 P 43168 4048844240295
29062856 EcoFit® 2M head 28/56 P 43168 4048844240301
29062858 EcoFit® 2M head 28/58 P 43168 4048844240318
29063248 EcoFit® 2M head 32/48 P 43168 4048844240707
29063250 EcoFit® 2M head 32/50 P 43168 4048844240714
29063252 EcoFit® 2M head 32/52 P 43168 4048844240721
29063254 EcoFit® 2M head 32/54 P 43168 4048844240356
29063256 EcoFit® 2M head 32/56 P 43168 4048844240738
29063258 EcoFit® 2M head 32/58 P 43168 4048844240370
02201242 EcoFit® 2M cup cementless SP 38/42 P 43167 4048844356637
02201244 EcoFit® 2M cup cementless SP 40/44 P 43167 4048844356644
02201246 EcoFit® 2M cup cementless SP 42/46 P 43167 4048844356651
02201248 EcoFit® 2M cup cementless SP 44/48 P 43167 4048844356668
02201250 EcoFit® 2M cup cementless SP 46/50 P 43167 4048844356675
02201252 EcoFit® 2M cup cementless SP 48/52 P 43167 4048844356682
02201254 EcoFit® 2M cup cementless SP 50/54 P 43167 4048844356699
02201256 EcoFit® 2M cup cementless SP 52/56 P 43167 4048844356705
02201258 EcoFit® 2M cup cementless SP 54/58 P 43167 4048844356712
02201260 EcoFit® 2M cup cementless SP 56/60 P 43167 4048844356729
02201262 EcoFit® 2M cup cementless SP 58/62 P 43167 4048844356736
02201264 EcoFit® 2M cup cementless SP 60/64 P 43167 4048844356743

End of schedule. No additional information past this point.
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Certification. Medical Only.

EC Certificate of Conformity

The Notified Body

MEDCERT Zertifizierungs- und Priifungsgesellschaft fir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith certifies that the company:

implantcast GmbH
Lineburger Schanze 26
21614 Buxiehude
Germany

with locations listed in the appendix

has introduced, applies and maintains a quality assurance system for the products / product
categories listed in the appendix.

The compliance of this quality assurance system with the below mentioned requirements of the
Council Directive 93/42/EEC was verified by an audit:

Annex Il without section 4

This certification is subject to surveillance by MEDCERT.

For the placing on the market of class lll medical devices covered by this certificate, an additional EC design examination
certificate according to Annex Il, section 4 of Council Directive 93/42/EEC is required.

Effective date: 2020-12-01
Expiry date: 2024-05-27

Report No.: 7092FS12F
Process No.: QS -7092
Certificate No.: 7092GB410201201A

Hamburg, £020-12,01

i

MEDCERT Certification Body
(Lorenz Runge)

The certificate is only valid when provided entirely with all of its pages. ** K . BenanntdurchiDesignated by
To verify the validity of this certificate, contact info@medcert.de. >* ¢ Zenualstelle der Lander §
e -._é > fir Gesundheitsschutz 2

== P bei Arzneimitteln und
) 1‘(* ** Medizinprodukten ;

MEDCERT Identification Number: 0482 K e X 216-85-237.10.15

Form F10010005e EN / Rev. 11 / 2019.11.14 page 1 of 3
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Certification. Medical Only.

Appendix of EC Certificate of Conformity
Process No.: QS - 7092
Certificate No.:  7092GB410201201A

List of locations included in the scope of certificate

Alter Postweg 10b

21614 Buxtehude

Germany
— End of list -
This appendix is integral part of the above-referenced certificate. ** ‘fl’** Benannt durch/Designated by
The certificate is only valid when provided entirely with all of its pages. * Y Zentralsielle der Lénder 8
To verify the validity of this certificate, contact info@medcert.de. * %%é e m;e?xf::;mifﬂ‘:‘% N

} ** ** Medizinprodukten ;

MEDCERT Identification Number: 0482 e K ZLG-BS-237.10.15

Form F10010005¢ EN / Rev. 11 /2019.11.14 page 2 of 3
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Certification. Medical Only.

Appendix of EC Certificate of Conformity
Process No.: QS -7092
Certificate No.: ~ 7092GB410201201A

List of products / product categories included in the scope of certificate

e Primary endoprosthesis

e Tumor endoprosthesis

o Revision endoprosthesis

e Instruments (rasps, handles, reamer, drills, sawblades)
e Trial prostheses

e Metal augments

— End of list -

This appendix is integral part of the above-referenced certificate. ***** Benannt durch/Designated by
The certificate is only valid when provided entirely with all of its pages. * Y Zentaistelle der Lander §
i o
To verify the validity of this certificate, contact info@medcert.de. 'f( %éé * f";e?:f:::igﬁ;:ﬁ:m: ksl
) ** ** Medizinprodukten ;

MEDCERT Identification Number: 0482 ¢ T 71G-BS-237.10.15

Form F10010005¢ EN / Rev. 11 /2019.11.14 page 3 of 3




implantcast

EU Declaration of Conformity

Manufacturer: implantcast GmbH
Lineburger Schanze 26
21614 Buxtehude

Germany
Medical Device(s): AGILON® Shoulder System
Intended Use: The modular AGILON® Shoulder System is intended for hemi or total

shoulder replacement. The system consists of different functional
components designed to reconstruct the glenohumeral joint. Depending
on indication, the humeral component may be used in conjunction with
a glenoid component for conventional total shoulder replacement or to
articulate directly with the natural glenoid in a hemi-shoulder application.
The AGILON® Shoulder System is also intended for reverse shoulder
replacement.

AGILON® Ml is a stemless version of the AGILON® shoulder system.
The metaphyseal implant is intended for cementless fixation to replace
a shoulder joint in case of hemi or total anatomic shoulder replacement.

The AGILON® Cap and AGILON® CTA Cap are caps intended to
replace the humeral head by articulation with the glenoid component or
the natural glenoid. The AGILON® CTA Cap has an enlarged
articulation surface which allows articulation with the acromion in case
of a rotator cuff deficiency.

The AGILON® Cap Inverse and AGILON® Retentive Cap Inverse are
caps intended to replace the humeral head by articulation with a
glenosphere for a reverse shoulder replacement.

The AGILON® Glenoid Cementless Round and AGILON® Glenoid
Baseplate Round are glenoid components intended for cementless
fixation to replace the natural glenoid by combination with a glenosphere
for a reverse shoulder replacement.

The AGILON® Glenoid Cementless Anatomical and AGILON® Glenoid
Baseplate Cementless Anatomical are glenoid components intended for
cementless fixation to replace the natural glenoid by combination with a
glenoid PE-insert or a glenosphere for total shoulder replacement
(anatomical or reverse).

The AGILON® Glenoid PE-Insert is intended to replace the surface of
the natural glenoid in total anatomic shoulder replacement.

The AGILON® PE-Glenosphere and Glenosphere are components
intended to replace the natural glenoid by combination with the
AGILON® Glenoid Cementless Round or AGILON® Glenoid Baseplate
Round for a reverse total shoulder replacement.

The AGILON® PE-Glenoid Cemented and Glenoid Cemented are
glenoid components intended for cemented fixation to replace the
glenoid surface in case of an anatomical total shoulder replacement.

The AGILON® Extension Piece is intended for length adjustment in the
case of a shoulder replacement.

The AGILON® Metaphyseal Component Trauma is a component
intended to replace the metaphyseal part of the humerus in case of a
traumatic destroyed shoulder joint.



implantcast

EU Declaration of Conformity

The AGILON® Metaphyseal Component Omarthrosis is a component
intended to replace the metaphyseal part of the humerus

The AGILON® Stem is a stem for cemented or cementless fixation
intended for diaphyseal anchorage of the shoulder joint replacement in
the humerus.

REF Number(s): REF-Numbers see Attachment | - XI

Classification: Class Il

(Council Directive 93/42/EEC, Annex IX, rule 8, in conjunction with
commission directive 2005/50/EC)

Standard(s) applied:

EN ISO 13485 Medical devices - Quality management systems - Requirements for
regulatory purposes

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

EN ISO 11137-1 Sterilization of health care products - Radiation - Part 1: Requirements
for development, validation and routine control of a sterilization process
for medical devices

EN ISO 11135-1 Sterilization of health care products - Ethylene oxide - Part 1:
Requirements for the development, validation and routine control of a
sterilization process for medical devices

EN ISO 11607-1 Packaging for terminally sterilized medical devices — Requirements for
materials, sterile barrier systems and packaging systems

EN ISO 10993-1 Biological evaluation of medical devices — Partl: Evaluation and testing

EN ISO 14630 Non-active surgical implants - General requirements

EN ISO 21534 Non-active surgical implants - Joint replacement implants - Particular

requirements



implantcast

GMDN code(s) and term(s):

P 33711
P 34197
P 35670
P 36259
P 48088
P 48091
P 48093
P 48094
P 58951
P 60512
P 61006
P 63998

EU Declaration of Conformity

Reverse shoulder prosthesis

Uncoated shoulder humeral stem

Total shoulder prosthesis

Shoulder glenoid fossa prosthesis

Humeral head prosthesis

Reverse shoulder prosthesis baseplate

Reverse shoulder prosthesis head

Shoulder prosthesis screw

Metaphyseal anchor-fixed humeral head prosthesis
Shoulder humeral body prosthesis

Humeral stem extension prothesis

Implantable orthopaedic fixation device connection screw

We declare under our sole responsibility that the medical device specified above are in conformity
with the essential requirements listed in Annex | of Council Directive 93/42/EEC and has been gone
through the conformity assessment procedure according to Annex Il of Council Directive 93/42/EEC.

Notified Body:

EC Certificate of Conformity

EC Design Examination Certificate

Identification:

Buxtehude, 03.12.2020

Place, date

MEDCERT GmbH
Pilatuspool 2
20355 Hamburg
Germany

Council Directive 93/42/EEC Annex Il excluding section 4
Certificate No.: 7092GB410201201A
Validity: 01/12/2020 - 27/05/2024

Council Directive 93/42/EEC Annex I, section 4
Certificate No.: 13261GB411200529
Validity: 29/05/2020 - 29/08/2022

i.V. Juliane Hoppner
Head of Regulatory Affairs
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implantcast

EU Declaration of Conformity

Attachment |
REETENSE item description size GMDN GTIN
number
38200001 AGILON® metaphyseal component trauma incl. safety screw / P 60512 4048844203993
38200002 AGILON® metaphyseal component primary incl. safety screw 40mm P 60512 4048844204075
38200003 AGILON® metaphyseal component primary incl. safety screw 30mm P 60512 4048844204082
38210001 AGILON® metaphyseal component trauma incl. safety screw 135° P 60512 4048844330613
38210011 AGILON® metaphyseal component trauma incl. safety screw 155° P 60512 4048844330675
38210002 AGILON® metaphyseal component omarthrosis incl. safety screw 40mm 135° P 60512 4048844330620
38210003 AGILON® metaphyseal component omarthrosis incl. safety screw 30mm 135° P 60512 4048844330668
38210012 AGILON® metaphyseal component omarthrosis incl. safety screw 40mm 155° P 60512 4048844330682
38210013 AGILON® metaphyseal component omarthrosis incl. safety screw 30mm 155° P 60512 4048844330699
38004114 AGILON® cap @ 41/14mm P 48088 4048844325688
38004117 AGILON® cap @ 41/17mm P 48088 4048844325695
38004120 AGILON® cap @ 41/20mm P 48088 4048844325701
38004414 AGILON® cap @ 44/14mm P 48088 4048844028398
38004417 AGILON® cap @ 44/17mm P 48088 4048844028404
38004420 AGILON® cap @ 44/20mm P 48088 4048844028411
38004714 AGILON® cap @ 47/14mm P 48088 4048844028428
38004717 AGILON® cap @ 47/17mm P 48088 4048844028435
38004720 AGILON® cap @ 47/20mm P 48088 4048844028442
38005014 AGILON® cap @ 50/14mm P 48088 4048844028459
38005017 AGILON® cap @ 50/17mm P 48088 4048844028466
38005020 AGILON® cap @ 50/20mm P 48088 4048844028473
38005314 AGILON® cap @ 53/14mm P 48088 4048844028480
38005317 AGILON® cap @ 53/17mm P 48088 4048844028497
38005320 AGILON® cap @ 53/20mm P 48088 4048844028503




implantcast

©

EU Declaration of Conformity

Attachment Il

Reference

number item description size GMDN GTIN
38224414 AGILON® CTA cap @44/14mm P 48088 4048844230326
38224417 AGILON® CTA cap @44/17mm P 48088 4048844230333
38224420 AGILON® CTA cap @44/20mm P 48088 4048844230340
38224714 AGILON® CTA cap @A7/14mm P 48088 4048844230357
38224717 AGILON® CTA cap @AT7/17mm P 48088 4048844230364
38224720 AGILON® CTA cap @47/20mm P 48088 4048844230371
38225014 AGILON® CTA cap @50/14mm P 48088 4048844230388
38225017 AGILON® CTA cap @50/17mm P 48088 4048844230395
38225020 AGILON® CTA cap @50/20mm P 48088 4048844230401
38225314 AGILON® CTA cap @53/14mm P 48088 4048844229610
38225317 AGILON® CTA cap @53/17mm P 48088 4048844249250
38225320 AGILON® CTA cap @53/20mm P 48088 4048844229634
38013200 AGILON® cap inverse @ 32mm S P 33711 4048844325657
38013205 AGILON® cap inverse @ 32mm M P 33711 4048844325664
38013210 AGILON® cap inverse @ 32mm L P 33711 4048844325671
38013600 AGILON® cap inverse @ 36mm S P 33711 4048844028596
38013605 AGILON® cap inverse @ 36mm M P 33711 4048844028602
38013610 AGILON® cap inverse @ 36mm L P 33711 4048844028619
38014000 AGILON® cap inverse 240mm S P 33711 4048844028626
38014005 AGILON® cap inverse 240 mmM P 33711 4048844028633
38014010 AGILON® cap inverse 2 40 mm L P 33711 4048844028640
38014400 AGILON® cap inverse @44 mm S P 33711 4048844028657
38014405 AGILON® cap inverse @ 44 mm M P 33711 4048844028664
38014410 AGILON® cap inverse @ 44 mm L P 33711 4048844028671
38015200 AGILON® retentive cap inverse @ 32mm S P 33711 4048844324476
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implantcast

EU Declaration of Conformity

Attachment Ill

Reference 8 - .

number item description size GMDN GTIN
38015205 AGILON® retentive cap inverse 2 32mm M P 33711 4048844324483
38015210 AGILON® retentive cap inverse @ 32mm L P 33711 4048844324490
38015600 AGILON® retentive cap inverse @ 36mm S P 33711 4048844276348
38015605 AGILON® retentive cap inverse @ 36mm M P 33711 4048844276355
38015610 AGILON® retentive cap inverse @ 36mm L P 33711 4048844276362
38016000 AGILON® retentive cap inverse 240mm S P 33711 4048844276379
38016005 AGILON® retentive cap inverse 240 mmM P 33711 4048844276386
38016010 AGILON® retentive cap inverse @40 mm L P 33711 4048844276393
38016400 AGILON® retentive cap inverse 244 mm S P 33711 4048844276409
38016405 AGILON® retentive cap inverse 244 mm M P 33711 4048844276416
38016410 AGILON® retentive cap inverse @ 44 mm L P 33711 4048844276423
38004005 Glenoid cemented small P 36259 4048844126292
38004006 Glenoid cemented standard P 36259 4048844126308
38030032 AGILON® PE-glenoid cemented 2 P 36259 4048844325824
38030036 AGILON® PE-glenoid cemented 3 P 36259 4048844325831
38030040 AGILON® PE-glenoid cemented 4 P 36259 4048844325848
38020032 AGILON® glenoid implacross® E cemented 2 P 36259 4048844325626
38020036 AGILON® glenoid implacross® E cemented 3 P 36259 4048844325633
38020040 AGILON® glenoid implacross® E cemented 4 P 36259 4048844325640
38004060 Glenoid PE-inlay anatomical small P 35670 4048844229641
38004061 Glenoid PE-inlay anatomical standard P 35670 4048844229658
38031028 AGILON® glenoid PE-insert 2 P 35670 4048844325718
38031032 AGILON® glenoid PE-insert 3 P 35670 4048844326500
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38031036 AGILON® glenoid PE-insert 4 P 35670 4048844325725
38021028 AGILON® glenoid PE-insert implacross® E P 35670 4048844325503
38021032 AGILON® glenoid PE-insert implacross® E P 35670 4048844325510
38021036 AGILON® glenoid PE-insert implacross® E P 35670 4048844325527
38004025 AGILON® glenoid cementless round P 48091 4048844324704
38004001 glenoid cementless round 3 P 48091 4048844028336
38004070 AGILON® glenoid baseplate round P 48091 4048844347482
38004075 AGILON® glenoid baseplate round 3 P 48091 4048844347536
38004028 AGILON® glenoid cementless anatomical 2 short P 48091 4048844324711
38004029 AGILON® glenoid cementless anatomical 2 long P 48091 4048844324728
38004009 AGILON® glenoid cementless anatomical 3 short P 48091 4048844230319
38004010 AGILON® glenoid cementless anatomical 3long P 48091 4048844276126
38004071 AGILON® glenoid baseplate cementless anatomical 2 P 48091 4048844347499
38004072 AGILON® glenoid baseplate cementless anatomical long 2 P 48091 4048844347567
38004073 AGILON® glenoid baseplate cementless anatomical 3 P 48091 4048844347512
38004074 AGILON® glenoid baseplate cementless anatomical long 3 P 48091 4048844347529
38004036 glenosphere @36mm neutral P 33711 4048844028367
38004040 glenosphere @40mm eccentric P 33711 4048844028374
38004044 glenosphere @44mm eccentric P 33711 4048844028381
38004236 PE-glenosphere 36mm neutral P 48093 4048844244583
38004240 PE-glenosphere 40mm eccentrical P 48093 4048844244590
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38004244 PE-glenosphere 44mm eccentrical P 48093 4048844244606
38032532 AGILON® PE-glenosphere 1 @32mm neutral P 48093 4048844325732
38032536 AGILON® PE-glenosphere 1 @36mm eccentrical | P 48093 4048844325749
38032832 AGILON® PE-glenosphere 2 @32mm neutral P 48093 4048844325756
38032836 AGILON® PE-glenosphere 2 @36mm eccentrical | P 48093 4048844325763
38032840 AGILON® PE-glenosphere 2 @40mm eccentrical | P 48093 4048844325770
38032844 AGILON® PE-glenosphere 2 @44mm eccentrical | P 48093 4048844325787
38033236 AGILON® PE-glenosphere 3 @36mm neutral P 48093 4048844325794
38033240 AGILON® PE-glenosphere 3 @40mm eccentrical | P 48093 4048844325800
38033244 AGILON® PE-glenosphere 3 @44mm eccentrical | P 48093 4048844325817
38022532 AGILON® glenosphere implacross® E 1 @32mm neutral P 48093 4048844325534
38022536 AGILON® glenosphere implacross® E 1 @36mm eccentrical | P 48093 4048844325541
38022832 AGILON® glenosphere implacross® E 2 @32mm neutral P 48093 4048844325558
38022836 AGILON® glenosphere implacross® E 2 @36mm eccentrical | P 48093 4048844325565
38022840 AGILON® glenosphere implacross® E 2 @40mm eccentrical | P 48093 4048844325572
38022844 AGILON® glenosphere implacross® E 2 @44mm eccentrical | P 48093 4048844325589
38023236 AGILON® glenosphere implacross® E 3 @36mm neutral P 48093 4048844325596
38023240 AGILON® glenosphere implacross® E 3 @40mm eccentrical | P 48093 4048844325602
38023244 AGILON® glenosphere implacross® E 3 @44mm eccentrical | P 48093 4048844325619
38200050 AGILON® extension piece 5mm P 61006 4048844204006
38200075 AGILON® extension piece 7.5mm P 61006 4048844204013
38200100 AGILON® extension piece 10mm P 61006 4048844204020
38210075 AGILON® extension piece 7.5mm P 61006 4048844330705
38210100 AGILON® extension piece 10mm P 61006 4048844334840
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38210125 AGILON® extension piece 12.5mm P 61006 4048844330712
38210150 AGILON® extension piece 15mm P 61006 4048844330729
38210175 AGILON® extension piece 17.5mm P 61006 4048844330736
38200025 AGILON® screw M6/25mm P 48094 4048844204037
38200030 AGILON® screw M6/30mm P 48094 4048844204044
38200035 AGILON® screw M6/35mm P 48094 4048844204051
38200040 AGILON® screw M6/40mm P 48094 4048844204068
38210022 AGILON® screw M6/22.5mm P 48094 4048844330743
38210030 AGILON® screw M6/30mm P 48094 4048844330750
38210032 AGILON® screw M6/32.5mm P 48094 4048844330767
38210035 AGILON® screw M6/35mm P 48094 4048844330774
38210037 AGILON® screw M6/37.5mm P 48094 4048844330781
38210040 AGILON® screw M6/40mm P 48094 4048844330798
38206006 AGILON® stem cemented 26/60mm P 34197 4048844307677
38206008 AGILON® stem cemented @8/60mm P 34197 4048844307684
38206010 AGILON® stem cemented @10/60mm P 34197 4048844307691
38206012 AGILON® stem cemented @12/60mm P 34197 4048844307707
38209006 AGILON® stem cemented @6/90mm P 34197 4048844204174
38209008 AGILON® stem cemented @8/90mm P 34197 4048844204181
38209010 AGILON® stem cemented @210/90mm P 34197 4048844204198
38209012 AGILON® stem cemented @12/90mm P 34197 4048844204204
38212006 AGILON® stem cemented @6/120mm P 34197 4048844204211
38212008 AGILON® stem cemented @8/120mm P 34197 4048844204228
38212010 AGILON® stem cemented ©10/120mm P 34197 4048844204235
38212012 AGILON® stem cemented @12/120mm P 34197 4048844204242
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38406006 AGILON® stem cemented @6/60mm P 34197 4048844344436
38406008 AGILON® stem cemented @8/60mm P 34197 4048844330804
38406010 AGILON® stem cemented @10/60mm P 34197 4048844330811
38406012 AGILON® stem cemented @12/60mm P 34197 4048844330828
38409006 AGILON® stem cemented @6/90mm P 34197 4048844330835
38409008 AGILON® stem cemented @8/90mm P 34197 4048844330842
38409010 AGILON® stem cemented @10/90mm P 34197 4048844330859
38409012 AGILON® stem cemented @12/90mm P 34197 4048844330866
38412006 AGILON® stem cemented @6/120mm P 34197 4048844330873
38412008 AGILON® stem cemented @8/120mm P 34197 4048844330941
38412010 AGILON® stem cemented @10/120mm P 34197 4048844330958
38412012 AGILON® stem cemented @12/120mm P 34197 4048844330965
38206006N AGILON® stem cemented TiN @6/60mm P 34197 4048844323714
38206008N AGILON® stem cemented TiN @8/60mm P 34197 4048844323721
38206010N AGILON® stem cemented TiN @10/60mm P 34197 4048844323738
38206012N AGILON® stem cemented TiN @12/60mm P 34197 4048844323745
38209006N AGILON® stem cemented TiN @6/90mm P 34197 4048844203917
38209008N AGILON® stem cemented TiN @8/90mm P 34197 4048844203924
38209010N AGILON® stem cemented TiN @10/90mm P 34197 4048844203931
38209012N AGILON® stem cemented TiN @12/90mm P 34197 4048844203948
38212006N AGILON® stem cemented TiN @6/120mm P 34197 4048844203955
38212008N AGILON® stem cemented TiN @8/120mm P 34197 4048844203962
38212010N AGILON® stem cemented TiN @10/120mm P 34197 4048844203979
38212012N AGILON® stem cemented TiN @12/120mm P 34197 4048844203986
38406006N AGILON® stem cemented TiN @6/60mm P 34197 4048844330972
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38406008N AGILON® stem cemented TiN @8/60mm P 34197 4048844330989
38406010N AGILON® stem cemented TiN @10/60mm P 34197 4048844330996
38406012N AGILON® stem cemented TiN @12/60mm P 34197 4048844331009
38409006N AGILON® stem cemented TiN @6/90mm P 34197 4048844331016
38409008N AGILON® stem cemented TiN @8/90mm P 34197 4048844331023
38409010N AGILON® stem cemented TiN @10/90mm P 34197 4048844331030
38409012N AGILON® stem cemented TiN @12/90mm P 34197 4048844331047
38412006N AGILON® stem cemented TiN @6/120mm P 34197 4048844331054
38412008N AGILON® stem cemented TiN @8/120mm P 34197 4048844331061
38412010N AGILON® stem cemented TiN ©10/120mm P 34197 4048844331078
38412012N AGILON® stem cemented TiN @12/120mm P 34197 4048844331085
38303010 AGILON® stem cementless @10/30mm P 34197 4048844307592
38303011 AGILON® stem cementless @11/30mm P 34197 4048844307608
38303012 AGILON® stem cementless @12/30mm P 34197 4048844307615
38303013 AGILON® stem cementless @13/30mm P 34197 4048844307622
38303014 AGILON® stem cementless @14/30mm P 34197 4048844319762
38303015 AGILON® stem cementless @15/30mm P 34197 4048844307639
38303016 AGILON® stem cementless @16/30mm P 34197 4048844307646
38303017 AGILON® stem cementless @17/30mm P 34197 4048844307653
38303018 AGILON® stem cementless @18/30mm P 34197 4048844307660
38306010 AGILON® stem cementless @10/60mm P 34197 4048844203825
38306011 AGILON® stem cementless 211/60mm P 34197 4048844203832
38306012 AGILON® stem cementless @12/60mm P 34197 4048844203849
38306013 AGILON® stem cementless @13/60mm P 34197 4048844203856
38306014 AGILON® stem cementless @14/60mm P 34197 4048844203863
38306015 AGILON® stem cementless @15/60mm P 34197 4048844203870
38306016 AGILON® stem cementless @16/60mm P 34197 4048844203887
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38306017 AGILON® stem cementless @17/60mm P 34197 4048844203894
38306018 AGILON® stem cementless @18/60mm P 34197 4048844203900
38312010 AGILON® stem cementless @10/120mm P 34197 4048844204105
38312011 AGILON® stem cementless 211/120mm P 34197 4048844204112
38312012 AGILON® stem cementless @12/120mm P 34197 4048844204129
38312013 AGILON® stem cementless @13/120mm P 34197 4048844204136
38312014 AGILON® stem cementless @14/120mm P 34197 4048844204143
38312015 AGILON® stem cementless @15/120mm P 34197 4048844204150
38312016 AGILON® stem cementless @16/120mm P 34197 4048844204167
38318009 AGILON® stem cementless @9/180mm P 34197 4048844203733
38318010 AGILON® stem cementless ©10/180mm P 34197 4048844203665
38318011 AGILON® stem cementless ©11/180mm P 34197 4048844203672
38318012 AGILON® stem cementless @12/180mm P 34197 4048844203689
38318013 AGILON® stem cementless @13/180mm P 34197 4048844203696
38318014 AGILON® stem cementless @14/180mm P 34197 4048844203702
38318015 AGILON® stem cementless @15/180mm P 34197 4048844203719
38318016 AGILON® stem cementless 216/180mm P 34197 4048844203726
38324009 AGILON® stem cementless @9/240mm P 34197 4048844203818
38324010 AGILON® stem cementless @10/240mm P 34197 4048844203740
38324011 AGILON® stem cementless @11/240mm P 34197 4048844203757
38324012 AGILON® stem cementless @12/240mm P 34197 4048844203764
38324013 AGILON® stem cementless @13/240mm P 34197 4048844203771
38324014 AGILON® stem cementless @14/240mm P 34197 4048844203788
38324015 AGILON® stem cementless @15/240mm P 34197 4048844203795
38324016 AGILON® stem cementless @16/240mm P 34197 4048844203801
38503010 AGILON® stem cementless @10/30mm P 34197 4048844331092
38503011 AGILON® stem cementless @11/30mm P 34197 4048844331108
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38503012 AGILON® stem cementless @12/30mm P 34197 4048844331115
38503013 AGILON® stem cementless @13/30mm P 34197 4048844331122
38503014 AGILON® stem cementless @14/30mm P 34197 4048844331139
38503015 AGILON® stem cementless @15/30mm P 34197 4048844331146
38503016 AGILON® stem cementless @16/30mm P 34197 4048844331153
38503017 AGILON® stem cementless @17/30mm P 34197 4048844331160
38503018 AGILON® stem cementless @18/30mm P 34197 4048844331177
38506009 AGILON® stem cementless @9/60mm P 34197 4048844331207
38506010 AGILON® stem cementless @10/60mm P 34197 4048844331214
38506011 AGILON® stem cementless @11/60mm P 34197 4048844331221
38506012 AGILON® stem cementless @12/60mm P 34197 4048844331238
38506013 AGILON® stem cementless @13/60mm P 34197 4048844331245
38506014 AGILON® stem cementless @14/60mm P 34197 4048844331252
38506015 AGILON® stem cementless @15/60mm P 34197 4048844331269
38506016 AGILON® stem cementless @16/60mm P 34197 4048844331276
38506017 AGILON® stem cementless @17/60mm P 34197 4048844331283
38506018 AGILON® stem cementless 218/60mm P 34197 4048844331290
38512009 AGILON® stem cementless @9/120mm P 34197 4048844331320
38512010 AGILON® stem cementless ©10/120mm P 34197 4048844331337
38512011 AGILON® stem cementless @11/120mm P 34197 4048844331344
38512012 AGILON® stem cementless @12/120mm P 34197 4048844331351
38512013 AGILON® stem cementless @13/120mm P 34197 4048844331368
38512014 AGILON® stem cementless @14/120mm P 34197 4048844331375
38512015 AGILON® stem cementless @15/120mm P 34197 4048844331382
38512016 AGILON® stem cementless @16/120mm P 34197 4048844331399
38518009 AGILON® stem cementless @9/180mm P 34197 4048844331429
38518010 AGILON® stem cementless ©10/180mm P 34197 4048844331436
38518011 AGILON® stem cementless ©11/180mm P 34197 4048844331443
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38518012 AGILON® stem cementless @12/180mm P 34197 4048844331450
38518013 AGILON® stem cementless @13/180mm P 34197 4048844331467
38518014 AGILON® stem cementless @14/180mm P 34197 4048844331474
38518015 AGILON® stem cementless @15/180mm P 34197 4048844331481
38518016 AGILON® stem cementless 216/180mm P 34197 4048844331498
38524009 AGILON® stem cementless @9/240mm P 34197 4048844331528
38524010 AGILON® stem cementless @10/240mm P 34197 4048844331535
38524011 AGILON® stem cementless @11/240mm P 34197 4048844331542
38524012 AGILON® stem cementless @12/240mm P 34197 4048844331559
38524013 AGILON® stem cementless @13/240mm P 34197 4048844331566
38524014 AGILON® stem cementless @14/240mm P 34197 4048844331573
38524015 AGILON® stem cementless @15/240mm P 34197 4048844331580
38524016 AGILON® stem cementless @16/240mm P 34197 4048844331597
38200101 safety screw M10/1 SW5 P 63998 4048844204099
38206001 AGILON® MI cementless 1 P 58951 4048844243319
38206002 AGILON® MI cementless 2 P 58951 4048844243326
38206003 AGILON® MI cementless 3 P 58951 4048844243333
38206004 AGILON® MI cementless 4 P 58951 4048844243340
38206005 AGILON® MI cementless 5 P 58951 4048844243357

End of schedule. No additional information past this point.
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1102201144 EcoFit® 2M cup cemented & 38/44mm EcoFit® P 43167

2(02201146 EcoFit® 2M cup cemented & 40/46mm EcoFit® P 43167

3[02201148 EcoFit® 2M cup cemented & 42/48mm EcoFit® P 43167

4102201150 EcoFit® 2M cup cemented & 44/50mm EcoFit® P 43167

5(02201152 EcoFit® 2M cup cemented & 46/52mm EcoFit® P 43167

6(02201154 EcoFit® 2M cup cemented & 48/54mm EcoFit® P 43167

7(02201156 EcoFit® 2M cup cemented & 50/56mm EcoFit® P 43167

8[02201158 EcoFit® 2M cup cemented & 52/58mm EcoFit® P 43167

9(02201160 EcoFit® 2M cup cemented & 54/60mm EcoFit® P 43167
10{02201162 EcoFit® 2M cup cemented & 56/62mm EcoFit® P 43167
11{02201164 EcoFit® 2M cup cemented & 58/64mm EcoFit® P 43167
12{29052238 2M implacross® E head @ 22/38mm implacross€ |P 43168
13[29052240 2M implacross® E head @ 22/40mm implacross€ |P 43168
14{29052842 2M implacross® E head @ 28/42mm implacross€ |P 43168
15[(29052844 2M implacross® E head @ 28/44mm implacross€ |P 43168
16{29052846 2M implacross® E head @ 28/46mm implacross€ |P 43168
17{29052848 2M implacross® E head @ 28/48mm implacross€ |P 43168
18[29052850 2M implacross® E head @ 28/50mm implacross€ |P 43168
19(29052852 2M implacross® E head @ 28/52mm implacross€ |P 43168
20129052854 2M implacross® E head @ 28/54mm implacross€ |P 43168
21129052856 2M implacross® E head @ 28/56mm implacross€ |P 43168
22129052858 2M implacross® E head @ 28/58mm implacross€ |P 43168
23129053248 2M implacross® E head @ 32/48 implacross€ |P 43168
24129053250 2M implacross® E head @ 32/50mm implacross€ |P 43168
25129053252 2M implacross® E head @ 32/52mm implacross€ |P 43168
26129053254 2M implacross® E head @ 32/54mm implacross€ |P 43168
27129053256 2M implacross® E head @ 32/56mm implacross€ |P 43168
28129053258 2M implacross® E head @ 32/58mm implacross€ |P 43168
29|29062238 EcoFit® 2M head & 22/38mm EcoFit® P 43168
30]29062240 EcoFit® 2M head @ 22/40mm EcoFit® P 43168
31]29062842 EcoFit® 2M head & 28/42mm EcoFit® P 43168
32|29062844 EcoFit® 2M head & 28/44mm EcoFit® P 43168
33]29062846 EcoFit® 2M head & 28/46mm EcoFit® P 43168
34129062848 EcoFit® 2M head & 28/48mm EcoFit® P 43168
35|29062850 EcoFit® 2M head & 28/50mm EcoFit® P 43168
3629062852 EcoFit® 2M head & 28/52mm EcoFit® P 43168
37]29062854 EcoFit® 2M head & 28/54mm EcoFit® P 43168
3829062856 EcoFit® 2M head & 28/56mm EcoFit® P 43168
39|29062858 EcoFit® 2M head & 28/58mm EcoFit® P 43168
4029063248 EcoFit® 2M head & 32/48mm EcoFit® P 43168
4129063250 EcoFit® 2M head @ 32/50mm EcoFit® P 43168
4229063252 EcoFit® 2M head & 32/52mm EcoFit® P 43168
43129063254 EcoFit® 2M head & 32/54mm EcoFit® P 43168
44129063256 EcoFit® 2M head @ 32/56mm EcoFit® P 43168
4529063258 EcoFit® 2M head & 32/58mm EcoFit® P 43168
46{57100205 MUTARS® prox. femur 50mm incl. safety screw MUTARS® [P 34190
47{57100207 MUTARS® prox. femur 70mm incl. safety screw MUTARS® [P 34190
48157100305 MUTARS® prox. femur revision 50/127° incl. safety screv MUTARS® [P 34190
49157100307 MUTARS® prox. femur revision 70/127° incl. safety screv MUTARS® [P 34190
5057100405 MUTARS® prox. femur revision 50/135° incl. safety screv MUTARS® [P 34190
51157100407 MUTARS® prox. femur revision 70/135° incl. safety screv MUTARS® [P 34190
52159021211 MUTARS® stem modular curved cemented &11/120mm MUTARS® [P 34203
53159021212 MUTARS® stem modular curved cemented &12/120mm MUTARS® [P 34203
54159021213 MUTARS® stem modular curved cemented &13/120mm MUTARS® [P 34203
55159021214 MUTARS® stem modular curved cemented @14mm MUTARS® [P 34203
56159021215 MUTARS® stem modular curved cemented &15/120mm MUTARS® [P 34203
57159021216 MUTARS® stem modular curved cemented &16/120mm MUTARS® [P 34203
58159021217 MUTARS® stem modular curved cemented @17/120mm MUTARS® [P 34203
59159021611 MUTARS® stem modular curved cemented &11/160mm MUTARS® [P 34203
60159021613 MUTARS® stem modular curved cemented &13/160mm MUTARS® [P 34203
61159021615 MUTARS® stem modular curved cemented &15/160mm MUTARS® [P 34203
62159021617 MUTARS® stem modular curved cemented &17/160mm MUTARS® [P 34203
63159022011 MUTARS® stem modular curved cemented &11/200mm MUTARS® [P 34203
64159022013 MUTARS® stem modular curved cemented &13/200mm MUTARS® [P 34203
65159022015 MUTARS® stem modular curved cemented &15/200mm MUTARS® [P 34203
66159022017 MUTARS® stem modular curved cemented &17/200mm MUTARS® [P 34203
67159022415 MUTARS® stem modular curved cemented &15/240mm MUTARS® [P 34203
68159022417 MUTARS® stem modular curved cemented &17/240mm MUTARS® [P 34203
69159031211 MUTARS® stem modular straight cemented &11/120mm MUTARS®  |P 34203
70159031212 MUTARS® stem modular straight cemented §12/120mm MUTARS®  |P 34203
71159031213 MUTARS® stem modular straight cemented &13/120mm MUTARS®  |P 34203
72159031214 MUTARS® stem modular straight cemented &14/120mm MUTARS®  |P 34203
73159031215 MUTARS® stem modular straight cemented &15/120mm MUTARS®  |P 34203
74159031611 MUTARS® stem modular straight cemented &11/160mm MUTARS®  |P 34203
75159031613 MUTARS® stem modular straight cemented &13/160mm MUTARS®  |P 34203
76159031615 MUTARS® stem modular straight cemented &15/160mm MUTARS®  |P 34203
77159032011 MUTARS® stem modular straight cemented &11/200mm MUTARS®  |P 34203
78159032013 MUTARS® stem modular straight cemented &13/200mm MUTARS®  |P 34203
79159032015 MUTARS® stem modular straight cemented @15/200mm MUTARS®  |P 34203




80|57600111 MUTARS® femoral stem cementless 11/120mm HA MUTARS® P 34191

81|57600012 MUTARS® femoral stem cementless 12/120mm HA MUTARS® P 34191

82|57600113 MUTARS® femoral stem cementless 13/120mm HA MUTARS® P 34191

83|57600014 MUTARS® femoral stem cementless 14/120mm HA MUTARS® P 34191

84157600115 MUTARS® femoral stem cementless 15/120mm HA MUTARS® P 34191

85|57600016 MUTARS® femoral stem cementless 16/120mm HA MUTARS® P 34191

86|57600117 MUTARS® femoral stem cementless 17/120mm HA MUTARS® P 34191

87|57600018 MUTARS® femoral stem cementless 18/120mm HA MUTARS® P 34191

88|57600019 MUTARS® femoral stem cementless 19/120mm HA MUTARS® P 34191

89|57600020 MUTARS® femoral stem cementless 20/120mm HA MUTARS® P 34191

90]57200500 MUTARS® GenuX® MK femur cemented sz. 2 right MUTARS® [P 32831

91|57200505 MUTARS® GenuX® MK femur cemented sz. 2 left MUTARS® P 32831

92|57200510 MUTARS® GenuX® MK femur cemented sz. 3 right MUTARS® [P 32831

93|57200515 MUTARS® GenuX® MK femur cemented sz. 3 left MUTARS® P 32831

94157200520 MUTARS® GenuX® MK femur cemented sz. 4 right MUTARS® [P 32831

95|57200525 MUTARS® GenuX® MK femur cemented sz. 4 left MUTARS® P 32831

9657200530 MUTARS® GenuX® MK femur cemented sz. 5 right MUTARS® [P 32831

97|57200535 MUTARS® GenuX® MK femur cemented sz. 5 left MUTARS® P 32831

98157200540 MUTARS® GenuX® MK femur cemented sz. 6 right MUTARS® [P 32831

99|57200545 MUTARS® GenuX® MK femur cemented sz. 6 left MUTARS® P 32831
100{57201400 MUTARS® GenuX® MK femur cementless sz. 2 right MUTARS® [P 33863
101157201405 MUTARS® GenuX® MK femur cementless sz. 2 lef MUTARS® P 33863
102{57201410 MUTARS® GenuX® MK femur cementless sz. 3 right MUTARS® [P 33863
103|57201415 MUTARS® GenuX® MK femur cementless sz. 3 lef MUTARS® P 33863
104{57201420 MUTARS® GenuX® MK femur cementless sz. 4 right MUTARS® [P 33863
105|57201425 MUTARS® GenuX® MK femur cementless sz. 4 lef MUTARS® P 33863
106{57201430 MUTARS® GenuX® MK femur cementless sz. 5 right MUTARS® [P 33863
107157201435 MUTARS® GenuX® MK femur cementless sz. 5 lef MUTARS® P 33863
108{57201440 MUTARS® GenuX® MK femur cementless sz. 6 right MUTARS® [P 33863
109157201445 MUTARS® GenuX® MK femur cementless sz. 6 lef MUTARS® P 33863
110157510602 MUTARS® GenuX® MK tibia cemented sz. 2 incl. counter screw + screw for coupling MUTARS® [P 32832
111157510603 MUTARS® GenuX® MK tibia cemented sz. 3 incl. counter screw + screw for coupling MUTARS® [P 32832
112|57510604 MUTARS® GenuX® MK tibia cemented sz. 4 incl. conter screw + screw for coupling MUTARS® [P 32832
113]57510605 MUTARS® GenuX® MK tibia cemented sz. 5 incl. counter screw + screw for coupling MUTARS® [P 32832
114157510606 MUTARS® GenuX® MK tibia cemented sz. 6 incl. counter screw + screw for coupling MUTARS® [P 32832
115|57510702 MUTARS® GenuX® MK tibia cementless sz. 2 incl. counter screw + screw for coupling MUTARS® [P 34198
116157510703 MUTARS® GenuX® MK tibia cementless sz. 3 incl. counter screw + screw for coupling MUTARS® [P 34198
117157510704 MUTARS® GenuX® MK tibia cementless sz. 4 incl. counter screw + screw for coupling MUTARS® [P 34198
118157510705 MUTARS® GenuX® MK tibia cementless sz. 5 incl. counter screw + screw for coupling MUTARS® [P 34198
119157510706 MUTARS® GenuX® MK tibia cementless sz. 6 incl. counter screw + screw for coupling MUTARS® [P 34198
120{57210102 MUTARS® GenuX® MK MB PE insert sz. 2/12,5mm MUTARS® [P 46585
121{57210103 MUTARS® GenuX® MK MB PE insert sz. 3/12,5mm MUTARS® [P 46585
122{57210104 MUTARS® GenuX® MK MB PE insert sz. 4/12,5mm MUTARS® [P 46585
123[57210105 MUTARS® GenuX® MK MB PE insert sz. 5/12,5mm MUTARS® [P 46585
124{57210106 MUTARS® GenuX® MK MB PE insert sz. 6/12,5mm MUTARS® [P 46585
125(57661112 MUTARS® GenuX® MK stem cemented 11/125mm MUTARS® [P 48066
126{57661115 MUTARS® GenuX® MK stem cemented 11/150mm MUTARS® [P 48066
127{57661120 MUTARS® GenuX® MK stem cemented 11/200mm MUTARS® [P 48066
128[57661125 MUTARS® GenuX® MK stem cemented 11/250mm MUTARS® [P 48066
129(57661312 MUTARS® GenuX® MK stem cemented 13/125mm MUTARS® [P 48066
130{57661315 MUTARS® GenuX® MK stem cemented 13/150mm MUTARS® [P 48066
131{57661320 MUTARS® GenuX® MK stem cemented 13/200mm MUTARS® [P 48066
132{57661325 MUTARS® GenuX® MK stem cemented 13/250mm MUTARS® [P 48066
133[57661512 MUTARS® GenuX® MK stem cemented 15/125mm MUTARS® [P 48066
134{57661515 MUTARS® GenuX® MK stem cemented 15/150mm MUTARS® [P 48066
135[57661520 MUTARS® GenuX® MK stem cemented 15/200mm MUTARS® [P 48066
136{57661525 MUTARS® GenuX® MK stem cemented 15/250mm MUTARS® [P 48066
137{57661712 MUTARS® GenuX® MK stem cemented 17/125mm MUTARS® [P 48066
138[57661715 MUTARS® GenuX® MK stem cemented 17/150mm MUTARS® [P 48066
139(57661720 MUTARS® GenuX® MK stem cemented 17/200mm MUTARS® [P 48066
140{57661725 MUTARS® GenuX® MK stem cemented 17/250mm MUTARS® [P 48066
141{57661912 MUTARS® GenuX® MK stem cemented 19/125mm MUTARS® [P 48066
142{57661915 MUTARS® GenuX® MK stem cemented 19/150mm MUTARS® [P 48066
143[57661920 MUTARS® GenuX® MK stem cemented 19/200mm MUTARS® [P 48066
144[57661925 MUTARS® GenuX® MK stem cemented 19/250mm MUTARS® [P 48066
145157671212 MUTARS® GenuX® MK stem cementless 12/125mm HA MUTARS® P 48066
146157671215 MUTARS® GenuX® MK stem cementless 12/150mm HA MUTARS® P 48066
147157671220 MUTARS® GenuX® MK stem cementless 12/200mm HA MUTARS® P 48066
14857671225 MUTARS® GenuX® MK stem cementless 12/250mm HA MUTARS® P 48066
14957671412 MUTARS® GenuX® MK stem cementless 14/125mm HA MUTARS® P 48066
150157671415 MUTARS® GenuX® MK stem cementless 14/150mm HA MUTARS® P 48066
151157671420 MUTARS® GenuX® MK stem cementless 14/200mm HA MUTARS® P 48066
152|57671425 MUTARS® GenuX® MK stem cementless 14/250mm HA MUTARS® P 48066
153157671612 MUTARS® GenuX® MK stem cementless 16/125mm HA MUTARS® P 48066
154157671615 MUTARS® GenuX® MK stem cementless 16/150mm HA MUTARS® P 48066
155|57671620 MUTARS® GenuX® MK stem cementless 16/200mm HA MUTARS® P 48066
156157671625 MUTARS® GenuX® MK stem cementless 16/250mm HA MUTARS® P 48066
157157671812 MUTARS® GenuX® MK stem cementless 18/125mm HA MUTARS® P 48066
158157671815 MUTARS® GenuX® MK stem cementless 18/150mm HA MUTARS® P 48066
159157671820 MUTARS® GenuX® MK stem cementless 18/200mm HA MUTARS® P 48066
160|57671825 MUTARS® GenuX® MK stem cementless 18/250mm HA MUTARS® P 48066
161|57672012 MUTARS® GenuX® MK stem cementless 20/125mm HA MUTARS® P 48066




162|57672015 MUTARS® GenuX® MK stem cementless 20/150mm HA MUTARS® P 48066
163|57672020 MUTARS® GenuX® MK stem cementless 20/200mm HA MUTARS® P 48066
164157672025 MUTARS® GenuX® MK stem cementless 20/250mm HA MUTARS® P 48066
165|57672212 MUTARS® GenuX® MK stem cementless 22/125mm HA MUTARS® P 48066
166157672215 MUTARS® GenuX® MK stem cementless 22/150mm HA MUTARS® P 48066
167157672220 MUTARS® GenuX® MK stem cementless 22/200mm HA MUTARS® P 48066
16857672225 MUTARS® GenuX® MK stem cementless 22/250mm HA MUTARS® P 48066
16957672412 MUTARS® GenuX® MK stem cementless 24/125mm HA MUTARS® P 48066
170157672612 MUTARS® GenuX® MK stem cementless 26/125mm HA MUTARS® P 48066
171157672812 MUTARS® GenuX® MK stem cementless 28/125mm HA MUTARS® P 48066
172152400707 MUTARS® humerus stem cementless 7/75mm MUTARS® P 48090
173152400708 MUTARS® humerus stem cementless 8/75mm MUTARS® P 48090
174152400709 MUTARS® humerus stem cementless 9/75mm MUTARS® P 48090
175152400710 MUTARS® humerus stem cementless 10/75mm MUTARS® P 48090
176152400711 MUTARS® humerus stem cementless 11/75mm MUTARS® P 48090
177152400712 MUTARS® humerus stem cementless 12/75mm MUTARS® P 48090
178152400713 MUTARS® humerus stem cementless 13/75mm MUTARS® P 48090
179152400714 MUTARS® humerus stem cementless 14/75mm MUTARS® P 48090
180152400715 MUTARS® humerus stem cementless 15/75mm MUTARS® P 48090
181152400716 MUTARS® humerus stem cementless 16/75mm MUTARS® P 48090
182152400717 MUTARS® humerus stem cementless 17/75mm MUTARS® P 48090
18352400807 MUTARS® humerus stem cementless 7/75mm HA MUTARS® P 48090
184152400808 MUTARS® humerus stem cementless 8/75mm HA MUTARS® P 48090
18552400809 MUTARS® humerus stem cementless 9/75mm HA MUTARS® P 48090
18652400810 MUTARS® humerus stem cementless 10/75mm HA MUTARS® P 48090
187152400811 MUTARS® humerus stem cementless 11/75mm HA MUTARS® P 48090
188152400812 MUTARS® humerus stem cementless 12/75mm HA MUTARS® P 48090
189152400813 MUTARS® humerus stem cementless 13/75mm HA MUTARS® P 48090
190152400814 MUTARS® humerus stem cementless 14/75mm HA MUTARS® P 48090
191152400815 MUTARS® humerus stem cementless 15/75mm HA MUTARS® P 48090
192152400816 MUTARS® humerus stem cementless 16/75mm HA MUTARS® P 48090
193152400817 MUTARS® humerus stem cementless 17/75mm HA MUTARS® P 48090
194152400408 MUTARS® humerus stem cemented 8/75mm MUTARS® P34197
19552400409 MUTARS® humerus stem cemented 9/75mm MUTARS® P34197
19652400410 MUTARS® humerus stem cemented 10/75mm MUTARS® P34197
197152400411 MUTARS® humerus stem cemented 11/75mm MUTARS® P34197
198152400412 MUTARS® humerus stem cemented 12/75mm MUTARS® P34197
199152400413 MUTARS® humerus stem cemented 13/75mm MUTARS® P34197
200{52400414 MUTARS® humerus stem cemented 14/75mm MUTARS® P34197
201[52400415 MUTARS® humerus stem cemented 15/75mm MUTARS® P34197
202(52400416 MUTARS® humerus stem cemented 16/75mm MUTARS® P34197
203[52401008 MUTARS® humerus stem cemented 8/100mm MUTARS® P34197
204(52401009 MUTARS® humerus stem cemented 9/100mm MUTARS® P34197
205(52401010 MUTARS® humerus stem cemented 10/100mm MUTARS® P34197
206]52401011 MUTARS® humerus stem cemented 11/100mm MUTARS® P34197
207(52401012 MUTARS® humerus stem cemented 12/100mm MUTARS® P34197
208(52401013 MUTARS® humerus stem cemented 13/100mm MUTARS® P34197
209(52401014 MUTARS® humerus stem cemented 14/100mm MUTARS® P34197
210(52401015 MUTARS® humerus stem cemented 15/100mm MUTARS® P34197
211[52401016 MUTARS® humerus stem cemented 16/100mm MUTARS® P34197
212(52401508 MUTARS® humerus stem cemented 8/150mm MUTARS® P34197
213[52401509 MUTARS® humerus stem cemented 9/150mm MUTARS® P34197
214(52401510 MUTARS® humerus stem cemented 10/150mm MUTARS® P34197
215|52401511 MUTARS® humerus stem cemented 11/150mm MUTARS® P34197
216(52401512 MUTARS® humerus stem cemented 12/150mm MUTARS® P34197
217(52401513 MUTARS® humerus stem cemented 13/150mm MUTARS® P34197
218(52401514 MUTARS® humerus stem cemented 14/150mm MUTARS® P34197
219(52401515 MUTARS® humerus stem cemented 15/150mm MUTARS® P34197
220(52401516 MUTARS® humerus stem cemented 16/150mm MUTARS® P34197
221152500000 MUTARS® dist. humerus 50mm incl. axle, safety screw and 2 locking screws MUTARS®  [P40124
222152500004 MUTARS® accessories for dist. humerus: axle, counter- and locking screw MUTARS® P40124
223152510000 MUTARS® dist. Humerus HD 50mm incl. axle, safety screw and 2 locking screws MUTARS®  [P40124
224152502300 MUTARS® dist. humerus 30mm incl. axle, covers and safety screw MUTARS® P40124
22552512300 MUTARS® dist. humerus HD 30mm incl. axle, covers and safety screw MUTARS® P40124
226(52300125 MUTARS® screw for dist. humerus M6x12.5mm SW5 MUTARS® P48094
227{52300200 MUTARS® screw for dist. humerus M6x20mm SW5 MUTARS® P48094
228(52300225 MUTARS® screw for dist. humerus M6x22.5mm SW5 MUTARS® P48094
229(52300250 MUTARS® screw for dist. humerus M6x25mm SW5 MUTARS® P48094
230{52300275 MUTARS® screw for dist. humerus M6x27.5mm SW5 MUTARS® P48094
231{52300300 MUTARS® screw for dist. humerus M6x30mm SW5 MUTARS® P48094
232|52501015 MUTARS® ulna anchorage cementless left cpTi/H/ MUTARS®  [P40124
23352501020 MUTARS® ulna anchorage cementless right cpTi/H/ MUTARS®  [P40124
234152501040 MUTARS® ulnar component HD cementless righ MUTARS®  [P40124
235(52501045 MUTARS® ulnar component HD cementless lef MUTARS® |P40124
236(52505070 MUTARS® ulnar component cemented 70mm lefl MUTARS® [P 40124
237(52505100 MUTARS® ulnar component cemented 100mm lefi MUTARS® [P 40124
23852500070 MUTARS® ulnar component cemented 70mm right MUTARS® [P 40124
23952500100 MUTARS® ulnar component cemented 100mm righi MUTARS® [P 40124
240(38406006 AGILON® stem cemented @6/60mm AGILON® P 34197
241(38406008 AGILON® stem cemented @8/60mm AGILON® P 34197
242(38406010 AGILON® stem cemented @10/60mm AGILON® P 34197
243[38406012 AGILON® stem cemented @12/60mm AGILON® P 34197




244(38409006 AGILON® stem cemented @6/90mm AGILON® P 34197
245(38409008 AGILON® stem cemented @8/90mm AGILON® P 34197
246(38409010 AGILON® stem cemented @10/90mm AGILON® P 34197
247(38409012 AGILON® stem cemented @12/90mm AGILON® P 34197
248(38412006 AGILON® stem cemented @6/120mm AGILON® P 34197
249(38412008 AGILON® stem cemented @8/120mm AGILON® P 34197
250{38412010 AGILON® stem cemented &10/120mm AGILON® P 34197
251(38412012 AGILON® stem cemented @12/120mm AGILON® P 34197
252|38503010 AGILON® stem cementless @10/30mm AGILON® P 34197
253/38503011 AGILON® stem cementless @11/30mm AGILON® P 34197
254138503012 AGILON® stem cementless @12/30mm AGILON® P 34197
255|38503013 AGILON® stem cementless @13/30mm AGILON® P 34197
256|38503014 AGILON® stem cementless @14/30mm AGILON® P 34197
257138503015 AGILON® stem cementless @15/30mm AGILON® P 34197
258/38503016 AGILON® stem cementless @16/30mm AGILON® P 34197
25938503017 AGILON® stem cementless @17/30mm AGILON® P 34197
260/38503018 AGILON® stem cementless @18/30mm AGILON® P 34197
261|38506009 AGILON® stem cementless @9/60mm AGILON® P 34197
262|38506010 AGILON® stem cementless @10/60mm AGILON® P 34197
263|38506011 AGILON® stem cementless @11/60mm AGILON® P 34197
26438506012 AGILON® stem cementless @12/60mm AGILON® P 34197
265|38506013 AGILON® stem cementless @13/60mm AGILON® P 34197
26638506014 AGILON® stem cementless @14/60mm AGILON® P 34197
26738506015 AGILON® stem cementless @15/60mm AGILON® P 34197
268|38506016 AGILON® stem cementless @16/60mm AGILON® P 34197
26938506017 AGILON® stem cementless @17/60mm AGILON® P 34197
270/38506018 AGILON® stem cementless @18/60mm AGILON® P 34197
271138512009 AGILON® stem cementless @9/120mm AGILON® P 34197
272138512010 AGILON® stem cementless @10/120mm AGILON® P 34197
273|38512011 AGILON® stem cementless @11/120mm AGILON® P 34197
274138512012 AGILON® stem cementless @12/120mm AGILON® P 34197
275|38512013 AGILON® stem cementless @13/120mm AGILON® P 34197
276|38512014 AGILON® stem cementless @14/120mm AGILON® P 34197
277138512015 AGILON® stem cementless @15/120mm AGILON® P 34197
278|38512016 AGILON® stem cementless @16/120mm AGILON® P 34197
279/38518009 AGILON® stem cementless @9/180mm AGILON® P 34197
28038518010 AGILON® stem cementless @10/180mm AGILON® P 34197
281/38518011 AGILON® stem cementless @11/180mm AGILON® P 34197
282|38518012 AGILON® stem cementless @12/180mm AGILON® P 34197
283|38518013 AGILON® stem cementless @13/180mm AGILON® P 34197
284138518014 AGILON® stem cementless @14/180mm AGILON® P 34197
285|38518015 AGILON® stem cementless @15/180mm AGILON® P 34197
286/38518016 AGILON® stem cementless @16/180mm AGILON® P 34197
287138524009 AGILON® stem cementless @9/240mm AGILON® P 34197
28838524010 AGILON® stem cementless @10/240mm AGILON® P 34197
28938524011 AGILON® stem cementless @11/240mm AGILON® P 34197
29038524012 AGILON® stem cementless @12/240mm AGILON® P 34197
291138524013 AGILON® stem cementless @13/240mm AGILON® P 34197
29238524014 AGILON® stem cementless @14/240mm AGILON® P 34197
293|38524015 AGILON® stem cementless @15/240mm AGILON® P 34197
294138524016 AGILON® stem cementless @16/240mm AGILON® P 34197
29552500030 MUTARS® prox. ulna incl. safety screw MUTARS® [P 40124
296(52510030 MUTARS® prox. ulna HD incl. safety screw MUTARS® [P 40124
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Manufacturer:

Medical Device(s):

Intended Use:

EU Declaration of Conformity
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Lineburger Schanze 26
21614 Buxtehude
Germany

MUTARS® Hip System

The MUTARS® Hip System is the hip portion of the overall MUTARS® System.
It is a modular hip replacement system offering various components that can
be combined to replace the hip joint and address major bone defects with
various options.

The MUTARS® Hip System provides modular proximal component for both
neck replacements and proximal femoral replacements. Modular femoral
stems, extension pieces, connection adaptors and end piece components are
provided for use as needed in individual cases.

The MUTARS® Proximal Femur, Proximal Femur Revision, Filia Proximal
Femur and RS Proximal Component are hip joint components that replace the
proximal part of the femur.

The MUTARS® RS Metaphyseal Component is to be connected with the
MUTARS® RS Proximal Component. Both components provide fixation in the
metaphysis and fill for stable fixation in the area of the proximal femur. The
MUTARS® RS Metaphyseal Component is intended to be used cementless.

The MUTARS® Stems provide diaphyseal anchorage of the joint replacement
in the femur. The MUTARS® system includes curved stems for cemented and
cementless applications. The MUTARS® Filia stem has two parts: the proximal
part is for the extraosseous length adjustment and the distal part is for the
diaphyseal anchorage in the femur.

MUTARS® Extension Piece and the Connecting Part are served as an extra-
osseous length adjustment in the area of the proximal femur for the bridging of
bone defects. The MUTARS® RS Extension Piece serves as an intraosseous
length adjustment in the area of the proximal femur.

The MUTARS® Reducer is for the extraosseous length adjustment in cases of
a total femur replacement.

The MUTARS® Intramedullary Connecting Modules are used in cases of
intramedullary femur replacements in which the femoral diaphysis is
preserved, and the proximal femoral and knee joint are replaced by
endoprostheses, which are then connected using an intramedullary rod.

The MUTARS® RS Cup is a cementless revision cup, which is used in cases
of large acetabular bone defects. The MUTARS® RS Cup bridges the defect
zone of the damaged acetabulum and allows for stabilization of the hip joint
area.

The MUTARS® LUMIC® Acetabular Cup system is a modular acetabular
reconstruction system, which restores hip function after massive acetabular
bone loss (hemipelvectomy) or severe acetabular defects.

The Cup Inserts are inserted into the modular acetabular cups to provide the
articulating surface as part of a total hip arthroplasty (THA). The implacross®
PE Insert offer a standard cup-head mobility while the metallic 2M inserts allow
in connection with the EcoFit® 2M Heads a dual mobility option.

The MUTARS® End Piece is used in rare cases of bone tumors and bone
metastases in which no full extremity preserving surgery can be carried out. In
combination with the MUTARS® Proximal Femur Replacement component, the
End Piece can serve to prosthetically preserve a terminal femoral stump.
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REF Number(s):

Classification:

Standard(s) applied:
EN ISO 13485

EN ISO 14971
ENISO 11137-1

ENISO 11135-1

EN ISO 11607-1

EN ISO 10993-1
EN ISO 14630
EN ISO 21534

EU Declaration of Conformity

REF-Numbers see Attachment | - XX

Class Il

(Council Directive 93/42/EEC, Annex IX, rule 8, in conjunction with commission
directive 2005/50/EC)

Medical devices - Quality management systems - Requirements for regulatory
purposes

Medical devices - Application of risk management to medical devices

Sterilization of health care products - Radiation - Part 1: Requirements for
development, validation and routine control of a sterilization process for
medical devices

Sterilization of health care products - Ethylene oxide - Part 1: Requirements for
the development, validation and routine control of a sterilization process for
medical devices

Packaging for terminally sterilized medical devices — Requirements for
materials, sterile barrier systems and packaging systems

Biological evaluation of medical devices — Part 1: Evaluation and testing
Non-active surgical implants - General requirements

Non-active surgical implants - Joint replacement implants - Particular
requirements

GMDN code(s) and term(s):

P 16082
P 34190
P 34191
P 34203
P 43167
P 43168
P 48056
P 55833
P 56710

P 61556
P 61559
P 61560
P 61561
P 61770
P 63998

Bone cap

Uncoated hip femur prosthesis, modular
Coated femoral stem prosthesis, modular
Uncoated femoral stem prosthesis, modular
Acetabular shell

Non-constrained polyethylene acetabular liner
Metallic acetabular liner

Press-fit hip femur prosthesis, modular
Acetabulum prosthesis apical hole plug
Sleeve femoral/tibial extension, coated
Femur/tibia shaft prosthesis

Sleeve femoral/tibial extension, uncoated
Body femoral/tibial extension stem, uncoated
Acetabular liner locking ring

Implantable orthopaedic fixation device connection screw


https://www.gmdnagency.org/TermDetails.aspx?tid=137949
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EU Declaration of Conformity

We declare under our sole responsibility that the medical devices listed in the attachment(s) are in
conformity with the essential requirements of Annex | of Council Directive 93/42/EEC and have
undergone the conformity assessment procedure according to Annex Il of Council Directive
93/42/EEC.

Notified Body: MEDCERT GmbH
Pilatuspool 2
20355 Hamburg
Germany
EC Certificate of Conformity Council Directive 93/42/EEC Annex Il excluding section 4

Certificate No.: 7092GB410201201A
Validity: 01/12/2020 - 27/05/2024

EC Design Examination Certificate Council Directive 93/42/EEC Annex Il, section 4
Certificate No.: 13195GB411200427
Validity: 27/04/2020 - 03/04/2022

Identification:

Buxtehude, 03.12.2020 i.V. Juliane Hoppner

Place, date Head of Regulatory Affairs
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EU Declaration of Conformity

Attachment |

Reference . — .
number item description size GMDN GTIN

57100205 MUTARS® prox. femur incl. safety screw 50 mm P 34190 4048844045753
57100207 MUTARS® prox. femur incl. safety screw 70 mm P 34190 4048844045760
57100205S MUTARS® prox. femur silver incl. safety screw 50 mm P 34190 4048844085049
57100207S MUTARS® prox. femur silver incl. safety screw 70 mm P 34190 4048844085056
67101527 MUTARS® RS proximal component incl. safety screw 127°/32mm P 34190 4048844053444
67101535 MUTARS® RS proximal component incl. safety screw 135°/32mm P 34190 4048844053451
67101627 MUTARS® RS proximal component incl. safety screw 127°/42mm P 34190 4048844053468
67101635 MUTARS® RS proximal component incl. safety screw 135°/42mm P 34190 4048844053475
67101527S MUTARS® RS proximal component silver incl. safety screw 127°/32mm P 34190 4048844087920
67101535S MUTARS® RS proximal component silver incl. safety screw 135°/32mm P 34190 4048844087944
67101627S MUTARS® RS proximal component silver incl. safety screw 127°/42mm P 34190 4048844087951
67101635S MUTARS® RS proximal component silver incl. safety screw 135°/42mm P 34190 4048844087982
67304021 MUTARS® RS metaphyseal component 40 mm P 61560 4048844053680
67304321 MUTARS® RS metaphyseal component 40 mm, small P 61560 4048844053710
67305021 MUTARS® RS metaphyseal component 50 mm P 61560 4048844053727
67305321 MUTARS® RS metaphyseal component 50 mm, small P 61560 4048844053758
67304121 MUTARS® RS metaphyseal component HA 40 mm P 61556 4048844053697
67304221 MUTARS® RS metaphyseal component HA 40 mm, small P 61556 4048844053703
67305121 MUTARS® RS metaphyseal component HA 50 mm P 61556 4048844053734
67305221 MUTARS® RS metaphyseal component HA 50 mm, small P 61556 4048844053741
67300025 MUTARS® RS extension piece 25 mm P 61560 4048844053604
67300125 MUTARS® RS extension piece HA 25 mm P 61556 4048844053611
57205100 MUTARS® intramed. connecting module for KRI 15/100mm P 61561 4048844227180
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57205120 MUTARS® intramed. connecting module for KRI 15/120mm P 61561 4048844227197
57205140 MUTARS® intramed. connecting module for KRI 15/140mm P 61561 4048844227203
57205160 MUTARS® intramed. connecting module for KRI 15/160mm P 61561 4048844227210
57205180 MUTARS® intramed. connecting module for KRI 15/180mm P 61561 4048844046927
57205200 MUTARS® intramed. connecting module for KRI 15/200mm P 61561 4048844046934
57205220 MUTARS® intramed. connecting module for KRI 15/220mm P 61561 4048844046941
57205240 MUTARS® intramed. connecting module for KRI 15/240mm P 61561 4048844046958
57205260 MUTARS® intramed. connecting module for KRI 15/260mm P 61561 4048844046965
57205280 MUTARS® intramed. connecting module for KRI 15/280mm P 61561 4048844046972
57205300 MUTARS® intramed. connecting module for KRI 15/300mm P 61561 4048844046989
57205320 MUTARS® intramed. connecting module for KRI 15/320mm P 61561 4048844046996
57205340 MUTARS® intramed. connecting module for KRI 15/340mm P 61561 4048844047009
57205360 MUTARS® intramed. connecting module for KRI 15/360mm P 61561 4048844047016
57205100S MUTARS® intramed. connecting module for KRI silver 15/100mm P 61561 4048844227227
57205120S MUTARS® intramed. connecting module for KRI silver 15/120mm P 61561 4048844227234
57205140S MUTARS® intramed. connecting module for KRI silver 15/140mm P 61561 4048844227241
57205160S MUTARS® intramed. connecting module for KRI silver 15/160mm P 61561 4048844227265
57205180S MUTARS® intramed. connecting module for KRI silver 15/180mm P 61561 4048844085490
57205200S MUTARS® intramed. connecting module for KRI silver 15/200mm P 61561 4048844085506
57205220S MUTARS® intramed. connecting module for KRI silver 15/220mm P 61561 4048844085513
57205240S MUTARS® intramed. connecting module for KRI silver 15/240mm P 61561 4048844085520
57205260S MUTARS® intramed. connecting module for KRI silver 15/260mm P 61561 4048844085537
57205280S MUTARS® intramed. connecting module for KRI silver 15/280mm P 61561 4048844085544
57205300S MUTARS® intramed. connecting module for KRI silver 15/300mm P 61561 4048844085551
57205320S MUTARS® intramed. connecting module for KRI silver 15/320mm P 61561 4048844085568
57205340S MUTARS® intramed. connecting module for KRI silver 15/340mm P 61561 4048844085575
57205360S MUTARS® intramed. connecting module for KRI silver 15/360mm P 61561 4048844085582




implantcast

©

EU Declaration of Conformity

Attachment Il

Reference

number item description size GMDN GTIN
57215180 MUTARS® intramed. connecting module for GenuX® femur 15/180mm P 61561 4048844047771
57215200 MUTARS® intramed. connecting module for GenuX® femur 15/200mm P 61561 4048844047788
57215220 MUTARS® intramed. connecting module for GenuX® femur 15/220mm P 61561 4048844047795
57215240 MUTARS® intramed. connecting module for GenuX® femur 15/240mm P 61561 4048844047801
57215260 MUTARS® intramed. connecting module for GenuX® femur 15/260mm P 61561 4048844047818
57215280 MUTARS® intramed. connecting module for GenuX® femur 15/280mm P 61561 4048844047825
57215300 MUTARS® intramed. connecting module for GenuX® femur 15/300mm P 61561 4048844047832
57215320 MUTARS® intramed. connecting module for GenuX® femur 15/320mm P 61561 4048844047849
57215340 MUTARS® intramed. connecting module for GenuX® femur 15/340mm P 61561 4048844047856
57215360 MUTARS® intramed. connecting module for GenuX® femur 15/360mm P 61561 4048844047863
57215380 MUTARS® intramed. connecting module for GenuX® femur 15/380mm P 61561 4048844047870
57215400 MUTARS® intramed. connecting module for GenuX® femur 15/400mm P 61561 4048844047887
57215420 MUTARS® intramed. connecting module for GenuX® femur 15/420mm P 61561 4048844047894
57215440 MUTARS® intramed. connecting module for GenuX® femur 15/440mm P 61561 4048844047900
57215180S MUTARS® intramed. connecting module for GenuX® femur silver 15/180mm P 61561 4048844118686
57215200S MUTARS® intramed. connecting module for GenuX® femur silver 15/200mm P 61561 4048844118693
57215220S MUTARS® intramed. connecting module for GenuX® femur silver 15/220mm P 61561 4048844118815
57215240S MUTARS® intramed. connecting module for GenuX® femur silver 15/240mm P 61561 4048844118709
57215260S MUTARS® intramed. connecting module for GenuX® femur silver 15/260mm P 61561 4048844118716
57215280S MUTARS® intramed. connecting module for GenuX® femur silver 15/280mm P 61561 4048844118723
57215300S MUTARS® intramed. connecting module for GenuX® femur silver 15/300mm P 61561 4048844118730
57215320S MUTARS® intramed. connecting module for GenuX® femur silver 15/320mm P 61561 4048844118747
57215340S MUTARS® intramed. connecting module for GenuX® femur silver 15/340mm P 61561 4048844118754
57215360S MUTARS® intramed. connecting module for GenuX® femur silver 15/360mm P 61561 4048844118761
57215380S MUTARS® intramed. connecting module for GenuX® femur silver 15/380mm P 61561 4048844118778
57215400S MUTARS® intramed. connecting module for GenuX® femur silver 15/400mm P 61561 4048844118785
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57215420S MUTARS® intramed. connecting module for GenuX® femur silver 15/420mm P 61561 4048844118792
57215440S MUTARS® intramed. connecting module for GenuX® femur silver 15/440mm P 61561 4048844118808
57216100 MUTARS® intramed. connecting module for GenuX® MK femur 15/100mm P 61561 4048844231910
57216120 MUTARS® intramed. connecting module for GenuX® MK femur 15/120mm P 61561 4048844251208
57216140 MUTARS® intramed. connecting module for GenuX® MK femur 15/140mm P 61561 4048844251215
57216160 MUTARS® intramed. connecting module for GenuX® MK femur 15/160mm P 61561 4048844251222
57216180 MUTARS® intramed. connecting module for GenuX® MK femur 15/180mm P 61561 4048844232016
57216200 MUTARS® intramed. connecting module for GenuX® MK femur 15/200mm P 61561 4048844251239
57216220 MUTARS® intramed. connecting module for GenuX® MK femur 15/220mm P 61561 4048844251246
57216240 MUTARS® intramed. connecting module for GenuX® MK femur 15/240mm P 61561 4048844232047
57216260 MUTARS® intramed. connecting module for GenuX® MK femur 15/260mm P 61561 4048844251253
57216280 MUTARS® intramed. connecting module for GenuX® MK femur 15/280mm P 61561 4048844232061
57216300 MUTARS® intramed. connecting module for GenuX® MK femur 15/300mm P 61561 4048844232078
57216320 MUTARS® intramed. connecting module for GenuX® MK femur 15/320mm P 61561 4048844251277
57216340 MUTARS® intramed. connecting module for GenuX® MK femur 15/340mm P 61561 4048844232092
57216360 MUTARS® intramed. connecting module for GenuX® MK femur 15/360mm P 61561 4048844251291
57216380 MUTARS® intramed. connecting module for GenuX® MK femur 15/380mm P 61561 4048844232115
57216400 MUTARS® intramed. connecting module for GenuX® MK femur 15/400mm P 61561 4048844232122
57216420 MUTARS® intramed. connecting module for GenuX® MK femur 15/420mm P 61561 4048844232139
57216440 MUTARS® intramed. connecting module for GenuX® MK femur 15/440mm P 61561 4048844233181
57216100S MUTARS® intramed. connecting module for GenuX® MK femur silver 15/100mm P 61561 4048844233266
57216120S MUTARS® intramed. connecting module for GenuX® MK femur silver 15/120mm P 61561 4048844233273
57216140S MUTARS® intramed. connecting module for GenuX® MK femur silver 15/140mm P 61561 4048844251307
57216160S MUTARS® intramed. connecting module for GenuX® MK femur silver 15/160mm P 61561 4048844233297
57216180S MUTARS® intramed. connecting module for GenuX® MK femur silver 15/180mm P 61561 4048844251314
57216200S MUTARS® intramed. connecting module for GenuX® MK femur silver 15/200mm P 61561 4048844233310
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57216220S MUTARS® intramed. connecting module for GenuX® MK femur silver 15/220mm P 61561 4048844233334
57216240S MUTARS® intramed. connecting module for GenuX® MK femur silver 15/240mm P 61561 4048844251321
57216260S MUTARS® intramed. connecting module for GenuX® MK femur silver 15/260mm P 61561 4048844233358
57216280S MUTARS® intramed. connecting module for GenuX® MK femur silver 15/280mm P 61561 4048844251338
57216300S MUTARS® intramed. connecting module for GenuX® MK femur silver 15/300mm P 61561 4048844251345
57216320S MUTARS® intramed. connecting module for GenuX® MK femur silver 15/320mm P 61561 4048844233389
57216340S MUTARS® intramed. connecting module for GenuX® MK femur silver 15/340mm P 61561 4048844233396
57216360S MUTARS® intramed. connecting module for GenuX® MK femur silver 15/360mm P 61561 4048844251352
57216380S MUTARS® intramed. connecting module for GenuX® MK femur silver 15/380mm P 61561 4048844233419
57216400S MUTARS® intramed. connecting module for GenuX® MK femur silver 15/400mm P 61561 4048844251369
57216420S MUTARS® intramed. connecting module for GenuX® MK femur silver 15/420mm P 61561 4048844251376
57216440S MUTARS® intramed. connecting module for GenuX® MK femur silver 15/440mm P 61561 4048844233440
57600011 MUTARS® femoral stem cemented 11/120mm P 34203 4048844049621
57600013 MUTARS® femoral stem cemented 13/120mm P 34203 4048844049645
57600015 MUTARS® femoral stem cemented 15/120mm P 34203 4048844049669
57600017 MUTARS® femoral stem cemented 17/120mm P 34203 4048844049683
57601116 MUTARS® femoral stem cemented 11/160mm P 34203 4048844049850
57601316 MUTARS® femoral stem cemented 13/160mm P 34203 4048844049881
57601516 MUTARS® femoral stem cemented 15/160mm P 34203 4048844049911
57601716 MUTARS® femoral stem cemented 17/160mm P 34203 4048844049942
57601120 MUTARS® femoral stem cemented 11/200mm P 34203 4048844049867
57601320 MUTARS® femoral stem cemented 13/200mm P 34203 4048844049898
57601520 MUTARS® femoral stem cemented 15/200mm P 34203 4048844049928
57601720 MUTARS® femoral stem cemented 17/200mm P 34203 4048844049959
57601124 MUTARS® femoral stem cemented 11/240mm P 34203 4048844049874
57601324 MUTARS® femoral stem cemented 13/240mm P 34203 4048844049904
57601524 MUTARS® femoral stem cemented 15/240mm P 34203 4048844049935
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57601724 MUTARS® femoral stem cemented 17/240mm P 34203 4048844049966
57600011N MUTARS® femoral stem cemented TiN 11/220mm P 34203 4048844086633
57600013N MUTARS® femoral stem cemented TiN 13/120mm P 34203 4048844086640
57600015N MUTARS® femoral stem cemented TiN 15/120mm P 34203 4048844086657
57600017N MUTARS® femoral stem cemented TiN 17/120mm P 34203 4048844086664
57601116N MUTARS® femoral stem cemented TiN 11/160mm P 34203 4048844107314
57601316N MUTARS® femoral stem cemented TiN 13/160mm P 34203 4048844107321
57601516N MUTARS® femoral stem cemented TiN 15/160mm P 34203 4048844107338
57601716N MUTARS® femoral stem cemented TiN 17/160mm P 34203 4048844107345
57601120N MUTARS® femoral stem cemented TiN 11/200mm P 34203 4048844111724
57601320N MUTARS® femoral stem cemented TiN 13/200mm P 34203 4048844111731
57601520N MUTARS® femoral stem cemented TiN 15/200mm P 34203 4048844111748
57601720N MUTARS® femoral stem cemented TiN 17/200mm P 34203 4048844111755
57601124N MUTARS® femoral stem cemented TiN 11/240mm P 34203 4048844111762
57601324N MUTARS® femoral stem cemented TiN 13/240mm P 34203 4048844111779
57601524N MUTARS® femoral stem cemented TiN 15/240mm P 34203 4048844111786
57601724N MUTARS® femoral stem cemented TiN 17/240mm P 34203 4048844111793
57600011HA MUTARS® femoral stem cemented cpTi/HA 11/120mm P 34203 4048844100780
57600013HA MUTARS® femoral stem cemented cpTi/HA 13/120mm P 34203 4048844100797
57600015HA MUTARS® femoral stem cemented cpTi/HA 15/120mm P 34203 4048844100803
57600017HA MUTARS® femoral stem cemented cpTi/HA 17/120mm P 34203 4048844100810
57601116HA MUTARS® femoral stem cemented cpTi/HA 11/160mm P 34203 4048844100827
57601316HA MUTARS® femoral stem cemented cpTi/HA 13/160mm P 34203 4048844100834
57601516HA MUTARS® femoral stem cemented cpTi/HA 15/160mm P 34203 4048844100841
57601716HA MUTARS® femoral stem cemented cpTi/HA 17/160mm P 34203 4048844100858
57601120HA MUTARS® femoral stem cemented cpTi/HA 11/200mm P 34203 4048844100865
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57601320HA MUTARS® femoral stem cemented cpTi/HA 13/200mm P 34203 4048844100872
57601520HA MUTARS® femoral stem cemented cpTi/HA 15/200mm P 34203 4048844100889
57601720HA MUTARS® femoral stem cemented cpTi/HA 17/200mm P 34203 4048844100896
57601124HA MUTARS® femoral stem cemented cpTi/HA 11/240mm P 34203 4048844100902
57601324HA MUTARS® femoral stem cemented cpTi/HA 13/240mm P 34203 4048844100919
57601524HA MUTARS® femoral stem cemented cpTi/HA 15/240mm P 34203 4048844100926
57601724HA MUTARS® femoral stem cemented cpTi/HA 17/240mm P 34203 4048844100742
57691211 MUTARS® femoral stem cemented with HA collar 11/120mm P 34203 4048844194987
57691213 MUTARS® femoral stem cemented with HA collar 13/120mm P 34203 4048844194994
57691215 MUTARS® femoral stem cemented with HA collar 15/120mm P 34203 4048844195007
57691217 MUTARS® femoral stem cemented with HA collar 17/120mm P 34203 4048844195014
57691611 MUTARS® femoral stem cemented with HA collar 11/160mm P 34203 4048844195021
57691613 MUTARS® femoral stem cemented with HA collar 13/160mm P 34203 4048844195038
57691615 MUTARS® femoral stem cemented with HA collar 15/160mm P 34203 4048844195045
57691617 MUTARS® femoral stem cemented with HA collar 17/160mm P 34203 4048844195052
57692011 MUTARS® femoral stem cemented with HA collar 11/200mm P 34203 4048844195069
57692013 MUTARS® femoral stem cemented with HA collar 13/200mm P 34203 4048844195076
57692015 MUTARS® femoral stem cemented with HA collar 15/200mm P 34203 4048844194888
57692017 MUTARS® femoral stem cemented with HA collar 17/200mm P 34203 4048844194895
57692411 MUTARS® femoral stem cemented with HA collar 11/240mm P 34203 4048844194901
57692413 MUTARS® femoral stem cemented with HA collar 13/240mm P 34203 4048844194918
57692415 MUTARS® femoral stem cemented with HA collar 15/240mm P 34203 4048844194925
57692417 MUTARS® femoral stem cemented with HA collar 17/240mm P 34203 4048844194932
59010024 MUTARS® EPORE® HA collar 20mm round @24 mm P 34203 4048844425081
59010027 MUTARS® EPORE® HA collar 20mm round @27 mm P 34203 4048844425098
59010030 MUTARS® EPORE® HA collar 20mm round @30 mm P 34203 4048844425104
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59010033 MUTARS® EPORE® HA collar 20mm round @33 mm P 34203 4048844425111
59010036 MUTARS® EPORE® HA collar 20mm round @36 mm P 34203 4048844428334
59012427 MUTARS® EPORE® HA collar 20mm oval @24/27 mm P 34203 4048844425128
59012730 MUTARS® EPORE® HA collar 20mm oval @27/30 mm P 34203 4048844425135
59013033 MUTARS® EPORE® HA collar 20mm oval @30/33 mm P 34203 4048844425142
59013336 MUTARS® EPORE® HA collar 20mm oval @33/36 mm P 34203 4048844425159
59013639 MUTARS® EPORE® HA collar 20mm oval @36/39mm P 34203 4048844425685
59010127 MUTARS® EPORE® HA collar 20mm tibial @27 mm P 34203 4048844425166
59010130 MUTARS® EPORE® HA collar 20mm tibial @30 mm P 34203 4048844425173
59010133 MUTARS® EPORE® HA collar 20mm tibial @33 mm P 34203 4048844425180
59021211 MUTARS® stem modular curved cemented 211/120mm P 34203 4048844425463
59021212 MUTARS® stem modular curved cemented @12/120mm P 34203 4048844425203
59021213 MUTARS® stem modular curved cemented @13/120mm P 34203 4048844425210
59021214 MUTARS® stem modular curved cemented * @14/120mm P 34203 4048844428341
59021215 MUTARS® stem modular curved cemented @15/120mm P 34203 4048844425227
59021216 MUTARS® stem modular curved cemented @16/120mm P 34203 4048844425234
59021217 MUTARS® stem modular curved cemented @17/120mm P 34203 4048844425241
59021611 MUTARS® stem modular curved cemented @11/160mm P 34203 4048844425395
59021613 MUTARS® stem modular curved cemented @13/160mm P 34203 4048844425401
59021615 MUTARS® stem modular curved cemented @15/160mm P 34203 4048844425418
59021617 MUTARS® stem modular curved cemented @17/160mm P 34203 4048844425425
59022011 MUTARS® stem modular curved cemented @11/200mm P 34203 4048844425470
59022013 MUTARS® stem modular curved cemented @13/200mm P 34203 4048844425487
59022015 MUTARS® stem modular curved cemented @15/200mm P 34203 4048844425494
59022017 MUTARS® stem modular curved cemented @17/200mm P 34203 4048844425500
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59022411 MUTARS® stem modular curved cemented @211/240mm P 34203 4048844425555
59022413 MUTARS® stem modular curved cemented @13/240mm P 34203 4048844425562
59022415 MUTARS® stem modular curved cemented @15/240mm P 34203 4048844425579
59022417 MUTARS® stem modular curved cemented @17/240mm P 34203 4048844428358
59021211N MUTARS® stem modular curved cemented TiN @11/120mm P 34203 4048844425258
59021212N MUTARS® stem modular curved cemented TiN @12/120mm P 34203 4048844425333
59021213N MUTARS® stem modular curved cemented TiN @13/120mm P 34203 4048844425340
59021214N MUTARS® stem modular curved cemented TiN * @14/120mm P 34203 4048844425357
59021215N MUTARS® stem modular curved cemented TiN @15/120mm P 34203 4048844425364
59021216N MUTARS® stem modular curved cemented TiN @16/120mm P 34203 4048844425371
59021217N MUTARS® stem modular curved cemented TiN @17/120mm P 34203 4048844425388
59021611N MUTARS® stem modular curved cemented TiN @11/160mm P 34203 4048844425432
59021613N MUTARS® stem modular curved cemented TiN @13/160mm P 34203 4048844425449
59021615N MUTARS® stem modular curved cemented TiN @15/160mm P 34203 4048844425456
59021617N MUTARS® stem modular curved cemented TiN @17/160mm P 34203 4048844428365
59022011N MUTARS® stem modular curved cemented TiN @11/200mm P 34203 4048844425517
59022013N MUTARS® stem modular curved cemented TiN @13/200mm P 34203 4048844425524
59022015N MUTARS® stem modular curved cemented TiN @15/200mm P 34203 4048844428372
59022017N MUTARS® stem modular curved cemented TiN @17/200mm P 34203 4048844425531
59022411N MUTARS® stem modular curved cemented TiN @211/240mm P 34203 4048844428389
59022413N MUTARS® stem modular curved cemented TiN @13/240mm P 34203 4048844425586
59022415N MUTARS® stem modular curved cemented TiN @15/240mm P 34203 4048844425654
59022417N MUTARS® stem modular curved cemented TiN @17/240mm P 34203 4048844425661
59031211 MUTARS® stem modular straight cemented @11/120mm P 34203 4048844425678
59031212 MUTARS® stem modular straight cemented @12/120mm P 34203 4048844425708
59031213 MUTARS® stem modular straight cemented @13/120mm P 34203 4048844425692
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59031214 MUTARS® stem modular straight cemented * @14/120mm P 34203 4048844425715
59031215 MUTARS® stem modular straight cemented @15/120mm P 34203 4048844425722
59031611 MUTARS® stem modular straight cemented 211/160mm P 34203 4048844428396
59031613 MUTARS® stem modular straight cemented @13/160mm P 34203 4048844425784
59031615 MUTARS® stem modular straight cemented @15/160mm P 34203 4048844425791
59032011 MUTARS® stem modular straight cemented @11/200mm P 34203 4048844425821
59032013 MUTARS® stem modular straight cemented @13/200mm P 34203 4048844425838
59032015 MUTARS® stem modular straight cemented @15/200mm P 34203 4048844425845
59031211N MUTARS® stem modular straight cemented TiN @11/120mm P 34203 4048844425739
59031212N MUTARS® stem modular straight cemented TiN @12/120mm P 34203 4048844425746
59031213N MUTARS® stem modular straight cemented TiN @13/120mm P 34203 4048844425753
59031214N MUTARS® stem modular straight cemented TiN e @314/120mm P 34203 4048844425760
59031215N MUTARS® stem modular straight cemented TiN @15/120mm P 34203 4048844425777
59031611N MUTARS® stem modular straight cemented TiN @11/160mm P 34203 4048844428402
59031613N MUTARS® stem modular straight cemented TiN @13/160mm P 34203 4048844425807
59031615N MUTARS® stem modular straight cemented TiN @15/160mm P 34203 4048844425814
59032011N MUTARS® stem modular straight cemented TiN @11/200mm P 34203 4048844425852
59032013N MUTARS® stem modular straight cemented TiN @13/200mm P 34203 4048844425869
59032015N MUTARS® stem modular straight cemented TiN @15/200mm P 34203 4048844428426
57600510 MUTARS® femoral stem cementless 10/120mm P 55833 4048844049768
57600511 MUTARS® femoral stem cementless 11/120mm P 55833 4048844049775
57600512 MUTARS® femoral stem cementless 12/120mm P 55833 4048844049782
57600513 MUTARS® femoral stem cementless 13/120mm P 55833 4048844049799
57600514 MUTARS® femoral stem cementless 14/120mm P 55833 4048844049805
57600515 MUTARS® femoral stem cementless 15/120mm P 55833 4048844049812
57600516 MUTARS® femoral stem cementless 16/120mm P 55833 4048844049829
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57600518 MUTARS® femoral stem cementless 18/120mm P 55833 4048844049836
57600519 MUTARS® femoral stem cementless 19/120mm P 55833 4048844226619
57600520 MUTARS® femoral stem cementless 20/120mm P 55833 4048844049843
57600111 MUTARS® femoral stem cementless HA 11/120mm P 34191 4048844049713
57600012 MUTARS® femoral stem cementless HA 12/120mm P 34191 4048844049638
57600113 MUTARS® femoral stem cementless HA 13/120mm P 34191 4048844049720
57600014 MUTARS® femoral stem cementless HA 14/120mm P 34191 4048844049652
57600115 MUTARS® femoral stem cementless HA 15/120mm P 34191 4048844049737
57600016 MUTARS® femoral stem cementless HA 16/120mm P 34191 4048844049676
57600117 MUTARS® femoral stem cementless HA 17/120mm P 34191 4048844097004
57600018 MUTARS® femoral stem cementless HA 18/120mm P 34191 4048844049690
57600019 MUTARS® femoral stem cementless HA 19/120mm P 34191 4048844226626
57600020 MUTARS® femoral stem cementless HA 20/120mm P 34191 4048844049706
57602014 MUTARS® tapered stem cementless 14/130mm P 55833 4048844049973
57602015 MUTARS® tapered stem cementless 15/130mm P 55833 4048844049980
57602016 MUTARS® tapered stem cementless 16/130mm P 55833 4048844049997
57602017 MUTARS® tapered stem cementless 17/130mm P 55833 4048844050009
57602018 MUTARS® tapered stem cementless 18/130mm P 55833 4048844050016
57602019 MUTARS® tapered stem cementless 19/130mm P 55833 4048844050023
57602020 MUTARS® tapered stem cementless 20/130mm P 55833 4048844050030
57602021 MUTARS® tapered stem cementless 21/130mm P 55833 4048844050047
57602022 MUTARS® tapered stem cementless 22/130mm P 55833 4048844050054
57602023 MUTARS® tapered stem cementless 23/130mm P 55833 4048844050061
57722504 MUTARS® extension piece 40 mm P 61560 4048844050566
57722506 MUTARS® extension piece 60 mm P 61560 4048844050573
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Reference . . .
number item description size GMDN GTIN
57722508 MUTARS® extension piece 80 mm P 61560 4048844050580
57722510 MUTARS® extension piece 100 mm P 61560 4048844050597
57722503S MUTARS® extension piece silver 30 mm P 61560 4048844115975
57722504S MUTARS® extension piece silver 40 mm P 61560 4048844086893
57722506S MUTARS® extension piece silver 60 mm P 61560 4048844086909
57722508S MUTARS® extension piece silver 80 mm P 61560 4048844086916
57722510S MUTARS® extension piece silver 100 mm P 61560 4048844086923
57300100 MUTARS® connecting part 100 mm P 61561 4048844047917
57300100S MUTARS® connecting part silver 100 mm P 61561 4048844085735
57722060 MUTARS® HMRS adapter female taper 60 mm P 61559 4048844050542
57722070 MUTARS® HMRS adapter female taper 70 mm P 61559 4048844050559
57722060S MUTARS® HMRS adapter female taper silver 60 mm P 61559 4048844086862
57722070S MUTARS® HMRS adapter female taper silver 70 mm P 61559 4048844086886
57723040 MUTARS® HMRS adapter male taper 40 mm P 61559 4048844050603
57723060 MUTARS® HMRS adapter male taper 60 mm P 61559 4048844050610
57723040S MUTARS® HMRS adapter male taper silver 40 mm P 61559 4048844086930
57723060S MUTARS® HMRS adapter male taper silver 60 mm P 61559 4048844086947
57300220 MUTARS® reducer 20 mm P 61561 4048844047986
57300230 MUTARS® reducer 30 mm P 61561 4048844047993
57300220S MUTARS® reducer silver 20 mm P 61561 4048844085766
57300230S MUTARS® reducer silver 30 mm P 61561 4048844085773
58600001 MUTARS® end piece / P 16082 4048844051563
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Rﬁz‘i;‘f)':;e item description size GMDN GTIN

58600001S MUTARS® end piece silver / P 16082 4048844087203
57720030 MUTARS® RS coupling device 30 mm P 61561 4048844050504
57720030S MUTARS® RS coupling device silver 30 mm P 61561 4048844086831
67601212 MUTARS® RS stem cemented 12/120 mm P 34203 4048844133443
67601412 MUTARS® RS stem cemented 14/120 mm P 34203 4048844133467
67601612 MUTARS® RS stem cemented 16/120 mm P 34203 4048844133474
67601812 MUTARS® RS stem cemented 18/120 mm P 34203 4048844133481
67601215 MUTARS® RS stem cemented 12/150 mm P 34203 4048844053765
67601415 MUTARS® RS stem cemented 14/150 mm P 34203 4048844053802
67601615 MUTARS® RS stem cemented 16/150 mm P 34203 4048844053888
67601815 MUTARS® RS stem cemented 18/150 mm P 34203 4048844053901
67611220 MUTARS® RS stem cemented 12/200 mm P 34203 4048844054021
67611420 MUTARS® RS stem cemented 14/200 mm P 34203 4048844054038
67611620 MUTARS® RS stem cemented 16/200 mm P 34203 4048844054045
67611820 MUTARS® RS stem cemented 18/200 mm P 34203 4048844054052
67601212N MUTARS® RS stem cemented TiN 12/120 mm P 34203 4048844133498
67601412N MUTARS® RS stem cemented TiN 14/120 mm P 34203 4048844133504
67601612N MUTARS® RS stem cemented TiN 16/120 mm P 34203 4048844133511
67601812N MUTARS® RS stem cemented TiN 18/120 mm P 34203 4048844133528
67601215N MUTARS® RS stem cemented TiN 12/150 mm P 34203 4048844088088
67601415N MUTARS® RS stem cemented TiN 14/150 mm P 34203 4048844088118
67601615N MUTARS® RS stem cemented TiN 16/150 mm P 34203 4048844088187
67601815N MUTARS® RS stem cemented TiN 18/150 mm P 34203 4048844088217
67611220N MUTARS® RS stem cemented TiN 12/200 mm P 34203 4048844088316
67611420N MUTARS® RS stem cemented TiN 14/200 mm P 34203 4048844088330
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67611620N MUTARS® RS stem cemented TiN 16/200 mm P 34203 4048844088354
67611820N MUTARS® RS stem cemented TiN 18/200 mm P 34203 4048844088361
67601514 MUTARS® RS stem cementless 14/150mm P 55833 4048844053840
67601516 MUTARS® RS stem cementless 16/150mm P 55833 4048844053857
67601518 MUTARS® RS stem cementless 18/150mm P 55833 4048844053864
67601520 MUTARS® RS stem cementless 20/150mm P 55833 4048844053871
67621512 MUTARS® RS stem cementless HA 12/150mm P 34191 4048844151171
67621513 MUTARS® RS stem cementless HA 13/150mm P 34191 4048844300241
67621514 MUTARS® RS stem cementless HA 14/150mm P 34191 4048844054168
67621515 MUTARS® RS stem cementless HA 15/150mm P 34191 4048844300258
67621516 MUTARS® RS stem cementless HA 16/150mm P 34191 4048844054175
67621517 MUTARS® RS stem cementless HA 17/150mm P 34191 4048844300265
67621518 MUTARS® RS stem cementless HA 18/150mm P 34191 4048844054182
67621519 MUTARS® RS stem cementless HA 19/150mm P 34191 4048844300272
67621520 MUTARS® RS stem cementless HA 20/150mm P 34191 4048844054199
67621521 MUTARS® RS stem cementless HA 21/150mm P 34191 4048844301996
67621522 MUTARS® RS stem cementless HA 22/150mm P 34191 4048844302009
67612014 MUTARS® RS stem cementless 14/200mm P 55833 4048844054069
67612016 MUTARS® RS stem cementless with locking screw holes 16/200mm P 55833 4048844054076
67612018 MUTARS® RS stem cementless with locking screw holes 18/200mm P 55833 4048844054083
67612020 MUTARS® RS stem cementless with locking screw holes 20/200mm P 55833 4048844054090
67612516 MUTARS® RS stem cementless 16/250mm P 55833 4048844054120
67612518 MUTARS® RS stem cementless with locking screw holes 18/250mm P 55833 4048844054137
67612520 MUTARS® RS stem cementless with locking screw holes 20/250mm P 55833 4048844054144
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67622012 MUTARS® RS stem cementless HA 12/200mm P 34191 4048844151188
67622013 MUTARS® RS stem cementless HA 13/200mm P 34191 4048844300289
67622014 MUTARS® RS stem cementless HA 14/200mm P 34191 4048844054205
67622015 MUTARS® RS stem cementless HA with locking screw holes 15/200mm P 34191 4048844300296
67622016 MUTARS® RS stem cementless HA with locking screw holes 16/200mm P 34191 4048844054212
67622017 MUTARS® RS stem cementless HA with locking screw holes 17/200mm P 34191 4048844300302
67622018 MUTARS® RS stem cementless HA with locking screw holes 18/200mm P 34191 4048844054229
67622019 MUTARS® RS stem cementless HA with locking screw holes 19/200mm P 34191 4048844300319
67622020 MUTARS® RS stem cementless HA with locking screw holes 20/200mm P 34191 4048844054236
67622021 MUTARS® RS stem cementless HA with locking screw holes 21/200mm P 34191 4048844302016
67622022 MUTARS® RS stem cementless HA with locking screw holes 22/200mm P 34191 4048844054243
67622514 MUTARS® RS stem cementless HA 14/250mm P 34191 4048844173807
67622515 MUTARS® RS stem cementless HA 15/250mm P 34191 4048844300326
67622516 MUTARS® RS stem cementless HA 16/250mm P 34191 4048844054250
67622517 MUTARS® RS stem cementless HA with locking screw holes 17/250mm P 34191 4048844300333
67622518 MUTARS® RS stem cementless HA with locking screw holes 18/250mm P 34191 4048844054267
67622519 MUTARS® RS stem cementless HA with locking screw holes 19/250mm P 34191 4048844300364
67622520 MUTARS® RS stem cementless HA with locking screw holes 20/250mm P 34191 4048844054274
67622521 MUTARS® RS stem cementless HA with locking screw holes 21/250mm P 34191 4048844302030
67622522 MUTARS® RS stem cementless HA with locking screw holes 22/250mm P 34191 4048844054281
67641514 MUTARS® RS stem extra small cementless 14/150mm P 55833 4048844054366
67642014 MUTARS® RS stem extra small cementless 14/200mm P 55833 4048844054373
67641514HA MUTARS® RS stem extra small cementless HA 14/150mm P 34191 4048844114954
67642014HA MUTARS® RS stem extra small cementless HA 14/200mm P 34191 4048844114961
61000011 MUTARS® filia prox. femur incl. safey screw / P 34190 4048844051938




©

implantcast

EU Declaration of Conformity

Attachment XVI

Rﬁz‘i;‘f)':;e item description size GMDN GTIN

61101012 MUTARS® filia 12/110mm P 34203 4048844052133
61101014 MUTARS® filia 14/110mm P 34203 4048844052140
61101016 MUTARS® filia 16/110mm P 34203 4048844052157
61401012 MUTARS® filia 12/140mm P 34203 4048844052164
61401014 MUTARS® filia 14/140mm P 34203 4048844052171
61401016 MUTARS® filia 16/140mm P 34203 4048844052188
61701012 MUTARS® filia 12/170mm P 34203 4048844052195
61701014 MUTARS® filia 14/170mm P 34203 4048844052201
61701016 MUTARS® filia 16/170mm P 34203 4048844052218
57921002 MUTARS® screw M10x25mm P 63998 4048844050764
57921004 MUTARS® screw M10x45mm P 63998 4048844050771
57921005 MUTARS® screw M10x55mm P 63998 4048844115982
57921006 MUTARS® screw M10x65mm P 63998 4048844050788
57921007 MUTARS® screw M10x75mm P 63998 4048844115999
57921008 MUTARS® screw M10x85mm P 63998 4048844050795
57921009 MUTARS® screw M10x9 5mm P 63998 4048844116002
57921010 MUTARS® screw M10x105mm P 63998 4048844050801
57921011 MUTARS® screw M10x115mm P 63998 4048844116019
57921012 MUTARS® screw M10x125mm P 63998 4048844050818
57921013 MUTARS® screw M10x135mm P 63998 4048844116026
57921014 MUTARS® screw M10x145mm P 63998 4048844050825
57921016 MUTARS® screw M10x165mm P 63998 4048844050832
57921018 MUTARS® screw M10x185mm P 63998 4048844050849
57921020 MUTARS® screw M10x205mm P 63998 4048844050856
57921022 MUTARS® screw M10x225mm P 63998 4048844050863
57921024 MUTARS® screw M10x245mm P 63998 4048844050870
57901601 MUTARS® safety screw M16x1,5mm P 63998 4048844050702
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67201008 MUTARS® RS screw M8x100mm P 63998 4048844053529
67201158 MUTARS® RS screw M8x115mm P 63998 4048844053536
67201258 MUTARS® RS screw M8x125mm P 63998 4048844053543
67204008 MUTARS® RS screw M8x40mm P 63998 4048844053550
67205008 MUTARS® RS screw M8x50mm P 63998 4048844053567
67206508 MUTARS® RS screw M8x65mm P 63998 4048844053574
67207508 MUTARS® RS screw M8x75mm P 63998 4048844053581
67209008 MUTARS® RS screw M8x90mm P 63998 4048844053598
67101500 MUTARS® RS safety screw M14 x 1 P 63998 4048844053437
57300106 MUTARS® screw for connecting part P 63998 4048844047931
57920060 MUTARS® screw for RS coupling device M8x60mm P 63998 4048844050719
57920080 MUTARS® screw for RS coupling device M8x80mm P 63998 4048844050726
57920100 MUTARS® screw for RS coupling device M8x100mm P 63998 4048844050733
57920120 MUTARS® screw for RS coupling device M8x120mm P 63998 4048844050740
57920140 MUTARS® screw for RS coupling device M8x140mm P 63998 4048844050757
61000803 MUTARS® filia screw M8x30mm P 63998 4048844052119
61001401 MUTARS® filia safety screw M14x1 P 63998 4048844052126
57120546 MUTARS® RS cup left @ 46mm P 43167 4048844137175
57120550 MUTARS® RS cup left @ 50mm P 43167 4048844137182
57120554 MUTARS® RS cup left @ 54mm P 43167 4048844137199
57120558 MUTARS® RS cup left @ 58mm P 43167 4048844137205
57120562 MUTARS® RS cup left @ 62mm P 43167 4048844137212
57120046 MUTARS® RS cup right @ 46mm P 43167 4048844137229




©

implantcast

EU Declaration of Conformity

Attachment XVIII

Rﬁz‘i;‘f)':;e item description size GMDN GTIN

57120050 MUTARS® RS cup right @ 50mm P 43167 4048844137236
57120054 MUTARS® RS cup right @ 54mm P 43167 4048844137243
57120058 MUTARS® RS cup right @ 58mm P 43167 4048844137250
57120062 MUTARS® RS cup right @ 62mm P 43167 4048844137267
02263239 implacross® PE insert 0° neutral 0Omm @ 32/39mm P 43168 4048844140182
02263644 implacross® PE insert 0° neutral 0Omm @ 36/44mm P 43168 4048844140199
02263648 implacross® PE insert 0° neutral 0Omm @ 36/48mm P 43168 4048844140205
02263652 implacross® PE insert 0° neutral 0Omm @ 36/52mm P 43168 4048844140212
02273239 implacross® PE insert 15° neutral Omm @ 32/39mm P 43168 4048844140229
02273644 implacross® PE insert 15° neutral Omm @ 36/44mm P 43168 4048844140236
02273648 implacross® PE insert 15° neutral 0Omm @ 36/48mm P 43168 4048844140243
02273652 implacross® PE insert 15° neutral 0Omm @ 36/52mm P 43168 4048844140250
02283239 implacross® PE insert 15° offset 4mm @ 32/39mm P 43168 4048844140267
02283644 implacross® PE insert 15° offset 4mm @ 36/44mm P 43168 4048844140274
02283648 implacross® PE insert 15° offset 4mm @ 36/48mm P 43168 4048844140281
02283652 implacross® PE insert 15° offset 4mm @ 36/52mm P 43168 4048844140298
02423839 2M insert 15° for MUTARS® RS cup and LUMIC® TiN @38/39mm P 48056 4048844345563
02424244 2M insert 15° for MUTARS® RS cup and LUMIC® TiN @42/44mm P 48056 4048844345570
02424448 2M insert 15° for MUTARS® RS cup and LUMIC® TiN @44/48mm P 48056 4048844345587
02424652 2M insert 15° for MUTARS® RS cup and LUMIC® TiN @46/52mm P 48056 4048844345594
02523839 PE retaining ring 2M insert 15° @38/39mm P 61770 4048844345600
02524244 PE retaining ring 2M insert 15° @42/44mm P 61770 4048844345617
02524448 PE retaining ring 2M insert 15° @44/48mm P 61770 4048844345624
02524652 PE retaining ring 2M insert 15° @46/52mm P 61770 4048844345631
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number item description size GMDN GTIN
57120000 fastening bolt for MUTARS® RS cup P 56710 4048844345648
57120001 antirotation tappet P 48056 4048844345655
57120002 antirotation tappet part 2 P 48056 4048844356163
57111003 fastening bolt for MUTARS® LUMIC® cup P 56710 4048844356460
57110050 MUTARS® LUMIC® cup incl. safety screw 50mm P 43167 4048844138707
57110054 MUTARS® LUMIC® cup incl. safety screw 54mm P 43167 4048844138691
57110160 MUTARS® LUMIC® cup incl. safety screw 60mm P 43167 4048844150327
57110250 MUTARS® LUMIC® cup HA incl. safety screw 50mm P 43167 4048844208837
57110254 MUTARS® LUMIC® cup HA incl. safety screw 54mm P 43167 4048844209094
57110260 MUTARS® LUMIC® cup HA incl. safety screw 60mm P 43167 4048844209100
57110060 MUTARS® LUMIC® cup incl. safety screw 60mm P 43167 4048844098889
57110060S MUTARS® LUMIC® cup silver incl. safety screw 60mm P 43167 4048844125189
57111065 MUTARS® LUMIC® stem cementless HA 10/65mm P 43167 4048844098896
57111075 MUTARS® LUMIC® stem cementless HA 10/75mm P 43167 4048844098902
57111085 MUTARS® LUMIC® stem cementless HA 10/85mm P 43167 4048844098919
57111865 MUTARS® LUMIC® stem cementless HA 8/65mm P 43167 4048844138660
57111875 MUTARS® LUMIC® stem cementless HA 8/75mm P 43167 4048844138677
57111885 MUTARS® LUMIC® stem cementless HA 8/85mm P 43167 4048844138684
57112865 MUTARS® LUMIC® stem cemented 8/65mm P 43167 4048844140083
57112875 MUTARS® LUMIC® stem cemented 8/75mm P 43167 4048844140090
57112885 MUTARS® LUMIC® stem cemented 8/85mm P 43167 4048844140106
57111001 MUTARS® LUMIC® safety screw M12x1 P 63998 4048844098933
57111002 MUTARS® LUMIC® screw M6x28 P 63998 4048844098926
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57100305 MUTARS® prox. femur revision incl. safety screw 50/127° P 34190 4048844289362
57100307 MUTARS® prox. femur revision incl. safety screw 70/127° P 34190 4048844289379
57100405 MUTARS® prox. femur revision incl. safety screw 50/135° P 34190 4048844289386
57100407 MUTARS® prox. femur revision incl. safety screw 70/135° P 34190 4048844289393
57100305S MUTARS® prox. femur revision silver incl. safety screw 50/127° P 34190 4048844289300
57100307S MUTARS® prox. femur revision silver incl. safety screw 70/127° P 34190 4048844289317
57100405S MUTARS® prox. femur revision silver incl. safety screw 50/135° P 34190 4048844289324
57100407S MUTARS® prox. femur revision silver incl. safety screw 70/135° P 34190 4048844289331

End of schedule. No additional information past this point.
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Manufacturer: implantcast GmbH
Lineburger Schanze 26
21614 Buxtehude
Germany

Medical Device(s): MUTARS® Knee System

Intended Use: The MUTARS® Knee System is the knee portion of the overall

MUTARS® System. It is a modular hinge knee replacement system
offering various components that can be combined to replace the knee
joint and address major bone defects.

The MUTARS® GenuX® Femoral Component and MUTARS® GenuX®
MK Femur [HD] are femoral components intended for cemented or
cementless fixation to resurface the femoral condyles and trochlear
groove.

The MUTARS® GenuX® MK Femur Monoblock [HD] is a femoral
monoblock component intended for cemented fixation to resurface the
femoral condyles and trochlear groove. It includes a stem for the
attachment of the prosthesis from the distal femur into the diaphysis of
the bone.

The MUTARS® Distal Femur [HD] [M-O-M] and MUTARS® KRI [HD]
[M-O-M] are femoral components intended to replace the entire distal
femur.

The MUTARS® Coupling (MUTARS® Locking Mechanism M-O-M),
MUTARS® HD Coupling M-O-M/C-O-M and MUTARS® PEEK-
OPTIMA® Lock are coupling components intended to connect a femoral
to a tibial component to create a coupled joint that replaces the missing
ligaments.

The MUTARS® Tibial Plateau is a tibial monoblock component intended
for cemented or cementless fixation to resurface the tibial condyles. It
includes a stem for the attachment of the prosthesis from the proximal
tibia into the diaphysis of the bone.

The MUTARS® GenuX® MK Tibia Monoblock is a tibial monoblock
component intended for cemented fixation to resurface the tibial
condyles. It includes a stem for the attachment of the prosthesis from
the proximal tibia into the diaphysis of the bone.

The MUTARS® BioXpand Tibial Plateau and MUTARS® MK BioXpand
Tibial Plateau are tibial monoblock components intended for cementless
fixation to resurface the tibial condyles. They include a stem for the
attachment of the prosthesis from the proximal tibia into the diaphysis of
the bone.

The MUTARS® Tibial Plateau Modular, MUTARS® Tibial Plateau M-O-
M and MUTARS® GenuX® MK Tibia are modular tibial components
intended for cemented or cementless fixation to resurface the tibial
condyles.

The MUTARS® Modular Proximal Tibia and MUTARS® MK Proximal
Tibia are tibial components intended to replace the entire proximal tibia.

The MUTARS® Femoral Spacer, MUTARS® L-Femoral Spacer and MK
Femoral Spacer are femoral spacer intended for cemented fixation to fill
and replace bone defects within the distal femur.
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The MUTARS® Tibial Spacer and MK Tibial Spacer are tibial spacer
intended for cemented fixation to fill and replace bone defects within the
proximal tibia.

The MUTARS® GenuX® MK MB PE Insert is a tibial mobile-bearing
insert intended to articulate with a femoral component.

The MUTARS® GenuX® MK FB PE Insert and MUTARS® PE-Insert
are tibial fixed-bearing inserts intended to articulate with a femoral
component.

The MUTARS® GenuX® [MK] Stem, MUTARS® Tibial Stem,
MUTARS® Stem for Tibial Plateau Modular and MUTARS® GenuX®
Offset Stem are stems intended for cemented or cementless fixation to
serve as a diaphyseal anchorage in the femur and tibia respectively.

The MUTARS® GenuX® MK Extension Stem is a stem intended for
cementless fixation to serve as a diaphyseal anchorage in the femur.

The MUTARS® Offset Adapter and MUTARS® GenuX® MK Offset
Adapter are intended to adjust the offset between a tibial or femoral
component and a stem.

The MUTARS® Patella Replacement is an all-poly patella implant
intended for cemented fixation to resurface the natural patella.

The EPORE® metaphyseal component is intended to fill and replace
large bone defects within the proximal tibia and distal femur respectively.
It provides a stable support of the femoral and tibial components. It is
intended for bone-side cementless fixation and is connected with the
femoral or, respectively, tibial component via screws or mechanical

clamping.
REF Number(s): REF-Numbers see Attachment | - XLIV
Classification: Class I

(Council Directive 93/42/EEC, Annex IX, rule 8, in conjunction with
commission directive 2005/50/EC)
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Standard(s) applied:

EN ISO 13485 Medical devices - Quality management systems - Requirements for
regulatory purposes

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

ENISO 11137-1 Sterilization of health care products - Radiation - Part 1: Requirements

for development, validation and routine control of a sterilization process
for medical devices

EN ISO 11135-1 Sterilization of health care products - Ethylene oxide - Part 1:
Requirements for the development, validation and routine control of a
sterilization process for medical devices

EN ISO 11607-1 Packaging for terminally sterilized medical devices — Requirements for
materials, sterile barrier systems and packaging systems

EN ISO 10993-1 Biological evaluation of medical devices — Partl: Evaluation and testing

EN ISO 14630 Non-active surgical implants - General requirements

EN ISO 21534 Non-active surgical implants - Joint replacement implants - Particular

requirements

GMDN code(s) and term(s):

P 32831 Uncoated knee femur prosthesis

P 32832 Uncoated knee tibia prosthesis, metallic
P 33692 Rotating hinged total knee prosthesis

P 33863 Trabeculated knee femur prosthesis

P 34198 Coated knee tibia prosthesis

P 34199 Polyethylene patella prosthesis

P 46585 Tibial insert

P 48066 Knee stem

P 48067 Knee wedge

P 61559 Femur/tibia shaft prosthesis

P 62865 Knee stem/sleeve connector

P 63998 Implantable orthopaedic fixation device connection screw

P 64151 Knee tibia prosthesis plug
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We declare under our sole responsibility that the medical device specified above are in conformity
with the essential requirements listed in Annex | of Council Directive 93/42/EEC and has been gone
through the conformity assessment procedure according to Annex Il of Council Directive 93/42/EEC.

Notified Body: MEDCERT GmbH
Pilatuspool 2
20355 Hamburg
Germany
EC Certificate of Conformity Council Directive 93/42/EEC Annex Il excluding section 4

Certificate No.: 7092GB410201201A
Validity: 01/12/2020 - 27/05/2024

EC Design Examination Certificate Council Directive 93/42/EEC Annex Il, section 4
Certificate No.: 13226GB411200831
Validity: 31/08/2020 - 03/04/2022

Identification:

C €o482

Buxtehude, 03.12.2020 i.V. Juliane Hoppner

Place, date Head of Regulatory Affairs
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57200015 MUTARS® dist. femur incl. safety screw 90 mm left P 32831 4048844045890
57200016 MUTARS® dist. femur incl. safety screw 90 mm left, small P 32831 4048844045906
57200095 MUTARS® dist. femur incl. safety screw 90 mm left, xsmall P 32831 4048844046101
57200020 MUTARS® dist. femur incl. safety screw 90 mm right P 32831 4048844045913
57200021 MUTARS® dist. femur incl. safety screw 90 mm right, small P 32831 4048844045920
57200090 MUTARS® dist. femur incl. safety screw 90 mm right, xsmall P 32831 4048844046095
57200005 MUTARS® dist. femur incl. safety screw 110 mm left P 32831 4048844045838
57200006 MUTARS® dist. femur incl. safety screw 110 mm left, small P 32831 4048844045845
57200085 MUTARS® dist. femur incl. safety screw 110 mm left, xsmall P 32831 4048844046088
57200010 MUTARS® dist. femur incl. safety screw 110 mm right P 32831 4048844045876
57200011 MUTARS® dist. femur incl. safety screw 110 mm right, small P 32831 4048844045883
57200080 MUTARS® dist. femur incl. safety screw 110 mm right, xsmall P 32831 4048844046071
57200015N MUTARS® dist. femur TiN incl. safety screw 90 mm left P 32831 4048844085148
57200016N MUTARS® dist. femur TiN incl. safety screw 90 mm left, small P 32831 4048844107482
57200095N MUTARS® dist. femur TiN incl. safety screw 90 mm left, xsmall P 32831 4048844099510
57200020N MUTARS® dist. femur TiN incl. safety screw 90 mm right P 32831 4048844085179
57200021N MUTARS® dist. femur TiN incl. safety screw 90 mm right, small P 32831 4048844103385
57200090N MUTARS® dist. femur TiN incl. safety screw 90 mm right, xsmall P 32831 4048844105280
57200005N MUTARS® dist. femur TiN incl. safety screw 110 mm left P 32831 4048844085063
57200006N MUTARS® dist. femur TiN incl. safety screw 110 mm left, small P 32831 4048844099435
57200085N MUTARS® dist. femur TiN incl. safety screw 110 mm left, xsmall P 32831 4048844099503
57200010N MUTARS® dist. femur TiN incl. safety screw 110 mm right P 32831 4048844085117
57200011N MUTARS® dist. femur TiN incl. safety screw 110 mm right, small P 32831 4048844099657
57200080N MUTARS® dist. femur TiN incl. safety screw 110 mm right, xsmall P 32831 4048844099664
57200015S MUTARS® dist. femur silver incl. safety screw 90 mm left P 32831 4048844085155
57200016S MUTARS® dist. femur silver incl. safety screw 90 mm left, small P 32831 4048844085162
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57200095S MUTARS® dist. femur silver incl. safety screw 90 mm left, xsmall P 32831 4048844085339
57200020S MUTARS® dist. femur silver incl. safety screw 90 mm right P 32831 4048844085186
57200021S MUTARS® dist. femur silver incl. safety screw 90 mm right, small P 32831 4048844085193
57200090S MUTARS® dist. femur silver incl. safety screw 90 mm right, xsmall P 32831 4048844085322
57200005S MUTARS® dist. femur silver incl. safety screw 110 mm left P 32831 4048844085070
57200006S MUTARS® dist. femur silver incl. safety screw 110 mm left, small P 32831 4048844085087
57200085S MUTARS® dist. femur silver incl. safety screw 110 mm left, xsmall P 32831 4048844085315
57200010S MUTARS® dist. femur silver incl. safety screw 110 mm right P 32831 4048844085124
57200011S MUTARS® dist. femur silver incl. safety screw 110 mm right, small P 32831 4048844085131
57200080S MUTARS® dist. femur silver incl. safety screw 110 mm right, xsmall P 32831 4048844085308
57200072 MUTARS® dist. Femur M-O-M incl. safety screw 90mm XXS right P 32831 4048844377540
57200077 MUTARS® dist. Femur M-O-M incl. safety screw 90mm XXS left P 32831 4048844376963
57200032 MUTARS® dist. Femur M-O-M incl. safety screw 90mm extra small right P 32831 4048844322366
57200037 MUTARS® dist. Femur M-O-M incl. safety screw 90mm extra small left P 32831 4048844322205
57200047 MUTARS® dist. Femur M-O-M incl. safety screw 90 mm left P 32831 4048844045999
57200042 MUTARS® dist. Femur M-O-M incl. safety screw 90 mm right P 32831 4048844045968
57200052 MUTARS® dist. Femur M-O-M incl. safety screw 90mm large right P 32831 4048844322342
57200057 MUTARS® dist. Femur M-O-M incl. safety screw 90mm large left P 32831 4048844322182
57200070 MUTARS® dist. Femur M-O-M incl. safety screw 110mm XXS right P 32831 4048844376864
57200075 MUTARS® dist. Femur M-O-M incl. safety screw 110mm XXS left P 32831 4048844376932
57200030 MUTARS® dist. Femur M-O-M incl. safety screw 110mm extra small right P 32831 4048844322359
57200035 MUTARS® dist. Femur M-O-M incl. safety screw 110mm extra small left P 32831 4048844322199
57200045 MUTARS® dist. Femur M-O-M incl. safety screw 110 mm left P 32831 4048844045982
57200040 MUTARS® dist. Femur M-O-M incl. safety screw 110 mm right P 32831 4048844045951
57200050 MUTARS® dist. Femur M-O-M incl. safety screw 110mm large right P 32831 4048844322335
57200055 MUTARS® dist. Femur M-O-M incl. safety screw 110mm large left P 32831 4048844322175




©

implantcast

EU Declaration of Conformity

Attachment Il

Reference

number item description size GMDN GTIN
57200072N MUTARS® dist. Femur M-O-M TiN incl. safety screw 90mm XXS right P 32831 4048844376901
57200077N MUTARS® dist. Femur M-O-M TiN incl. safety screw 90mm XXS left P 32831 4048844376970
57200032N MUTARS® dist. Femur M-O-M TiN incl. safety screw 90mm extra small right P 32831 4048844322397
57200037N MUTARS® dist. Femur M-O-M TiN incl. safety screw 90mm extra small left P 32831 4048844322243
57200047N MUTARS® dist. Femur M-O-M TiN incl. safety screw 90 mm left P 32831 4048844103002
57200042N MUTARS® dist. Femur M-O-M TiN incl. safety screw 90 mm right P 32831 4048844102081
57200052N MUTARS® dist. Femur M-O-M TiN incl. safety screw 90mm large right P 32831 4048844322557
57200057N MUTARS® dist. Femur M-O-M TiN incl. safety screw 90mm large left P 32831 4048844322229
57200070N MUTARS® dist. Femur M-O-M TiN incl. safety screw 110mm XXS right P 32831 4048844376871
57200075N MUTARS® dist. Femur M-O-M TiN incl. safety screw 110mm left XXS P 32831 4048844376949
57200030N MUTARS® dist. Femur M-O-M TiN incl. safety screw 110mm extra small right P 32831 4048844322380
57200035N MUTARS® dist. Femur M-O-M TiN incl. safety screw 110mm extra small left P 32831 4048844322236
57200045N MUTARS® dist. Femur M-O-M TiN incl. safety screw 110 mm left P 32831 4048844102999
57200040N MUTARS® dist. Femur M-O-M TiN incl. safety screw 110 mm right P 32831 4048844099640
57200050N MUTARS® dist. Femur M-O-M TiN incl. safety screw 110mm large right P 32831 4048844322373
57200055N MUTARS® dist. Femur M-O-M TiN incl. safety screw 110mm large left P 32831 4048844322212
57200047S MUTARS® dist. femur M-O-M silver incl. safety screw 90 mm left P 32831 4048844085247
57200042S MUTARS® dist. femur M-O-M silver incl. safety screw 90 mm right P 32831 4048844085216
57200040S MUTARS® dist. femur M-O-M silver incl. safety screw 110 mm left P 32831 4048844085209
57200045S MUTARS® dist. femur M-O-M silver incl. safety screw 110 mm right P 32831 4048844085230
57200047SN MUTARS® dist. femur M-O-M TiN/silver incl. safety screw 90 mm left P 32831 4048844127527
57200042SN MUTARS® dist. femur M-O-M TiN/silver incl. safety screw 90 mm right P 32831 4048844127534
57200045SN MUTARS® dist. femur M-O-M TiN/silver incl. safety screw 110 mm left P 32831 4048844127541
57200040SN MUTARS® dist. femur M-O-M TiN/silver incl. safety screw 110 mm right P 32831 4048844127558

57200172 MUTARS® dist. femur HD incl. safety screw 90mm right; size 1 P 32831 4048844377045
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57200132 MUTARS® dist. femur HD incl. safety screw 90mm right; size 2 P 32831 4048844351397
57200142 MUTARS® dist. femur HD incl. safety screw 90mm right; size 3 P 32831 4048844350642
57200152 MUTARS® dist. femur HD incl. safety screw 90mm right; size 4 P 32831 4048844351151
57200177 MUTARS® dist. femur HD incl. safety screw 90mm left; size 1 P 32831 4048844377120
57200137 MUTARS® dist. femur HD incl. safety screw 90mm left; size 2 P 32831 4048844351472
57200147 MUTARS® dist. femur HD incl. safety screw 90mm left; size 3 P 32831 4048844351076
57200157 MUTARS® dist. femur HD incl. safety screw 90mm left; size 4 P 32831 4048844351243
57200170 MUTARS® dist. femur HD incl. safety screw 110mm right; size 1 P 32831 4048844377007
57200130 MUTARS® dist. femur HD incl. safety screw 110mm right; size 2 P 32831 4048844351281
57200140 MUTARS® dist. femur HD incl. safety screw 110mm right; size 3 P 32831 4048844350604
57200150 MUTARS® dist. femur HD incl. safety screw 110mm right; size 4 P 32831 4048844351113
57200175 MUTARS® dist. femur HD incl. safety screw 110mm left; size 1 P 32831 4048844377083
57200135 MUTARS® dist. femur HD incl. safety screw 110mm left; size 2 P 32831 4048844351434
57200145 MUTARS® dist. femur HD incl. safety screw 110mm left; size 3 P 32831 4048844351038
57200155 MUTARS® dist. femur HD incl. safety screw 110mm left; size 4 P 32831 4048844351205
57200172N MUTARS® dist. femur HD TiN incl. safety screw 90mm right; size 1 P 32831 4048844377052
57200132N MUTARS® dist. femur HD TiN incl. safety screw 90mm right; size 2 P 32831 4048844351403
57200142N MUTARS® dist. femur HD TiN incl. safety screw 90mm right; size 3 P 32831 4048844350659
57200152N MUTARS® dist. femur HD TiN incl. safety screw 90mm right; size 4 P 32831 4048844351168
57200177N MUTARS® dist. femur HD TiN incl. safety screw 90mm left; size 1 P 32831 4048844377137
57200137N MUTARS® dist. femur HD TiN incl. safety screw 90mm left; size 2 P 32831 4048844351489
57200147N MUTARS® dist. femur HD TiN incl. safety screw 90mm left; size 3 P 32831 4048844351083
57200157N MUTARS® dist. femur HD TiN incl. safety screw 90mm left; size 4 P 32831 4048844351250
57200170N MUTARS® dist. femur HD TiN incl. safety screw 110mm right; size 1 P 32831 4048844377014
57200130N MUTARS® dist. femur HD TiN incl. safety screw 110mm right; size 2 P 32831 4048844351366
57200140N MUTARS® dist. femur HD TiN incl. safety screw 110mm right; size 3 P 32831 4048844350611
57200150N MUTARS® dist. femur HD TiN incl. safety screw 110mm right; size 4 P 32831 4048844351120
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57200175N MUTARS® dist. femur HD TiN incl. safety screw 110mm left; size 1 P 32831 4048844377090
57200135N MUTARS® dist. femur HD TiN incl. safety screw 110mm left; size 2 P 32831 4048844351441
57200145N MUTARS® dist. femur HD TiN incl. safety screw 110mm left; size 3 P 32831 4048844351045
57200155N MUTARS® dist. femur HD TiN incl. safety screw 110mm left; size 4 P 32831 4048844351212
57201020 MUTARS® PE-spacer for dist. femur M-O-M right medial extra small P 33692 4048844361600
57201021 MUTARS® PE-spacer for dist. femur M-O-M right lateral extra small P 33692 4048844361617
57201022 MUTARS® PE-spacer for dist. femur M-O-M left medial extra small P 33692 4048844361624
57201023 MUTARS® PE-spacer for dist. femur M-O-M left lateral extra small P 33692 4048844361631
57201017 MUTARS® PE-spacer for dist. femur M-O-M and KRl M-O-M medial P 33692 4048844114459
57201018 MUTARS® PE-spacer for dist. femur M-O-M and KRl M-O-M lateral P 33692 4048844114466
57201024 MUTARS® PE-spacer for dist. femur M-O-M right medial large P 33692 4048844361648
57201025 MUTARS® PE-spacer for dist. femur M-O-M right lateral large P 33692 4048844361655
57201026 MUTARS® PE-spacer for dist. femur M-O-M left medial large P 33692 4048844361662
57201027 MUTARS® PE-spacer for dist. femur M-O-M left lateral large P 33692 4048844361679
57201017S MUTARS® PE-spacer for dist. femur M-O-M and KRI M-O-M silver medial P 33692 4048844120146
57201018S MUTARS® PE-spacer for dist. femur M-O-M and KRI M-O-M silver lateral P 33692 4048844120153
57201019S MUTARS® plate for PE-spacer for dist. femur M-O-M and KRl M-O-M / P 33692 4048844120160
57611312 MUTARS® GenuX® stem cementless @12 mm/L: 130 mm P 48066 4048844201098
57611314 MUTARS® GenuX® stem cementless @& 14 mm/ L: 130 mm P 48066 4048844201104
57611316 MUTARS® GenuX® stem cementless @16 mm/L: 130 mm P 48066 4048844201111
57611318 MUTARS® GenuX® stem cementless @ 18 mm/L: 130 mm P 48066 4048844201128
57611612 MUTARS® GenuX® stem cementless @ 12 mm/ L: 160 mm P 48066 4048844050252
57611614 MUTARS® GenuX® stem cementless @2 14 mm/ L: 160 mm P 48066 4048844050269
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57611616 MUTARS® GenuX® stem cementless @ 16 mm/ L: 160 mm P 48066 4048844050276
57611618 MUTARS® GenuX® stem cementless 2 18 mm/ L: 160 mm P 48066 4048844050283
57612012 MUTARS® GenuX® stem cementless @ 12 mm/ L: 200 mm P 48066 4048844050306
57612014 MUTARS® GenuX® stem cementless @ 14 mm/L: 200 mm P 48066 4048844050313
57612016 MUTARS® GenuX® stem cementless @ 16 mm/L: 200 mm P 48066 4048844050320
57612018 MUTARS® GenuX® stem cementless @ 18 mm/ L: 200 mm P 48066 4048844050337
57612412 MUTARS® GenuX® stem cementless @ 12 mm/L: 240 mm P 48066 4048844050344
57612414 MUTARS® GenuX® stem cementless @ 14 mm/L: 240 mm P 48066 4048844050351
57612416 MUTARS® GenuX® stem cementless @ 16 mm/L: 240 mm P 48066 4048844050368
57612418 MUTARS® GenuX® stem cementless @ 18 mm/L: 240 mm P 48066 4048844050375
58611612 MUTARS® GenuX® stem cementless TCP @ 12 mm/L: 160 mm P 48066 4048844151980
58611614 MUTARS® GenuX® stem cementless TCP @ 14 mm/L: 160 mm P 48066 4048844151997
58611616 MUTARS® GenuX® stem cementless TCP @16 mm/L: 160 mm P 48066 4048844152000
58611618 MUTARS® GenuX® stem cementless TCP @18 mm/L: 160 mm P 48066 4048844152017
58612012 MUTARS® GenuX® stem cementless TCP @12 mm/L: 200 mm P 48066 4048844152024
58612014 MUTARS® GenuX® stem cementless TCP @ 14 mm/L: 200 mm P 48066 4048844152031
58612016 MUTARS® GenuX® stem cementless TCP @ 16 mm/L: 200 mm P 48066 4048844152048
58612018 MUTARS® GenuX® stem cementless TCP @ 18 mm/ L: 200 mm P 48066 4048844152055
58612412 MUTARS® GenuX® stem cementless TCP @ 12 mm/L: 240 mm P 48066 4048844152062
58612414 MUTARS® GenuX® stem cementless TCP @ 14 mm/ L: 240 mm P 48066 4048844152079
58612416 MUTARS® GenuX® stem cementless TCP @ 16 mm/L: 240 mm P 48066 4048844152086
58612418 MUTARS® GenuX® stem cementless TCP @ 18 mm/L: 240 mm P 48066 4048844152093
57621311 MUTARS® GenuX® stem cemented @11 mm/ L: 130 mm P 48066 4048844142070
57621313 MUTARS® GenuX® stem cemented @13 mm/L: 130 mm P 48066 4048844129309
57621315 MUTARS® GenuX® stem cemented @15 mm/ L: 130 mm P 48066 4048844129316
57621317 MUTARS® GenuX® stem cemented @ 17 mm/L: 130 mm P 48066 4048844129323
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57621611 MUTARS® GenuX® stem cemented @11 mm/L: 160 mm P 48066 4048844050382
57621613 MUTARS® GenuX® stem cemented @13 mm/L: 160 mm P 48066 4048844050399
57621615 MUTARS® GenuX® stem cemented @15 mm/L: 160 mm P 48066 4048844104382
57621617 MUTARS® GenuX® stem cemented @ 17 mm/L: 160 mm P 48066 4048844050412
57622011 MUTARS® GenuX® stem cemented @ 11 mm/L: 200 mm P 48066 4048844050429
57622013 MUTARS® GenuX® stem cemented @ 13 mm/ L: 200 mm P 48066 4048844050436
57622015 MUTARS® GenuX® stem cemented @ 15 mm/L: 200 mm P 48066 4048844050443
57622017 MUTARS® GenuX® stem cemented @ 17 mm/ L: 200 mm P 48066 4048844050450
57622411 MUTARS® GenuX® stem cemented @ 11 mm/L: 240 mm P 48066 4048844050467
57622413 MUTARS® GenuX® stem cemented @ 13 mm/L: 240 mm P 48066 4048844050474
57622415 MUTARS® GenuX® stem cemented @15 mm/ L: 240 mm P 48066 4048844050481
57622417 MUTARS® GenuX® stem cemented @ 17 mm/ L: 240 mm P 48066 4048844050498
57621311N MUTARS® GenuX® stem cemented TiN @ 11 mm/ L: 130 mm P 48066 4048844142087
57621313N MUTARS® GenuX® stem cemented TiN @13 mm/L: 130 mm P 48066 4048844142094
57621315N MUTARS® GenuX® stem cemented TiN @15 mm/L: 130 mm P 48066 4048844142100
57621317N MUTARS® GenuX® stem cemented TiN @ 17 mm/ L: 130 mm P 48066 4048844142117
57621611N MUTARS® GenuX® stem cemented TiN @ 11 mm/L: 160 mm P 48066 4048844086718
57621613N MUTARS® GenuX® stem cemented TiN @ 13 mm/L: 160 mm P 48066 4048844086725
57621615N MUTARS® GenuX® stem cemented TiN @ 15 mm/L: 160 mm P 48066 4048844086732
57621617N MUTARS® GenuX® stem cemented TiN @ 17 mm/ L: 160 mm P 48066 4048844086749
57622011N MUTARS® GenuX® stem cemented TiN @ 11 mm/ L: 200 mm P 48066 4048844086756
57622013N MUTARS® GenuX® stem cemented TiN @ 13 mm/L: 200 mm P 48066 4048844086763
57622015N MUTARS® GenuX® stem cemented TiN @ 15 mm/ L: 200 mm P 48066 4048844086770
57622017N MUTARS® GenuX® stem cemented TiN @ 17 mm/ L: 200 mm P 48066 4048844086787
57622411N MUTARS® GenuX® stem cemented TiN @ 11 mm/ L: 240 mm P 48066 4048844086794
57622413N MUTARS® GenuX® stem cemented TiN @13 mm/ L: 240 mm P 48066 4048844086800
57622415N MUTARS® GenuX® stem cemented TiN @ 15 mm/ L: 240 mm P 48066 4048844086817
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57622417N MUTARS® GenuX® stem cemented TiN @ 17 mm/ L: 240 mm P 48066 4048844086824
57200215 MUTARS® GenuX® femoral component cementless 3 left P 33863 4048844046255
57200225 MUTARS® GenuX® femoral component cementless 4 left P 33863 4048844046279
57200235 MUTARS® GenuX® femoral component cementless 5 left P 33863 4048844046293
57200210 MUTARS® GenuX® femoral component cementless 3 right P 33863 4048844046248
57200220 MUTARS® GenuX® femoral component cementless 4 right P 33863 4048844046262
57200230 MUTARS® GenuX® femoral component cementless 5 right P 33863 4048844046286
57200215N MUTARS® GenuX® femoral component cementless TiN 3 left P 33863 4048844085353
57200225N MUTARS® GenuX® femoral component cementless TiN 4 left P 33863 4048844085377
57200235N MUTARS® GenuX® femoral component cementless TiN 5 left P 33863 4048844085391
57200210N MUTARS® GenuX® femoral component cementless TiN 3 right P 33863 4048844085346
57200220N MUTARS® GenuX® femoral component cementless TiN 4 right P 33863 4048844085360
57200230N MUTARS® GenuX® femoral component cementless TiN 5 right P 33863 4048844085384
57200315 MUTARS® GenuX® femoral component cemented 3 left P 32831 4048844046316
57200325 MUTARS® GenuX® femoral component cemented 4 left P 32831 4048844046330
57200335 MUTARS® GenuX® femoral component cemented 5 left P 32831 4048844046354
57200310 MUTARS® GenuX® femoral component cemented 3 right P 32831 4048844046309
57200320 MUTARS® GenuX® femoral component cemented 4 right P 32831 4048844046323
57200330 MUTARS® GenuX® femoral component cemented 5 right P 32831 4048844046347
57200315N MUTARS® GenuX® femoral component cemented TiN 3 left P 32831 4048844085414
57200325N MUTARS® GenuX® femoral component cemented TiN 4 left P 32831 4048844085438
57200335N MUTARS® GenuX® femoral component cemented TiN 5 left P 32831 4048844085452
57200310N MUTARS® GenuX® femoral component cemented TiN 3 right P 32831 4048844085407
57200320N MUTARS® GenuX® femoral component cemented TiN 4 right P 32831 4048844085421
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57200330N MUTARS® GenuX® femoral component cemented TiN 5 right P 32831 4048844085445
57220535 MUTARS® femoral spacer Il/rm 3/5 mm P 48067 4048844104634
57220545 MUTARS® femoral spacer Il/rm 4/5 mm P 48067 4048844104658
57220555 MUTARS® femoral spacer Il/rm 5/5 mm P 48067 4048844104672
57221035 MUTARS® femoral spacer rl/lm 3/5 mm P 48067 4048844104696
57221045 MUTARS® femoral spacer rl/lm 4/5 mm P 48067 4048844104719
57221055 MUTARS® femoral spacer rl/lm 5/5 mm P 48067 4048844104733
57220530 MUTARS® femoral spacer ll/rm 3/10 mm P 48067 4048844104627
57220540 MUTARS® femoral spacer ll/rm 4/20 mm P 48067 4048844104641
57220550 MUTARS® femoral spacer Il/rm 5/10 mm P 48067 4048844104665
57221030 MUTARS® femoral spacer rl/lm 3/10 mm P 48067 4048844104689
57221040 MUTARS® femoral spacer rl/lm 4/10 mm P 48067 4048844104702
57221050 MUTARS® femoral spacer rl/lm 5/10 mm P 48067 4048844104726
57220535S MUTARS® femoral spacer silver Il/rm 3/5mm P 48067 4048844109165
57220545S MUTARS® femoral spacer silver Il/rm 4/5mm P 48067 4048844109226
57220555S MUTARS® femoral spacer silver Ili/rm 5/5mm P 48067 4048844109288
57221035S MUTARS® femoral spacer silver rl/lm 3/5mm P 48067 4048844109172
57221045S MUTARS® femoral spacer silver rl/lm 4/5mm P 48067 4048844109233
57221055S MUTARS® femoral spacer silver rl/lm 5/5mm P 48067 4048844109295
57220530S MUTARS® femoral spacer silver Il/rm 3/210mm P 48067 4048844109189
57220540S MUTARS® femoral spacer silver Il/rm 4/20mm P 48067 4048844109240
57220550S MUTARS® femoral spacer silver Il/rm 5/10mm P 48067 4048844109301
57221030S MUTARS® femoral spacer silver rl/lm 3/10mm P 48067 4048844109196
57221040S MUTARS® femoral spacer silver rl/lm 4/10mm P 48067 4048844109257
57221050S MUTARS® femoral spacer silver rl/lm 5/10mm P 48067 4048844109318
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57221535 MUTARS® L-femoral spacer ll/rm 3/5mm P 48067 4048844126315
57221545 MUTARS® L-femoral spacer ll/rm 4/5mm P 48067 4048844120849
57221555 MUTARS® L-femoral spacer Il/rm 5/5mm P 48067 4048844120856
57222035 MUTARS® L-femoral spacer rl/lm 3/5mm P 48067 4048844120863
57222045 MUTARS® L-femoral spacer rl/lm 4/5mm P 48067 4048844120870
57222055 MUTARS® L-femoral spacer rl/lm 5/5mm P 48067 4048844120887
57221530 MUTARS® L-femoral spacer ll/rm 3/10 mm P 48067 4048844104740
57221540 MUTARS® L-femoral spacer ll/rm 4/10 mm P 48067 4048844104757
57221550 MUTARS® L-femoral spacer ll/rm 5/10 mm P 48067 4048844104764
57222030 MUTARS® L-femoral spacer rl/lm 3/10 mm P 48067 4048844104771
57222040 MUTARS® L-femoral spacer rl/lm 4/10 mm P 48067 4048844104788
57222050 MUTARS® L-femoral spacer rl/lm 5/10 mm P 48067 4048844104795
57221535S MUTARS® L-femoral spacer silver Il/rm 3/5mm P 48067 4048844135249
57221545S MUTARS® L-femoral spacer silver ll/rm 4/5mm P 48067 4048844135256
57221555S MUTARS® L-femoral spacer silver Il/rm 5/5mm P 48067 4048844135263
57222035S MUTARS® L-femoral spacer silver rl/lm 3/5mm P 48067 4048844138141
57222045S MUTARS® L-femoral spacer silver rl/lm 4/5mm P 48067 4048844135270
57222055S MUTARS® L-femoral spacer silver rl/lm 5/5mm P 48067 4048844135287
57221530S MUTARS® L-femoral spacer silver ll/rm 3/10 mm P 48067 4048844109202
57221540S MUTARS® L-femoral spacer silver ll/rm 4/10 mm P 48067 4048844109264
57221550S MUTARS® L-femoral spacer silver ll/rm 5/10 mm P 48067 4048844109325
57222030S MUTARS® L-femoral spacer silver rl/lm 3/20 mm P 48067 4048844109219
57222040S MUTARS® L-femoral spacer silver rl/lm 4/10 mm P 48067 4048844109271
57222050S MUTARS® L-femoral spacer silver rl/lm 5/10 mm P 48067 4048844109332
57500012 MUTARS® tibial plateau cementless @ 12 mm/ L: 100 mm P 34198 4048844048266
57500014 MUTARS® tibial plateau cementless @14 mm/L: 110 mm P 34198 4048844048273
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57500016 MUTARS® tibial plateau cementless @ 16 mm/ L: 120 mm P 34198 4048844048297
57500018 MUTARS® tibial plateau cementless @ 18 mm/ L: 120 mm, P 34198 4048844048303
57501010 MUTARS® tibial plateau cementless @ 10 mm / L: 100 mm, small P 34198 4048844048532
57501012 MUTARS® tibial plateau cementless @ 12 mm/ L: 100 mm, small P 34198 4048844048556
57501014 MUTARS® tibial plateau cementless @ 14 mm/ L: 110 mm, small P 34198 4048844048570
57504010 MUTARS® tibial plateau cementless @ 10 mm / L: 200 mm, xsmall P 34198 4048844048839
57504012 MUTARS® tibial plateau cementless @ 12 mm/ L: 100 mm, xsmall P 34198 4048844048846
57504014 MUTARS® tibial plateau cementless @ 14 mm/ L: 110 mm, xsmall P 34198 4048844048853
57500012N MUTARS® tibial plateau cementless TiN @ 12 mm/L: 100 mm P 34198 4048844085872
57500014N MUTARS® tibial plateau cementless TiN g 14 mm/ L: 110 mm P 34198 4048844085889
57500016N MUTARS® tibial plateau cementless TiN @ 16 mm/ L: 120 mm P 34198 4048844085902
57500018N MUTARS® tibial plateau cementless TiN 218 mm/ L: 120 mm P 34198 4048844085919
57501010N MUTARS® tibial plateau cementless TiN @ 10 mm / L: 100 mm, small P 34198

57501012N MUTARS® tibial plateau cementless TiN @ 12 mm/ L: 100 mm, small P 34198 4048844085995
57501014N MUTARS® tibial plateau cementless TiN @ 14 mm/ L: 110 mm, small P 34198 4048844086015
57504010N MUTARS® tibial plateau cementless TiN @ 10 mm / L: 100 mm, xsmall P 34198 4048844104894
57504012N MUTARS® tibial plateau cementless TiN @ 12 mm/ L: 100 mm, xsmall P 34198 4048844105297
57504014N MUTARS® tibial plateau cementless TiN @ 14 mm/ L: 110 mm, xsmall P 34198 4048844105303
57500111 MUTARS® tibial plateau cemented @ 11 mm/ L: 100 mm, standard P 32832 4048844048334
57500113 MUTARS® tibial plateau cemented @ 13 mm/ L: 110 mm, standard P 32832 4048844048341
57500115 MUTARS® tibial plateau cemented @ 15 mm/ L: 120 mm, standard P 32832 4048844048358
57500117 MUTARS® tibial plateau cemented @ 17 mm / L: 120 mm, standard P 32832 4048844048365
57501011 MUTARS® tibial plateau cemented @ 11 mm/ L: 100 mm, small P 32832 4048844048549
57501013 MUTARS® tibial plateau cemented @ 13 mm/ L: 110 mm, small P 32832 4048844048563
57500111N MUTARS® tibial plateau cemented TiN @ 11 mm/ L: 100 mm, standard P 32832 4048844085933
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57500113N MUTARS® tibial plateau cemented TiN @ 13 mm/ L: 110 mm, standard P 32832 4048844085940
57500115N MUTARS® tibial plateau cemented TiN @ 15 mm/ L: 120 mm, standard P 32832 4048844085957
57500117N MUTARS® tibial plateau cemented TiN @ 17 mm / L: 120 mm, standard P 32832 4048844085964
57501011N MUTARS® tibial plateau cemented TiN @ 11 mm/ L: 100 mm, small P 32832 4048844085988
57501013N MUTARS® tibial plateau cemented TiN @13 mm/L: 110 mm, small P 32832 4048844086008
57510303 MUTARS® tibial plateau M-O-M cemented incl. safety screw + screw for coupling xsmall P 32832 4048844148218
57510300 MUTARS® tibial plateau M-O-M cemented incl. safety screw + screw for coupling small P 32832 4048844049232
57510305 MUTARS® tibial plateau M-O-M cemented incl. safety screw + screw for coupling standard P 32832 4048844049249
57510310 MUTARS® tibial plateau M-O-M cemented incl. safety screw + screw for coupling large P 32832 4048844049256
57510303N MUTARS® tibial plateau M-O-M cemented TiN incl. safety screw + screw for coupling xsmall P 32832 4048844148270
57510300N MUTARS® tibial plateau M-O-M cemented TiN incl. safety screw + screw for coupling small P 32832 4048844086251
57510305N MUTARS® tibial plateau M-O-M cemented TiN incl. safety screw + screw for coupling standard P 32832 4048844086275
57510310N MUTARS® tibial plateau M-O-M cemented TiN incl. safety screw + screw for coupling large P 32832 4048844086299
57510300S MUTARS® tibial plateau M-O-M cemented silver incl. safety screw + screw for coupling small P 32832 4048844086268
57510305S MUTARS® tibial plateau M-O-M cemented silver incl. safety screw + screw for coupling standard P 32832 4048844086282
57510310S MUTARS® tibial plateau M-O-M cemented silver incl. safety screw + screw for coupling large P 32832 4048844086305
57510203 MUTARS® tibial plateau M-O-M cementless incl. safety screw + screw for coupling xsmall P 34198 4048844148225
57510200 MUTARS® tibial plateau M-O-M cementless incl. safety screw + screw for coupling small P 34198 4048844105358
57510205 MUTARS® tibial plateau M-O-M cementless incl. safety screw + screw for coupling standard P 34198 4048844105365
57510210 MUTARS® tibial plateau M-O-M cementless incl. safety screw + screw for coupling large P 34198 4048844105372
57510203N MUTARS® tibial plateau M-O-M cementless TiN incl. safety screw + screw for coupling xsmall P 34198 4048844148287
57510200N MUTARS® tibial plateau M-O-M cementless TiN incl. safety screw + screw for coupling small P 34198 4048844134242
57510205N MUTARS® tibial plateau M-O-M cementless TiN incl. safety screw + screw for coupling standard P 34198 4048844134259
57510210N MUTARS® tibial plateau M-O-M cementless TiN incl. safety screw + screw for coupling large P 34198 4048844134266
57201202 MUTARS® PE-plug for tibial plateau M-O-M / P 64151 4048844046538
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57201206 MUTARS® PE-plug for tibial plateau M-O-M / P 64151 4048844120276
57510320 MUTARS® peg for tibia plateau M-O-M / P 33692 4048844407605
57510320N MUTARS® peg for tibia plateau M-O-M TiN / P 33692 4048844407612
57201200 MUTARS® locking mechanism M-O-M / P 33692 4048844046514
57201200N MUTARS® locking mechanism M-O-M TiNbN / P 33692 4048844085483
57550005 MUTARS® tibial plateau modular cementless small P 34198 4048844049324
57550010 MUTARS® tibial plateau modular cementless standard P 34198 4048844049331
57550005N MUTARS® tibial plateau modular cementless TiN small P 34198 4048844086329
57550010N MUTARS® tibial plateau modular cementless TiN standard P 34198 4048844086343
57550005S MUTARS® tibial plateau modular cementless silver small P 34198 4048844086336
575500108 MUTARS® tibial plateau modular cementless silver standard P 34198 4048844086350
57550105 MUTARS® tibial plateau modular cemented small P 32832 4048844049355
57550110 MUTARS® tibial plateau modular cemented standard P 32832 4048844049362
57550105N MUTARS® tibial plateau modular cemented TiN small P 32832 4048844086374
57550110N MUTARS® tibial plateau modular cemented TiN standard P 32832 4048844086398
57550105S MUTARS® tibial plateau modular cemented silver small P 32832 4048844086381
57550110S MUTARS® tibial plateau modular cemented silver standard P 32832 4048844086404
57503020 MUTARS® MK BioXpand tibial plateau / P 34198 4048844361303
57503010N MUTARS® BioXpand tibial plateau TiN XS P 34198 4048844118679
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57510100 MUTARS® offset adapter 0 mm P 62865 4048844113674
57510125 MUTARS® offset adapter 2,5 mm P 62865 4048844113681
57510150 MUTARS® offset adapter 5mm P 62865 4048844113698
57510175 MUTARS® offset adapter 7,5 mm P 62865 4048844113704
58510100 MUTARS® offset adapter TCP 0 mm P 62865 4048844152338
58510125 MUTARS® offset adapter TCP 2,5mm P 62865 4048844152345
58510150 MUTARS® offset adapter TCP 5mm P 62865 4048844152352
58510175 MUTARS® offset adapter TCP 7,5 mm P 62865 4048844152369
57500510 MUTARS® tibial stem cementless @ 10 mm/L: 120 mm P 48066 4048844048440
57510511 MUTARS® tibial stem cementless @11 mm/L: 120 mm P 48066 4048844049263
57500512 MUTARS® tibial stem cementless @12 mm/L: 120 mm P 48066 4048844048464
57510513 MUTARS® tibial stem cementless @13 mm/L: 120 mm P 48066 4048844049270
57500514 MUTARS® tibial stem cementless @ 14 mm/L: 120 mm P 48066 4048844048488
57510515 MUTARS® tibial stem cementless @15 mm/L: 120 mm P 48066 4048844049287
57500516 MUTARS® tibial stem cementless @16 mm/L: 120 mm P 48066 4048844048501
57500518 MUTARS® tibial stem cementless @18 mm/L: 120 mm P 48066 4048844048525
57501510 MUTARS® tibial stem cementless HA @ 10 mm/L: 120 mm P 48066 /

57501511 MUTARS® tibial stem cementless HA @ 11 mm/L: 120 mm P 48066 4048844048624
57501512 MUTARS® tibial stem cementless HA @12 mm/L: 120 mm P 48066 4048844048631
57501513 MUTARS® tibial stem cementless HA @13 mm/ L: 120 mm P 48066 4048844048648
57501514 MUTARS® tibial stem cementless HA @14 mm/ L: 120 mm P 48066 4048844048655
57501515 MUTARS® tibial stem cementless HA @15 mm/ L: 120 mm P 48066 4048844048662
57501516 MUTARS® tibial stem cementless HA @16 mm/L: 120 mm P 48066 4048844048679
57501518 MUTARS® tibial stem cementless HA @18 mm/L: 120 mm P 48066 /
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57500212 MUTARS® tibial stem cementless HA @ 12 mm/L: 200 mm P 48066 4048844048396
57500213 MUTARS® tibial stem cementless HA @ 13 mm/L: 200 mm P 48066 4048844048402
57500214 MUTARS® tibial stem cementless HA @ 14 mm/ L: 200 mm P 48066 4048844048419
57500215 MUTARS® tibial stem cementless HA @15 mm/ L: 200 mm P 48066 4048844048426
57500216 MUTARS® tibial stem cementless HA @16 mm/ L: 200 mm P 48066 4048844048433
57500511 MUTARS® tibial stem cemented @11 mm/L: 120 mm P 48066 4048844048457
57500513 MUTARS® tibial stem cemented @13 mm/L: 120 mm P 48066 4048844048471
57500515 MUTARS® tibial stem cemented @15 mm/L: 120 mm P 48066 4048844048495
57500511HA MUTARS® tibial stem cemented cpTi/HA 211 mm/ L: 120 mm P 48066 4048844100759
57500513HA MUTARS® tibial stem cemented cpTi/HA @13 mm/L: 120 mm P 48066 4048844100766
57500515HA MUTARS® tibial stem cemented cpTi/HA @15 mm/L: 120 mm P 48066 4048844100773
57500511N MUTARS® tibial stem cemented TiN @ 11 mm/L: 120 mm P 48066 4048844099411
57500513N MUTARS® tibial stem cemented TiN @13 mm/L: 120 mm P 48066 4048844099404
57500515N MUTARS® tibial stem cemented TiN @15 mm/L: 120 mm P 48066 4048844099428
57591211 MUTARS® tibial stem cemented with HA collar @ 11 x 120 mm P 48066 4048844194949
57591213 MUTARS® tibial stem cemented with HA collar @ 13 x 120 mm P 48066 4048844194956
57591215 MUTARS® tibial stem cemented with HA collar @ 15 x 120 mm P 48066 4048844194963
57551211 MUTARS® stem for tibial plateau modular cemented @ 11 mm/L: 120 mm P 48066 4048844049409
57551213 MUTARS® stem for tibial plateau modular cemented @13 mm/L: 120 mm P 48066 4048844049416
57551215 MUTARS® stem for tibial plateau modular cemented @15 mm/L: 120 mm P 48066 4048844049423
57551611 MUTARS® stem for tibial plateau modular cemented @11 mm/L: 160 mm P 48066 4048844049430
57551613 MUTARS® stem for tibial plateau modular cemented @13 mm/L: 160 mm P 48066 4048844049447
57551615 MUTARS® stem for tibial plateau modular cemented @ 15 mm/ L: 160 mm P 48066 4048844049454
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57552011 MUTARS® stem for tibial plateau modular cemented @ 11 mm/ L: 200 mm P 48066 4048844049461
57552013 MUTARS® stem for tibial plateau modular cemented @ 13 mm/ L: 200 mm P 48066 4048844049478
57552015 MUTARS® stem for tibial plateau modular cemented @ 15 mm/ L: 200 mm P 48066 4048844049485
57551211N MUTARS® stem for tibial plateau modular cemented TiN @11 mm/L: 120 mm P 48066 4048844086428
57551213N MUTARS® stem for tibial plateau modular cemented TiN @ 13 mm/L: 120 mm P 48066 4048844086435
57551215N MUTARS® stem for tibial plateau modular cemented TiN @ 15 mm/L: 120 mm P 48066 4048844086442
57551611N MUTARS® stem for tibial plateau modular cemented TiN @ 11 mm/L: 160 mm P 48066 4048844086459
57551613N MUTARS® stem for tibial plateau modular cemented TiN @ 13 mm/L: 160 mm P 48066 4048844086466
57551615N MUTARS® stem for tibial plateau modular cemented TiN @ 15 mm/L: 160 mm P 48066 4048844086473
57552011N MUTARS® stem for tibial plateau modular cemented TiN @ 11 mm/ L: 200 mm P 48066 4048844086480
57552013N MUTARS® stem for tibial plateau modular cemented TiN @ 13 mm/ L: 200 mm P 48066 4048844086497
57552015N MUTARS® stem for tibial plateau modular cemented TiN @ 15 mm/ L: 200 mm P 48066 4048844086503
57561212 MUTARS® stem for tibial plateau modular cementless @& 12 mm/ L: 120 mm P 48066 4048844049492
57561214 MUTARS® stem for tibial plateau modular cementless & 14 mm/ L: 120 mm P 48066 4048844049508
57561216 MUTARS® stem for tibial plateau modular cementless @16 mm/ L: 120 mm P 48066 4048844049515
57561218 MUTARS® stem for tibial plateau modular cementless @18 mm/L: 120 mm P 48066 4048844049522
57561612 MUTARS® stem for tibial plateau modular cementless @12 mm/L: 160 mm P 48066 4048844049539
57561614 MUTARS® stem for tibial plateau modular cementless @ 14 mm/L: 160 mm P 48066 4048844049546
57561616 MUTARS® stem for tibial plateau modular cementless @ 16 mm/L: 160 mm P 48066 4048844049553
57561618 MUTARS® stem for tibial plateau modular cementless @ 18 mm/L: 160 mm P 48066 4048844049560
57562012 MUTARS® stem for tibial plateau modular cementless @ 12 mm/ L: 200 mm P 48066 4048844049577
57562014 MUTARS® stem for tibial plateau modular cementless @ 14 mm/ L: 200 mm P 48066 4048844049584
57562016 MUTARS® stem for tibial plateau modular cementless @16 mm/L: 200 mm P 48066 4048844049591
57562018 MUTARS® stem for tibial plateau modular cementless @18 mm/L: 200 mm P 48066 4048844049607
58561212 MUTARS® stem for tibial plateau modular cementless TCP @12 mm/L: 120 mm P 48066 4048844174026
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58561214 MUTARS® stem for tibial plateau modular cementless TCP @ 14 mm/ L: 120 mm P 48066 4048844152246
58561216 MUTARS® stem for tibial plateau modular cementless TCP @ 16 mm/ L: 120 mm P 48066 4048844152253
58561218 MUTARS® stem for tibial plateau modular cementless TCP @2 18 mm/ L: 120 mm P 48066 4048844152260
58561612 MUTARS® stem for tibial plateau modular cementless TCP @12 mm/L: 160 mm P 48066 4048844152277
58561614 MUTARS® stem for tibial plateau modular cementless TCP @ 14 mm/L: 160 mm P 48066 4048844152284
58561616 MUTARS® stem for tibial plateau modular cementless TCP @ 16 mm/L: 160 mm P 48066 4048844152291
58561618 MUTARS® stem for tibial plateau modular cementless TCP @ 18 mm/L: 160 mm P 48066 4048844152307
58562012 MUTARS® stem for tibial plateau modular cementless TCP @ 12 mm/L: 200 mm P 48066 4048844152314
58562014 MUTARS® stem for tibial plateau modular cementless TCP @ 14 mm/ L: 200 mm P 48066 4048844152321
58562016 MUTARS® stem for tibial plateau modular cementless TCP @ 16 mm/L: 200 mm P 48066 4048844152222
58562018 MUTARS® stem for tibial plateau modular cementless TCP @18 mm/L: 200 mm P 48066 4048844152239
57631612 MUTARS® GenuX® offset stem cementless @12 mm/L: 160 mm P 48066 4048844127275
57631614 MUTARS® GenuX® offset stem cementless @ 14 mm/L: 160 mm P 48066 4048844127282
57631616 MUTARS® GenuX® offset stem cementless @16 mm/L: 160 mm P 48066 4048844127299
57631618 MUTARS® GenuX® offset stem cementless @18 mm/L: 160 mm P 48066 4048844127305
57632012 MUTARS® GenuX® offset stem cementless @ 12 mm/L: 200 mm P 48066 4048844127312
57632014 MUTARS® GenuX® offset stem cementless @ 14 mm/ L: 200 mm P 48066 4048844127329
57632016 MUTARS® GenuX® offset stem cementless @ 16 mm/L: 200 mm P 48066 4048844127336
57632018 MUTARS® GenuX® offset stem cementless @ 18 mm/L: 200 mm P 48066 4048844127343
57632412 MUTARS® GenuX® offset stem cementless @ 12 mm/L: 240 mm P 48066 4048844127350
57632414 MUTARS® GenuX® offset stem cementless @ 14 mm/ L: 240 mm P 48066 4048844127367
57632416 MUTARS® GenuX® offset stem cementless @ 16 mm/L: 240 mm P 48066 4048844127374
57632418 MUTARS® GenuX® offset stem cementless @18 mm/L: 240 mm P 48066 4048844127381
58631612 MUTARS® GenuX® offset stem cementless TCP @ 12 mm/L: 160 mm P 48066 4048844152123
58631614 MUTARS® GenuX® offset stem cementless TCP @ 14 mm/L: 160 mm P 48066 4048844152130
58631616 MUTARS® GenuX® offset stem cementless TCP @ 16 mm/L: 160 mm P 48066 4048844152147
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58631618 MUTARS® GenuX® offset stem cementless TCP @ 18 mm/ L: 160 mm P 48066 4048844152154
58632012 MUTARS® GenuX® offset stem cementless TCP @ 12 mm/ L: 200 mm P 48066 4048844152161
58632014 MUTARS® GenuX® offset stem cementless TCP @ 14 mm/ L: 200 mm P 48066 4048844152178
58632016 MUTARS® GenuX® offset stem cementless TCP @16 mm/L: 200 mm P 48066 4048844152185
58632018 MUTARS® GenuX® offset stem cementless TCP @ 18 mm/L: 200 mm P 48066 4048844152192
58632412 MUTARS® GenuX® offset stem cementless TCP @ 12 mm/ L: 240 mm P 48066 4048844152208
58632414 MUTARS® GenuX® offset stem cementless TCP @ 14 mm/L: 240 mm P 48066 4048844152215
58632416 MUTARS® GenuX® offset stem cementless TCP @ 16 mm/L: 240 mm P 48066 4048844152109
58632418 MUTARS® GenuX® offset stem cementless TCP @ 18 mm/L: 240 mm P 48066 4048844152116
57641611 MUTARS® GenuX® offset stem cemented @ 11 mm/L: 160 mm P 48066 4048844127398
57641613 MUTARS® GenuX® offset stem cemented @ 13 mm/L: 160 mm P 48066 4048844127404
57641615 MUTARS® GenuX® offset stem cemented @2 15 mm/ L: 160 mm P 48066 4048844127411
57641617 MUTARS® GenuX® offset stem cemented @ 17 mm/L: 160 mm P 48066 4048844127428
57642011 MUTARS® GenuX® offset stem cemented @ 11 mm/L: 200 mm P 48066 4048844127435
57642013 MUTARS® GenuX® offset stem cemented @ 13 mm/L: 200 mm P 48066 4048844127442
57642015 MUTARS® GenuX® offset stem cemented @ 15 mm/L: 200 mm P 48066 4048844127459
57642017 MUTARS® GenuX® offset stem cemented @ 17 mm/ L: 200 mm P 48066 4048844127466
57642411 MUTARS® GenuX® offset stem cemented @ 11 mm/L: 240 mm P 48066 4048844127473
57642413 MUTARS® GenuX® offset stem cemented @ 13 mm/L: 240 mm P 48066 4048844127480
57642415 MUTARS® GenuX® offset stem cemented @ 15 mm/ L: 240 mm P 48066 4048844127497
57642417 MUTARS® GenuX® offset stem cemented @ 17 mm/ L: 240 mm P 48066 4048844127503
57641611N MUTARS® GenuX® offset stem cemented TiN @11 mm/ L: 160 mm P 48066 4048844226206
57641613N MUTARS® GenuX® offset stem cemented TiN @13 mm/L: 160 mm P 48066 4048844198381
57641615N MUTARS® GenuX® offset stem cemented TiN @15 mm/ L: 160 mm P 48066 4048844198398
57641617N MUTARS® GenuX® offset stem cemented TiN @ 17 mm/L: 160 mm P 48066 4048844198404
57642011N MUTARS® GenuX® offset stem cemented TiN @ 11 mm/L: 200 mm P 48066 4048844198411
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57642013N MUTARS® GenuX® offset stem cemented TiN @ 13 mm/ L: 200 mm P 48066 4048844198428
57642015N MUTARS® GenuX® offset stem cemented TiN @ 15 mm/ L: 200 mm P 48066 4048844198435
57642017N MUTARS® GenuX® offset stem cemented TiN @ 17 mm/ L: 200 mm P 48066 4048844198442
57642411N MUTARS® GenuX® offset stem cemented TiN @ 11 mm/ L: 240 mm P 48066 4048844198459
57642413N MUTARS® GenuX® offset stem cemented TiN @13 mm/L: 240 mm P 48066 4048844198466
57642415N MUTARS® GenuX® offset stem cemented TiN @ 15 mm/L: 240 mm P 48066 4048844198473
57642417N MUTARS® GenuX® offset stem cemented TiN @ 17 mm/L: 240 mm P 48066 4048844198480
58002500 MUTARS® tibial spacer 25 mm small left / right P 48067 4048844051204
58003500 MUTARS® tibial spacer 35 mm small right P 48067 4048844051211
58003505 MUTARS® tibial spacer 35 mm small left P 48067 4048844051228
58005000 MUTARS® tibial spacer 50 mm small right P 48067 4048844051235
58005005 MUTARS® tibial spacer 50 mm small left P 48067 4048844051242
58050500 MUTARS® tibial spacer 5 mm ll/rm, small P 48067 4048844051266
58051000 MUTARS® tibial spacer 10 mm Il/rm, small P 48067 4048844051297
58051500 MUTARS® tibial spacer 15 mm Il/rm, small P 48067 4048844051327
58052000 MUTARS® tibial spacer 20 mm ll/rm, small P 48067 4048844051358
58100500 MUTARS® tibial spacer 5 mm rl/lm, small P 48067 4048844051419
58101000 MUTARS® tibial spacer 10 mm rl/im, small P 48067 4048844051440
58101500 MUTARS® tibial spacer 15 mm rl/im, small P 48067 4048844051471
58102000 MUTARS® tibial spacer 20 mm rl/Im, small P 48067 4048844051501
58002500S MUTARS® tibial spacer silver 25 mm small left / right P 48067 4048844086954
58003500S MUTARSR® tibial spacer silver 35 mm small right P 48067 4048844086961
58003505S MUTARS® tibial spacer silver 35 mm small left P 48067 4048844086978
58005000S MUTARS® tibial spacer silver 50 mm small right P 48067 4048844086985
58005005S MUTARS® tibial spacer silver 50 mm small left P 48067 4048844086992
58050500S MUTARS® tibial spacer silver 5 mm ll/rm, small P 48067 4048844087005




©

implantcast

EU Declaration of Conformity

Attachment XX
Reference - N .
number item description size GMDN GTIN

58100500S MUTARS® tibial spacer silver 5 mm rl/lm, small P 48067 4048844087104
58051000S MUTARS® tibial spacer silver 10 mm II/rm, small P 48067 4048844087029
58101000S MUTARS® tibial spacer silver 10 mm rl/lm, small P 48067 4048844087128
58051500S MUTARS® tibial spacer silver 15 mm Il/rm, small P 48067 4048844087043
58101500S MUTARS® tibial spacer silver 15 mm rl/im, small P 48067 4048844087142
58052000S MUTARS® tibial spacer silver 20 mm l/rm, small P 48067 4048844087067
58102000S MUTARS® tibial spacer silver 20 mm rl/Im, small P 48067 4048844087166
57200905 MUTARS® PEEK-OPTIMA® lock 2-part ll/rm P 33692 4048844046378
57200910 MUTARS® PEEK-OPTIMA® lock 2-part rl/lm P 33692 4048844046385
57200915 MUTARS® PEEK-OPTIMA® lock 2-part Il/rm, xsmall P 33692 4048844046392
57200920 MUTARS® PEEK-OPTIMA® lock 2-part rl/lm, xsmall P 33692 4048844046408
57200111 MUTARS® locking piece for PEEK-OPTIMA lock ll/rm P 33692 4048844046187
57200112 MUTARS® locking piece for PEEK-OPTIMA lock rl/lm P 33692 4048844046194
57200121 MUTARS® locking piece for PEEK-OPTIMA lock Il/rm, xsmall P 33692 4048844100162
57200122 MUTARS® locking piece for PEEK-OPTIMA lock rl/lm, xsmall P 33692 4048844100179
57500003 MUTARS® modular proximal tibia incl. coupling 15mm xsmall P 32832 4048844129729
57500003S MUTARS® modular proximal tibia silver incl. coupling 15mm xsmall P 32832 4048844119423
57501205 MUTARS® PE-safety peg for locking screw for connecting tappet @ 2x3mm P 63998 4048844129958
57501206 MUTARS® PE-safety peg @ 2,5x 10 mm P 33692 4048844129965
57501207 MUTARS® PE-safety peg @ 4 x 10 mm P 33692 4048844129972
57500105 MUTARS® connecting part for mod. prox. tibia 105 mm P 61559 4048844048310
57500125 MUTARS® connecting part for mod. prox. tibia 125 mm P 61559 4048844048372
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57500105S MUTARS® connecting part for mod. prox. tibia silver 105 mm P 61559 4048844085926
57500125S MUTARS® connecting part for mod. prox. tibia silver 125 mm P 61559 4048844085971
57201000 MUTARS® patella replacement cemented standard P 34199 4048844046415
57201001 MUTARS® patella replacement cemented large P 34199 4048844046422
57210000 MUTARS® PE-insert XS P 46585 4048844047702
57210013 MUTARS® PE-insert xsmall P 46585 4048844149154
57210001 MUTARS® PE-insert standard P 46585 4048844047719
57210002 MUTARS® PE-insert small P 46585 4048844047726
57210006 MUTARS® PE-insert large P 46585 4048844047764
57210112 MUTARS® GenuX® MK MB PE insert implacross® E 2/12,5mm P 46585 4048844245412
57210113 MUTARS® GenuX® MK MB PE insert implacross® E 3/12,5mm P 46585 4048844245672
57210114 MUTARS® GenuX® MK MB PE insert implacross® E 4/12,5mm P 46585 4048844245689
57210115 MUTARS® GenuX® MK MB PE insert implacross® E 5/12,5mm P 46585 4048844245696
57210116 MUTARS® GenuX® MK MB PE insert implacross® E 6/12,5mm P 46585 4048844340902
57210142 MUTARS® GenuX® MK MB PE insert implacross® E 2/15mm P 46585 4048844456856
57210143 MUTARS® GenuX® MK MB PE insert implacross® E 3/15mm P 46586 4048844456863
57210144 MUTARS® GenuX® MK MB PE insert implacross® E 4/15mm P 46587 4048844456870
57210145 MUTARS® GenuX® MK MB PE insert implacross® E 5/15mm P 46588 4048844456887
57210146 MUTARS® GenuX® MK MB PE insert implacross® E 6/15mm P 46589 4048844456894
57210162 MUTARS® GenuX® MK MB PE insert implacross® E 2/17,5mm P 46585 4048844457150
57210163 MUTARS® GenuX® MK MB PE insert implacross® E 3/17,5mm P 46585 4048844457167
57210164 MUTARS® GenuX® MK MB PE insert implacross® E 4/17,5mm P 46585 4048844457174
57210165 MUTARS® GenuX® MK MB PE insert implacross® E 5/17,5mm P 46585 4048844457181
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57210166 MUTARS® GenuX® MK MB PE insert implacross® E 6/17,5mm P 46585 4048844457198
57210212 MUTARS® GenuX® MK FB PE insert implacross® E 2/12,5mm P 46585 4048844245702
57210213 MUTARS® GenuX® MK FB PE insert implacross® E 3/12,5mm P 46585 4048844245719
57210214 MUTARS® GenuX® MK FB PE insert implacross® E 4/12,5mm P 46585 4048844245726
57210215 MUTARS® GenuX® MK FB PE insert implacross® E 5/12,5mm P 46585 4048844245733
57210216 MUTARS® GenuX® MK FB PE insert implacross® E 6/12,5mm P 46585 4048844340919
57210242 MUTARS® GenuX® MK FB PE insert implacross® E 2/15mm P 46585 4048844457051
57210243 MUTARS® GenuX® MK FB PE insert implacross® E 3/15mm P 46585 4048844457068
57210244 MUTARS® GenuX® MK FB PE insert implacross® E 4/15mm P 46585 4048844457075
57210245 MUTARS® GenuX® MK FB PE insert implacross® E 5/15mm P 46585 4048844457082
57210246 MUTARS® GenuX® MK FB PE insert implacross® E 6/15mm P 46585 4048844457099
57210262 MUTARS® GenuX® MK FB PE insert implacross® E 2/17,5mm P 46585 4048844457259
57210263 MUTARS® GenuX® MK FB PE insert implacross® E 3/17,5mm P 46585 4048844457266
57210264 MUTARS® GenuX® MK FB PE insert implacross® E 4/17,5mm P 46585 4048844457273
57210265 MUTARS® GenuX® MK FB PE insert implacross® E 5/17,5mm P 46585 4048844457280
57210266 MUTARS® GenuX® MK FB PE insert implacross® E 6/17,5mm P 46585 4048844457297
57200008 MUTARS® KRI incl. safety screw right P 32831 4048844045852
57200009 MUTARS® KRI incl. safety screw left P 32831 4048844045869
57200008N MUTARS® KRI TiN incl. safety screw right P 32831 4048844085094
57200009N MUTARS® KRI TiN incl. safety screw left P 32831 4048844085100
57200048 MUTARS® KRI M-O-M incl. safety screw right P 32831 4048844046002
57200043 MUTARS® KRI M-O-M incl. safety screw left P 32831 4048844045975
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57200048N MUTARS® KRI M-O-M TiN incl. safety screw right P 32831 4048844085254
57200043N MUTARS® KRI M-O-M TiN incl. safety screw left P 32831 4048844085223
57200048SN MUTARS® KRI M-O-M TiN/silver incl. safety screw left P 32831 4048844127589
57200043SN MUTARS® KRI M-O-M TiN/silver incl. safety screw right P 32831 4048844127572
57200143 MUTARS® KRI HD incl. safety screw left P 32831 4048844351540
57200148 MUTARS® KRI HD incl. safety screw right P 32831 4048844351519
57200143N MUTARS® KRI HD TiN incl. safety screw left P 32831 4048844351557
57200148N MUTARS® KRI HD TiN incl. safety screw right P 32831 4048844351526
57202508 MUTARS® KRI screw M8x25mm P 63998 4048844046859
57205008 MUTARS® KRI screw M8x50mm P 63998 4048844046910
57207508 MUTARS® KRI screw M8x75mm P 63998 4048844047085
42080000 MUTARS® screw for femoral spacer / P 63998 4048844036775
57501203 MUTARS® locking screw for locking mechanism / P 63998 4048844048600
57201205 MUTARS® screw for tibial plateau M-O-M / P 63998 4048844046569
57201201 screw for coupling / P 63998 4048844046521
57501201 MUTARS® counter screw for modular proximal tibia M12 x 1 P 63998 4048844048587
57201203 MUTARS® screw for tibial spacer 5mm P 63998 4048844046545
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58000505 MUTARS® counter screw for tibial spacer 5 mm P 63998 4048844051181
57201204 MUTARS® screw for tibial spacer 10 - 50 mm P 63998 4048844046552
58000510 MUTARS® counter screw for tibial spacer 10 - 50 mm P 63998 4048844051198
57550514 MUTARS® screw for tibial plateau modular P 63998 4048844049386
00501902 counter screw / P 63998 4048844003616
57510000 MUTARS® GenuX® MK offset adapter 0 mm P 33692 4048844218522
57510002 MUTARS® GenuX® MK offset adapter 2 mm P 33692 4048844226299
57510004 MUTARS® GenuX® MK offset adapter 4 mm P 33692 4048844218546
57510006 MUTARS® GenuX® MK offset adapter 6 mm P 33692 4048844199999
57210102 MUTARS® GenuX® MK MB PE insert 2/12,5mm P 46585 4048844209216
57210103 MUTARS® GenuX® MK MB PE insert 3/12,5mm P 46585 4048844219949
57210104 MUTARS® GenuX® MK MB PE insert 4/12,5mm P 46585 4048844218584
57210105 MUTARS® GenuX® MK MB PE insert 5/12,5mm P 46585 4048844218591
57210106 MUTARS® GenuX® MK MB PE insert 6/12,5mm P 46585 4048844322533
57210132 MUTARS® GenuX® MK MB PE insert 2/15mm P 46585 4048844456801
57210133 MUTARS® GenuX® MK MB PE insert 3/15mm P 46585 4048844456818
57210134 MUTARS® GenuX® MK MB PE insert 4/15mm P 46585 4048844456825
57210135 MUTARS® GenuX® MK MB PE insert 5/15mm P 46585 4048844456832
57210136 MUTARS® GenuX® MK MB PE insert 6/15mm P 46585 4048844456849
57210152 MUTARS® GenuX® MK MB PE insert 2/17,5mm P 46584 4048844457105
57210153 MUTARS® GenuX® MK MB PE insert 3/17,5mm P 46585 4048844457112
57210154 MUTARS® GenuX® MK MB PE insert 4/17,5mm P 46585 4048844457129
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57210155 MUTARS® GenuX® MK MB PE insert 5/17,5mm P 46585 4048844457136
57210156 MUTARS® GenuX® MK MB PE insert 6/17,5mm P 46585 4048844457143
57210202 MUTARS® GenuX® MK FB PE insert 2/12,5mm P 46585 4048844219550
57210203 MUTARS® GenuX® MK FB PE insert 3/12,5mm P 46585 4048844226336
57210204 MUTARS® GenuX® MK FB PE insert 4/12,5mm P 46585 4048844226343
57210205 MUTARS® GenuX® MK FB PE insert 5/12,5mm P 46585 4048844219574
57210206 MUTARS® GenuX® MK FB PE insert 6/12,5mm P 46585 4048844322540
57210232 MUTARS® GenuX® MK FB PE insert 2/15mm P 46585 4048844456924
57210233 MUTARS® GenuX® MK FB PE insert 3/15mm P 46585 4048844456931
57210234 MUTARS® GenuX® MK FB PE insert 4/15mm P 46585 4048844456948
57210235 MUTARS® GenuX® MK FB PE insert 5/15mm P 46585 4048844456955
57210236 MUTARS® GenuX® MK FB PE insert 6/15mm P 46585 4048844456962
57210252 MUTARS® GenuX® MK FB PE insert 2/17,5mm P 46585 4048844457204
57210253 MUTARS® GenuX® MK FB PE insert 3/17,5mm P 46585 4048844457211
57210254 MUTARS® GenuX® MK FB PE insert 4/17,5mm P 46585 4048844457228
57210255 MUTARS® GenuX® MK FB PE insert 5/17,5mm P 46585 4048844457235
57210256 MUTARS® GenuX® MK FB PE insert 6/17,5mm P 46585 4048844457242
57661112 MUTARS® GenuX® MK stem cemented 11/125 mm P 48066 4048844227272
57661312 MUTARS® GenuX® MK stem cemented 13/125 mm P 48066 4048844218614
57661512 MUTARS® GenuX® MK stem cemented 15/125 mm P 48066 4048844218621
57661712 MUTARS® GenuX® MK stem cemented 17/125 mm P 48066 4048844218638
57661912 MUTARS® GenuX® MK stem cemented 19/125 mm P 48066 4048844218645
57661115 MUTARS® GenuX® MK stem cemented 11/150 mm P 48066 4048844218652
57661315 MUTARS® GenuX® MK stem cemented 13/150 mm P 48066 4048844218676
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57661515 MUTARS® GenuX® MK stem cemented 15/150 mm P 48066 4048844218683
57661715 MUTARS® GenuX® MK stem cemented 17/150 mm P 48066 4048844226305
57661915 MUTARS® GenuX® MK stem cemented 19/150 mm P 48066 4048844218706
57661120 MUTARS® GenuX® MK stem cemented 11/200 mm P 48066 4048844200008
57661320 MUTARS® GenuX® MK stem cemented 13/200 mm P 48066 4048844218720
57661520 MUTARS® GenuX® MK stem cemented 15/200 mm P 48066 4048844218737
57661720 MUTARS® GenuX® MK stem cemented 17/200 mm P 48066 4048844218744
57661920 MUTARS® GenuX® MK stem cemented 19/200 mm P 48066 4048844218751
57661125 MUTARS® GenuX® MK stem cemented 11/250 mm P 48066 4048844218768
57661325 MUTARS® GenuX® MK stem cemented 13/250 mm P 48066 4048844226312
57661525 MUTARS® GenuX® MK stem cemented 15/250 mm P 48066 4048844226329
57661725 MUTARS® GenuX® MK stem cemented 17/250 mm P 48066 4048844218799
57661925 MUTARS® GenuX® MK stem cemented 19/250 mm P 48066 4048844218805
57651212 MUTARS® GenuX® MK stem cementless 12/125 mm P 48066 4048844218812
57651412 MUTARS® GenuX® MK stem cementless 14/125 mm P 48066 4048844218829
57651612 MUTARS® GenuX® MK stem cementless 16/125 mm P 48066 4048844218836
57651812 MUTARS® GenuX® MK stem cementless 18/125 mm P 48066 4048844218843
57652012 MUTARS® GenuX® MK stem cementless 20/125 mm P 48066 4048844218850
57652212 MUTARS® GenuX® MK stem cementless 22/125 mm P 48066 4048844218867
57652412 MUTARS® GenuX® MK stem cementless 24/125 mm P 48066 4048844219581
57652612 MUTARS® GenuX® MK stem cementless 26/125 mm P 48066 4048844219598
57652812 MUTARS® GenuX® MK stem cementless 28/125 mm P 48066 4048844219604
57651215 MUTARS® GenuX® MK stem cementless 12/150 mm P 48066 4048844218874
57651415 MUTARS® GenuX® MK stem cementless 14/150 mm P 48066 4048844218881
57651615 MUTARS® GenuX® MK stem cementless 16/150 mm P 48066 4048844218898
57651815 MUTARS® GenuX® MK stem cementless 18/150 mm P 48066 4048844218904
57652015 MUTARS® GenuX® MK stem cementless 20/150 mm P 48066 4048844218911
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57652215 MUTARS® GenuX® MK stem cementless 22/150 mm P 48066 4048844218928
57651220 MUTARS® GenuX® MK stem cementless 12/200 mm P 48066 4048844218935
57651420 MUTARS® GenuX® MK stem cementless 14/200 mm P 48066 4048844218942
57651620 MUTARS® GenuX® MK stem cementless 16/200 mm P 48066 4048844218959
57651820 MUTARS® GenuX® MK stem cementless 18/200 mm P 48066 4048844218966
57652020 MUTARS® GenuX® MK stem cementless 20/200 mm P 48066 4048844218973
57652220 MUTARS® GenuX® MK stem cementless 22/200 mm P 48066 4048844218980
57651225 MUTARS® GenuX® MK stem cementless 12/250 mm P 48066 4048844218997
57651425 MUTARS® GenuX® MK stem cementless 14/250 mm P 48066 4048844219000
57651625 MUTARS® GenuX® MK stem cementless 16/250 mm P 48066 4048844219017
57651825 MUTARS® GenuX® MK stem cementless 18/250 mm P 48066 4048844219024
57652025 MUTARS® GenuX® MK stem cementless 20/250 mm P 48066 4048844219031
57652225 MUTARS® GenuX® MK stem cementless 22/250 mm P 48066 4048844219048
57671212 MUTARS® GenuX® MK stem cementless HA 12/125 mm P 48066 4048844219055
57671412 MUTARS® GenuX® MK stem cementless HA 14/125 mm P 48066 4048844219062
57671612 MUTARS® GenuX® MK stem cementless HA 16/125 mm P 48066 4048844219079
57671812 MUTARS® GenuX® MK stem cementless HA 18/125 mm P 48066 4048844219123
57672012 MUTARS® GenuX® MK stem cementless HA 20/125 mm P 48066 4048844219130
57672212 MUTARS® GenuX® MK stem cementless HA 22/125 mm P 48066 4048844219147
57672412 MUTARS® GenuX® MK stem cementless HA 24/125 mm P 48066 4048844219611
57672612 MUTARS® GenuX® MK stem cementless HA 26/125 mm P 48066 4048844219628
57672812 MUTARS® GenuX® MK stem cementless HA 28/125 mm P 48066 4048844219635
57671215 MUTARS® GenuX® MK stem cementless HA 12/150 mm P 48066 4048844219154
57671415 MUTARS® GenuX® MK stem cementless HA 14/150 mm P 48066 4048844219161
57671615 MUTARS® GenuX® MK stem cementless HA 16/150 mm P 48066 4048844219178
57671815 MUTARS® GenuX® MK stem cementless HA 18/150 mm P 48066 4048844219185
57672015 MUTARS® GenuX® MK stem cementless HA 20/150 mm P 48066 4048844219192
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57672215 MUTARS® GenuX® MK stem cementless HA 22/150 mm P 48066 4048844219208
57671220 MUTARS® GenuX® MK stem cementless HA 12/200 mm P 48066 4048844219215
57671420 MUTARS® GenuX® MK stem cementless HA 14/200 mm P 48066 4048844219222
57671620 MUTARS® GenuX® MK stem cementless HA 16/200 mm P 48066 4048844219239
57671820 MUTARS® GenuX® MK stem cementless HA 18/200 mm P 48066 4048844219642
57672020 MUTARS® GenuX® MK stem cementless HA 20/200 mm P 48066 4048844219659
57672220 MUTARS® GenuX® MK stem cementless HA 22/200 mm P 48066 4048844219666
57671225 MUTARS® GenuX® MK stem cementless HA 12/250 mm P 48066 4048844219673
57671425 MUTARS® GenuX® MK stem cementless HA 14/250 mm P 48066 4048844219680
57671625 MUTARS® GenuX® MK stem cementless HA 16/250 mm P 48066 4048844219697
57671825 MUTARS® GenuX® MK stem cementless HA 18/250 mm P 48066 4048844219703
57672025 MUTARS® GenuX® MK stem cementless HA 20/250 mm P 48066 4048844219710
57672225 MUTARS® GenuX® MK stem cementless HA 22/250 mm P 48066 4048844219727
57661112N MUTARS® GenuX® MK stem cemented TiN 11/125 mm P 48066 4048844219734
57661312N MUTARS® GenuX® MK stem cemented TiN 13/125 mm P 48066 4048844219741
57661512N MUTARS® GenuX® MK stem cemented TiN 15/125 mm P 48066 4048844219758
57661712N MUTARS® GenuX® MK stem cemented TiN 17/125 mm P 48066 4048844219765
57661912N MUTARS® GenuX® MK stem cemented TiN 19/125 mm P 48066 4048844219772
57661115N MUTARS® GenuX® MK stem cemented TiN 11/150 mm P 48066 4048844219789
57661315N MUTARS® GenuX® MK stem cemented TiN 13/150 mm P 48066 4048844219796
57661515N MUTARS® GenuX® MK stem cemented TiN 15/150 mm P 48066 4048844219802
57661715N MUTARS® GenuX® MK stem cemented TiN 17/150 mm P 48066 4048844219819
57661915N MUTARS® GenuX® MK stem cemented TiN 19/150 mm P 48066 4048844219826
57661120N MUTARS® GenuX® MK stem cemented TiN 11/200 mm P 48066 4048844219833
57661320N MUTARS® GenuX® MK stem cemented TiN 13/200 mm P 48066 4048844219840
57661520N MUTARS® GenuX® MK stem cemented TiN 15/200 mm P 48066 4048844219857
57661720N MUTARS® GenuX® MK stem cemented TiN 17/200 mm P 48066 4048844219864
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57661920N MUTARS® GenuX® MK stem cemented TiN 19/200 mm P 48066 4048844219871
57661125N MUTARS® GenuX® MK stem cemented TiN 11/250 mm P 48066 4048844219888
57661325N MUTARS® GenuX® MK stem cemented TiN 13/250 mm P 48066 4048844219895
57661525N MUTARS® GenuX® MK stem cemented TiN 15/250 mm P 48066 4048844219901
57661725N MUTARS® GenuX® MK stem cemented TiN 17/250 mm P 48066 4048844226350
57661925N MUTARS® GenuX® MK stem cemented TiN 19/250 mm P 48066 4048844226367
57200505 MUTARS® GenuX® MK femur cemented 2 left P 32831 4048844218324
57200515 MUTARS® GenuX® MK femur cemented 3 left P 32831 4048844218331
57200525 MUTARS® GenuX® MK femur cemented 4 left P 32831 4048844218348
57200535 MUTARS® GenuX® MK femur cemented 5 left P 32831 4048844218355
57200540 MUTARS® GenuX® MK femur cemented 6 right P 32831 4048844340926
57200500 MUTARS® GenuX® MK femur cemented 2 right P 32831 4048844218362
57200510 MUTARS® GenuX® MK femur cemented 3right P 32831 4048844218379
57200520 MUTARS® GenuX® MK femur cemented 4 right P 32831 4048844218386
57200530 MUTARS® GenuX® MK femur cemented 5 right P 32831 4048844218393
57200545 MUTARS® GenuX® MK femur cemented 6 left P 32831 4048844340940
57200505N MUTARS® GenuX® MK femur cemented TiN 2 left P 32831 4048844231651
57200515N MUTARS® GenuX® MK femur cemented TiN 3 left P 32831 4048844231668
57200525N MUTARS® GenuX® MK femur cemented TiN 4 left P 32831 4048844239510
57200535N MUTARS® GenuX® MK femur cemented TiN 5 left P 32831 4048844239527
57200540N MUTARS® GenuX® MK femur cemented TiN 6 right P 32831 4048844340933
57200500N MUTARS® GenuX® MK femur cemented TiN 2 right P 32831 4048844231699
57200510N MUTARS® GenuX® MK femur cemented TiN 3 right P 32831 4048844239497
57200520N MUTARS® GenuX® MK femur cemented TiN 4 right P 32831 4048844239503
57200530N MUTARS® GenuX® MK femur cemented TiN 5 right P 32831 4048844231750
57200545N MUTARS® GenuX® MK femur cemented TiN 6 left P 32831 4048844340957
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57201405 MUTARS® GenuX® MK femur cementless 2 left P 33863 4048844226374
57201415 MUTARS® GenuX® MK femur cementless 3 left P 33863 4048844226398
57201425 MUTARS® GenuX® MK femur cementless 4 left P 33863 4048844226381
57201435 MUTARS® GenuX® MK femur cementless 5 left P 33863 4048844226404
57201440 MUTARS® GenuX® MK femur cementless 6 right P 33863 4048844340964
57201400 MUTARS® GenuX® MK femur cementless 2 right P 33863 4048844226411
57201410 MUTARS® GenuX® MK femur cementless 3 right P 33863 4048844226428
57201420 MUTARS® GenuX® MK femur cementless 4 right P 33863 4048844226435
57201430 MUTARS® GenuX® MK femur cementless 5 right P 33863 4048844226442
57201445 MUTARS® GenuX® MK femur cementless 6 left P 33863 4048844340988
57201405N MUTARS® GenuX® MK femur cementless TiN 2 left P 33863 4048844231767
57201415N MUTARS® GenuX® MK femur cementless TiN 3 left P 33863 4048844239626
57201425N MUTARS® GenuX® MK femur cementless TiN 4 left P 33863 4048844239640
57201435N MUTARS® GenuX® MK femur cementless TiN 5 left P 33863 4048844239657
57201440N MUTARS® GenuX® MK femur cementless TiN 6 right P 33863 4048844340971
57201400N MUTARS® GenuX® MK femur cementless TiN 2 right P 33863 4048844239619
57201410N MUTARS® GenuX® MK femur cementless TiN 3 right P 33863 4048844231811
57201420N MUTARS® GenuX® MK femur cementless TiN 4 right P 33863 4048844239633
57201430N MUTARS® GenuX® MK femur cementless TiN 5 right P 33863 4048844231835
57201445N MUTARS® GenuX® MK femur cementless TiN 6 left P 33863 4048844340995
57200600 MUTARS® GenuX® MK femur HD cemented 2 right P 32831 4048844351625
57200610 MUTARS® GenuX® MK femur HD cemented 3 right P 32831 4048844351663
57200620 MUTARS® GenuX® MK femur HD cemented 4 right P 32831 4048844354275
57200630 MUTARS® GenuX® MK femur HD cemented 5 right P 32831 4048844352578
57200640 MUTARS® GenuX® MK femur HD cemented 6 right P 32831 4048844352615
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57200605 MUTARS® GenuX® MK femur HD cemented 2 left P 32831 4048844351649
57200615 MUTARS® GenuX® MK femur HD cemented 3 left P 32831 4048844351687
57200625 MUTARS® GenuX® MK femur HD cemented 4 left P 32831 4048844351717
57200635 MUTARS® GenuX® MK femur HD cemented 5 left P 32831 4048844352592
57200645 MUTARS® GenuX® MK femur HD cemented 6 left P 32831 4048844352639
57200600N MUTARS® Genux® MK femur HD cemented TiN 2 right P 32831 4048844351632
57200610N MUTARS® Genux® MK femur HD cemented TiN 3 right P 32831 4048844351670
57200620N MUTARS® Genux® MK femur HD cemented TiN 4 right P 32831 4048844351700
57200630N MUTARS® Genux® MK femur HD cemented TiN 5 right P 32831 4048844352585
57200640N MUTARS® Genux® MK femur HD cemented TiN 6 right P 32831 4048844352622
57200605N MUTARS® Genux® MK femur HD cemented TiN 2 left P 32831 4048844351656
57200615N MUTARS® Genux® MK femur HD cemented TiN 3 left P 32831 4048844351694
57200625N MUTARS® Genux® MK femur HD cemented TiN 4 left P 32831 4048844352561
57200635N MUTARS® Genux® MK femur HD cemented TiN 5 left P 32831 4048844352608
57200645N MUTARS® Genux® MK femur HD cemented TiN 6 left P 32831 4048844352646
57201600 MUTARS® GenuX® MK femur HD cementless 2 right P 33863 4048844352653
57201610 MUTARS® GenuX® MK femur HD cementless 3 right P 33863 4048844352691
57201620 MUTARS® GenuX® MK femur HD cementless 4 right P 33863 4048844352738
57201630 MUTARS® GenuX® MK femur HD cementless 5 right P 33863 4048844353438
57201640 MUTARS® GenuX® MK femur HD cementless 6 right P 33863 4048844353476
57201605 MUTARS® GenuX® MK femur HD cementless 2 left P 33863 4048844352677
57201615 MUTARS® GenuX® MK femur HD cementless 3 left P 33863 4048844352714
57201625 MUTARS® GenuX® MK femur HD cementless 4 left P 33863 4048844352752
57201635 MUTARS® GenuX® MK femur HD cementless 5 left P 33863 4048844353452
57201645 MUTARS® GenuX® MK femur HD cementless 6 left P 33863 4048844353490
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57201600N MUTARS® GenuX® MK femur HD cementless TiN 2 right P 33863 4048844352660
57201610N MUTARS® GenuX® MK femur HD cementless TiN 3 right P 33863 4048844352707
57201620N MUTARS® GenuX® MK femur HD cementless TiN 4 right P 33863 4048844352745
57201630N MUTARS® GenuX® MK femur HD cementless TiN 5 right P 33863 4048844353445
57201640N MUTARS® GenuX® MK femur HD cementless TiN 6 right P 33863 4048844353483
57201605N MUTARS® GenuX® MK femur HD cementless TiN 2 left P 33863 4048844352684
57201615N MUTARS® GenuX® MK femur HD cementless TiN 3 left P 33863 4048844352721
57201625N MUTARS® GenuX® MK femur HD cementless TiN 4 left P 33863 4048844352769
57201635N MUTARS® GenuX® MK femur HD cementless TiN 5 left P 33863 4048844353469
57201645N MUTARS® GenuX® MK femur HD cementless TiN 6 left P 33863 4048844353506
57510602 MUTARS® GenuX® MK tibia cemented incl. counter screw + screw for coupling 2 P 32832 4048844208394
57510603 MUTARS® GenuX® MK tibia cemented incl. counter screw + screw for coupling 3 P 32832 4048844226282
57510604 MUTARS® GenuX® MK tibia cemented incl. counter screw + screw for coupling 4 P 32832 4048844218454
57510605 MUTARS® GenuX® MK tibia cemented incl. counter screw + screw for coupling 5 P 32832 4048844204655
57510606 MUTARS® GenuX® MK tibia cemented incl. counter screw + screw for coupling 6 P 32832 4048844322502
57510602N MUTARS® GenuX® MK tibia cemented TiN incl. counter screw + screw for coupling 2 P 32832 4048844231842
57510603N MUTARS® GenuX® MK tibia cemented TiN incl. counter screw + screw for coupling 3 P 32832 4048844239688
57510604N MUTARS® GenuX® MK tibia cemented TiN incl. counter screw + screw for coupling 4 P 32832 4048844231866
57510605N MUTARS® GenuX® MK tibia cemented TiN incl. counter screw + screw for coupling 5 P 32832 4048844239718
57510606N MUTARS® GenuX® MK tibia cemented TiN incl. counter screw + screw for coupling 6 P 32832 4048844322496
57510702 MUTARS® GenuX® MK tibia cementless incl. counter screw + screw for coupling 2 P 34198 4048844218485
57510703 MUTARS® GenuX® MK tibia cementless incl. counter screw + screw for coupling 3 P 34198 4048844218492
57510704 MUTARS® GenuX® MK tibia cementless incl. counter screw + screw for coupling 4 P 34198 4048844218508
57510705 MUTARS® GenuX® MK tibia cementless incl. counter screw + screw for coupling 5 P 34198 4048844218515
57510706 MUTARS® GenuX® MK Tibia cementless incl. counter screw + screw for coupling 6 P 34198 4048844322519
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57510702N MUTARS® GenuX® MK tibia cementless TiN incl. counter screw + screw for coupling 2 P 34198 4048844231873
57510703N MUTARS® GenuX® MK tibia cementless TiN incl. counter screw + screw for coupling 3 P 34198 4048844239763
57510704N MUTARS® GenuX® MK tibia cementless TiN incl. counter screw + screw for coupling 4 P 34198 4048844239770
57510705N MUTARS® GenuX® MK tibia cementless TiN incl. counter screw + screw for coupling 5 P 34198 4048844231903
57510706N MUTARS® GenuX® MK Tibia cementless TiN incl. counter screw + screw for coupling 6 P 34198 4048844322526
57510711 MUTARS® peg for GenuX® MK tibia / P 33692 4048844408657
57510711N MUTARS® peg for GenuX® MK tibia TiN / P 33692 4048844408664
57200402 MUTARS® GenuX® MK femur monoblock cemented 2 left/ 10 mm P 32831 4048844233075
57200412 MUTARS® GenuX® MK femur monoblock cemented 2 right/ 10 mm P 32831 4048844233082
57200410 MUTARS® GenuX® MK femur monoblock cemented 3right/ 11mm P 32831 4048844128715
57200415 MUTARS® GenuX® MK femur monoblock cemented 3 left/ 11 mm P 32831 4048844128722
57200420 MUTARS® GenuX® MK femur monoblock cemented 4 right/ 12 mm P 32831 4048844128746
57200425 MUTARS® GenuX® MK femur monoblock cemented 4 left/ 12 mm P 32831 4048844128753
57200430 MUTARS® GenuX® MK femur monoblock cemented 5right/ 13 mm P 32831 4048844128739
57200435 MUTARS® GenuX® MK femur monoblock cemented 5 left/ 13 mm P 32831 4048844128760
57200700 MUTARS® GenuX® MK femur monoblock HD cemented 2 right / 10mm P 32831 4048844353513
57200705 MUTARS® GenuX® MK femur monoblock HD cemented 2 left / 10mm P 32831 4048844353520
57200710 MUTARS® GenuX® MK femur monoblock HD cemented 3right/ 11mm P 32831 4048844353537
57200715 MUTARS® GenuX® MK femur monoblock HD cemented 3left/11mm P 32831 4048844353544
57200720 MUTARS® GenuX® MK femur monoblock HD cemented 4 right/ 12mm P 32831 4048844353551
57200725 MUTARS® GenuX® MK femur monoblock HD cemented 4 left / 12mm P 32831 4048844353568
57200730 MUTARS® GenuX® MK femur monoblock HD cemented 5right/ 13mm P 32831 4048844353575
57200735 MUTARS® GenuX® MK femur monoblock HD cemented 5 left / 13mm P 32831 4048844353582
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57510402 MUTARS® GenuX® MK Tibia monoblock cemented incl. counter screw + screw for coupling 2/10 mm P 32832 4048844233099
57510400 MUTARS® GenuX® MK Tibia monoblock cemented incl. counter screw + screw for coupling 3/11 mm P 32832 4048844128777
57510405 MUTARS® GenuX® MK Tibia monoblock cemented incl. counter screw + screw for coupling 4/12 mm P 32832 4048844128784
57510410 MUTARS® GenuX® MK Tibia monoblock cemented incl. counter screw + screw for coupling 5/13 mm P 32832 4048844128791
57221005 MK femoral spacer posterior 1/5 mm P 48067 4048844214463
57222005 MK femoral spacer posterior 2/5 mm P 48067 4048844214470
57222505 MK femoral spacer posterior 2,5/5 mm P 48067 4048844214487
57223005 MK femoral spacer posterior 3/5 mm P 48067 4048844226251
57224005 MK femoral spacer posterior 4/5 mm P 48067 4048844226268
57225005 MK femoral spacer posterior 5/5 mm P 48067 4048844214494
57226005 MK femoral spacer posterior 6/5 mm P 48067 4048844226275
57221010 MK femoral spacer posterior 1/10 mm P 48067 4048844214500
57222010 MK femoral spacer posterior 2/10 mm P 48067 4048844214517
57222510 MK femoral spacer posterior 2,5/10 mm P 48067 4048844214524
57223010 MK femoral spacer posterior 3/10 mm P 48067 4048844214531
57224010 MK femoral spacer posterior 4/10 mm P 48067 4048844214548
57225010 MK femoral spacer posterior 5/10 mm P 48067 4048844214555
57226010 MK femoral spacer posterior 6/10 mm P 48067 4048844214562
57221005S MK femoral spacer posterior silver 1/5 mm P 48067 4048844214043
57222005S MK femoral spacer posterior silver 2/5 mm P 48067 4048844214050
57222505S MK femoral spacer posterior silver 2,5/5 mm P 48067 4048844226213
57223005S MK femoral spacer posterior silver 3/5 mm P 48067 4048844214081
57224005S MK femoral spacer posterior silver 4/5 mm P 48067 4048844214098
57225005S MK femoral spacer posterior silver 5/5 mm P 48067 4048844214104
57226005S MK femoral spacer posterior silver 6/5 mm P 48067 4048844214111
57221010S MK femoral spacer posterior silver 1/10 mm P 48067 4048844250089
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57222010S MK femoral spacer posterior silver 2/10 mm P 48067 4048844214135
57222510S MK femoral spacer posterior silver 2,5/10 mm P 48067 4048844226220
57223010S MK femoral spacer posterior silver 3/10 mm P 48067 4048844214159
57224010S MK femoral spacer posterior silver 4/10 mm P 48067 4048844214166
57225010S MK femoral spacer posterior silver 5/10 mm P 48067 4048844226237
57226010S MK femoral spacer posterior silver 6/10 mm P 48067 4048844214180
57225105 MK femoral spacer distal ll/rm 1/5 mm P 48067 4048844214579
57225205 MK femoral spacer distal ll/rm 2/5 mm P 48067 4048844214586
57225255 MK femoral spacer distal ll/rm 2,5/5 mm P 48067 4048844214593
57225305 MK femoral spacer distal Il/rm 3/5mm P 48067 4048844214609
57225405 MK femoral spacer distal Il/rm 4/5 mm P 48067 4048844214616
57225505 MK femoral spacer distal Il/rm 5/5 mm P 48067 4048844214623
57225605 MK femoral spacer distal Il/rm 6/5 mm P 48067 4048844214630
57225100 MK femoral spacer distal Il/rm 1/10 mm P 48067 4048844214647
57225200 MK femoral spacer distal Il/rm 2/10 mm P 48067 4048844214654
57225250 MK femoral spacer distal Il/rm 2,5/10 mm P 48067 4048844214661
57225300 MK femoral spacer distal Il/rm 3/10 mm P 48067 4048844214678
57225400 MK femoral spacer distal ll/rm 4/10 mm P 48067 4048844214685
57225500 MK femoral spacer distal ll/rm 5/10 mm P 48067 4048844214692
57225600 MK femoral spacer distal Il/rm 6/10 mm P 48067 4048844214708
57225105S MK femoral spacer distal Il/rm silver 1/5 mm P 48067 4048844214197
57225205S MK femoral spacer distal Il/rm silver 2/5 mm P 48067 4048844214203
57225255S MK femoral spacer distal ll/rm silver 2,5/5 mm P 48067 4048844214210
57225305S MK femoral spacer distal ll/rm silver 3/5 mm P 48067 4048844214227
57225405S MK femoral spacer distal ll/rm silver 4/5 mm P 48067 4048844214234
57225505S MK femoral spacer distal ll/rm silver 5/5 mm P 48067 4048844214241
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57225605S MK femoral spacer distal Il/rm silver 6/5 mm P 48067 4048844214258
57225100S MK femoral spacer distal Il/rm silver 1/10 mm P 48067 4048844214265
57225200S MK femoral spacer distal Il/rm silver 2/10 mm P 48067 4048844214272
57225250S MK femoral spacer distal Il/rm silver 2,5/10 mm P 48067 4048844214289
57225300S MK femoral spacer distal Il/rm silver 3/10 mm P 48067 4048844214296
57225400S MK femoral spacer distal Il/rm silver 4/10 mm P 48067 4048844214302
57225500S MK femoral spacer distal ll/rm silver 5/10 mm P 48067 4048844214319
57225600S MK femoral spacer distal ll/rm silver 6/10 mm P 48067 4048844226244
57220105 MK femoral spacer distal rl/Im 1/5 mm P 48067 4048844214715
57220205 MK femoral spacer distal rl/lm 2/5 mm P 48067 4048844214722
57220255 MK femoral spacer distal rl/lm 2,5/5 mm P 48067 4048844214739
57220305 MK femoral spacer distal rl/lm 3/5 mm P 48067 4048844214746
57220405 MK femoral spacer distal rl/lm 4/5 mm P 48067 4048844218027
57220505 MK femoral spacer distal rl/lm 5/5 mm P 48067 4048844152420
57220605 MK femoral spacer distal rl/lm 6/5 mm P 48067 4048844214777
57220100 MK femoral spacer distal rl/lm 1/10 mm P 48067 4048844214784
57220200 MK femoral spacer distal rl/Im 2/10 mm P 48067 4048844214791
57220250 MK femoral spacer distal rl/Im 2,5/10 mm P 48067 4048844214807
57220300 MK femoral spacer distal rl/lm 3/10 mm P 48067 4048844214814
57220400 MK femoral spacer distal rl/Im 4/10 mm P 48067 4048844214821
57220500 MK femoral spacer distal rl/Im 5/10 mm P 48067 4048844214838
57220600 MK femoral spacer distal rl/lm 6/10 mm P 48067 4048844214845
57220105S MK femoral spacer distal rl/Im silver 1/5 mm P 48067 4048844214326
57220205S MK femoral spacer distal rl/Im silver 2/5 mm P 48067 4048844214333
57220255S MK femoral spacer distal rl/Im silver 2,5/5 mm P 48067 4048844214340
57220305S MK femoral spacer distal rl/Im silver 3/5 mm P 48067 4048844214357
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57220405S MK femoral spacer distal rl/Im silver 4/5 mm P 48067 4048844214364
57220505S MK femoral spacer distal rl/Im silver 5/5 mm P 48067 4048844214371
57220605S MK femoral spacer distal rl/Im silver 6/5 mm P 48067 4048844214388
57220100S MK femoral spacer distal rl/Im silver 1/10 mm P 48067 4048844214395
57220200S MK femoral spacer distal rl/Im silver 2/10 mm P 48067 4048844214401
57220250S MK femoral spacer distal rl/Im silver 2,5/10 mm P 48067 4048844218034
57220300S MK femoral spacer distal rl/Im silver 3/10 mm P 48067 4048844214425
57220400S MK femoral spacer distal rl/Im silver 4/10 mm P 48067 4048844214432
57220500S MK femoral spacer distal rl/Im silver 5/10 mm P 48067 4048844214449
57220600S MK femoral spacer distal rl/Im silver 6/10 mm P 48067 4048844214456
57410052 MK tibial spacer rl/lm 2/5 mm P 48067 4048844231071
57410053 MK tibial spacer rl/lm 3/5 mm P 48067 4048844230845
57410054 MK tibial spacer rl/lm 4/5 mm P 48067 4048844230852
57410055 MK tibial spacer rl/lm 5/5 mm P 48067 4048844230890
57410056 MK tibial spacer rl/lm 6/5 mm P 48067 4048844230906
57410102 MK tibial spacer rl/lm 2/10 mm P 48067 4048844230913
57410103 MK tibial spacer rl/lm 3/10 mm P 48067 4048844240882
57410104 MK tibial spacer rl/lm 4/10 mm P 48067 4048844230937
57410105 MK tibial spacer rl/lm 5/10 mm P 48067 4048844240899
57410106 MK tibial spacer rl/lm 6/10 mm P 48067 4048844240905
57410152 MK tibial spacer rl/lm 2/15 mm P 48067 4048844240912
57410153 MK tibial spacer rl/lm 3/15 mm P 48067 4048844230975
57410154 MK tibial spacer rl/Im 4/15 mm P 48067 4048844240929
57410155 MK tibial spacer rl/Im 5/15 mm P 48067 4048844240936
57410156 MK tibial spacer rl/Im 6/15 mm P 48067 4048844240943
57410202 MK tibial spacer rl/Im 2/20 mm P 48067 4048844240950
57410203 MK tibial spacer rl/lm 3/20 mm P 48067 4048844240967




©

implantcast

EU Declaration of Conformity

Attachment XXXVIII

Rﬁz‘i;‘f)':;e item description size GMDN GTIN

57410204 MK tibial spacer rl/lm 4/20 mm P 48067 4048844240974
57410205 MK tibial spacer rl/lm 5/20 mm P 48067 4048844240981
57410206 MK tibial spacer rl/lm 6/20 mm P 48067 4048844240998
57410052S MK tibial spacer rl/Im silver 2/5 mm P 48067 4048844232146
57410053S MK tibial spacer rl/Im silver 3/5 mm P 48067 4048844250270
57410054S MK tibial spacer rl/Im silver 4/5 mm P 48067 4048844232160
57410055S MK tibial spacer rl/Im silver 5/5 mm P 48067 4048844232177
57410056S MK tibial spacer rl/Im silver 6/5 mm P 48067 4048844250287
57410102S MK tibial spacer rl/Im silver 2/10 mm P 48067 4048844250294
57410103S MK tibial spacer rl/Im silver 3/10 mm P 48067 4048844250300
57410104S MK tibial spacer rl/Im silver 4/10 mm P 48067 4048844250317
57410105S MK tibial spacer rl/Im silver 5/10 mm P 48067 4048844250324
57410106S MK tibial spacer rl/lm silver 6/10 mm P 48067 4048844232238
57410152S MK tibial spacer rl/lm silver 2/15 mm P 48067 4048844250218
57410153S MK tibial spacer rl/lm silver 3/15 mm P 48067 4048844232252
57410154S MK tibial spacer rl/lm silver 4/15 mm P 48067 4048844250225
57410155S MK tibial spacer rl/Im silver 5/15 mm P 48067 4048844250232
57410156S MK tibial spacer rl/Im silver 6/15 mm P 48067 4048844232283
57410202S MK tibial spacer rl/Im silver 2/20 mm P 48067 4048844250249
57410203S MK tibial spacer rl/Im silver 3/20 mm P 48067 4048844232306
57410204S MK tibial spacer rl/Im silver 4/20 mm P 48067 4048844250256
57410205S MK tibial spacer rl/lm silver 5/20 mm P 48067 4048844250263
57410206S MK tibial spacer rl/Im silver 6/20 mm P 48067 4048844232337
57405052 MK tibial spacer ll/rm 2/5 mm P 48067 4048844231064
57405053 MK tibial spacer Il/rm 3/5 mm P 48067 4048844241001
57405054 MK tibial spacer Il/rm 4/5 mm P 48067 4048844231095
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57405055 MK tibial spacer Il/rm 5/5 mm P 48067 4048844231101
57405056 MK tibial spacer Il/rm 6/5 mm P 48067 4048844241018
57405102 MK tibial spacer Il/rm 2/10 mm P 48067 4048844241025
57405103 MK tibial spacer Il/rm 3/10 mm P 48067 4048844231132
57405104 MK tibial spacer Il/rm 4/10 mm P 48067 4048844241032
57405105 MK tibial spacer Il/rm 5/10 mm P 48067 4048844241049
57405106 MK tibial spacer Il/rm 6/10 mm P 48067 4048844241056
57405152 MK tibial spacer Il/rm 2/15 mm P 48067 4048844241063
57405153 MK tibial spacer Il/rm 3/15 mm P 48067 4048844241070
57405154 MK tibial spacer Il/rm 4/15 mm P 48067 4048844241087
57405155 MK tibial spacer Il/rm 5/15 mm P 48067 4048844241094
57405156 MK tibial spacer Il/rm 6/15 mm P 48067 4048844241100
57405202 MK tibial spacer Il/rm 2/20 mm P 48067 4048844231224
57405203 MK tibial spacer Il/rm 3/20 mm P 48067 4048844231255
57405204 MK tibial spacer Il/rm 4/20 mm P 48067 4048844241124
57405205 MK tibial spacer Il/rm 5/20 mm P 48067 4048844241117
57405206 MK tibial spacer Il/rm 6/20 mm P 48067 4048844231293
57405052S MK tibial spacer Il/rm silver 2/5 mm P 48067 4048844232344
57405053S MK tibial spacer Il/rm silver 3/5 mm P 48067 4048844250379
57405054S MK tibial spacer Il/rm silver 4/5 mm P 48067 4048844250447
57405055S MK tibial spacer Il/rm silver 5/5 mm P 48067 4048844232375
57405056S MK tibial spacer Il/rm silver 6/5 mm P 48067 4048844232382
57405102S MK tibial spacer ll/rm silver 2/10 mm P 48067 4048844250454
57405103S MK tibial spacer Il/rm silver 3/10 mm P 48067 4048844250461
57405104S MK tibial spacer ll/rm silver 4/10 mm P 48067 4048844250478
57405105S MK tibial spacer Il/rm silver 5/10 mm P 48067 4048844250485
57405106S MK tibial spacer Il/rm silver 6/10 mm P 48067 4048844232436
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57405152S MK tibial spacer Il/rm silver 2/15 mm P 48067 4048844250492
57405153S MK tibial spacer ll/rm silver 3/15 mm P 48067 4048844232450
57405154S MK tibial spacer Il/rm silver 4/15 mm P 48067 4048844250508
57405155S MK tibial spacer Il/rm silver 5/15 mm P 48067 4048844232474
57405156S MK tibial spacer Il/rm silver 6/15 mm P 48067 4048844232481
57405202S MK tibial spacer Il/rm silver 2/20 mm P 48067 4048844250515
57405203S MK tibial spacer Il/rm silver 3/20 mm P 48067 4048844232504
57405204S MK tibial spacer Il/rm silver 4/20 mm P 48067 4048844250522
57405205S MK tibial spacer ll/rm silver 5/20 mm P 48067 4048844232528
57405206S MK tibial spacer Il/rm silver 6/20 mm P 48067 4048844232535
57400252 MK tibial spacer 2/25 mm P 48067 4048844231309
57400253 MK tibial spacer 3/25 mm P 48067 4048844241131
57400254 MK tibial spacer 4/25 mm P 48067 4048844241148
57400255 MK tibial spacer 5/25 mm P 48067 4048844241155
57400256 MK tibial spacer 6/25 mm P 48067 4048844231347
57400352 MK tibial spacer 2/35 mm P 48067 4048844231354
57400353 MK tibial spacer 3/35 mm P 48067 4048844241162
57400354 MK tibial spacer 4/35 mm P 48067 4048844241179
57400355 MK tibial spacer 5/35 mm P 48067 4048844241186
57400356 MK tibial spacer 6/35 mm P 48067 4048844231392
57400452 MK tibial spacer 2/45 mm P 48067 4048844231408
57400453 MK tibial spacer 3/45 mm P 48067 4048844241193
57400454 MK tibial spacer 4/45 mm P 48067 4048844241209
57400455 MK tibial spacer 5/45 mm P 48067 4048844241216
57400456 MK tibial spacer 6/45 mm P 48067 4048844231446
57400552 MK tibial spacer 2/55 mm P 48067 4048844231453
57400553 MK tibial spacer 3/55 mm P 48067 4048844241223
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57400554 MK tibial spacer 4/55 mm P 48067 4048844241230
57400555 MK tibial spacer 5/55 mm P 48067 4048844231484
57400556 MK tibial spacer 6/55 mm P 48067 4048844241247
57400652 MK tibial spacer 2/65 mm P 48067 4048844241254
57400653 MK tibial spacer 3/65 mm P 48067 4048844241261
57400654 MK tibial spacer 4/65 mm P 48067 4048844241278
57400655 MK tibial spacer 5/65 mm P 48067 4048844241285
57400656 MK tibial spacer 6/65 mm P 48067 4048844241292
57400752 MK tibial spacer 2/75 mm P 48067 4048844241308
57400753 MK tibial spacer 3/75 mm P 48067 4048844241315
57400754 MK tibial spacer 4/75 mm P 48067 4048844241322
57400755 MK tibial spacer 5/75 mm P 48067 4048844231583
57400756 MK tibial spacer 6/75 mm P 48067 4048844241339
57400852 MK tibial spacer 2/85 mm P 48067 4048844241346
57400853 MK tibial spacer 3/85 mm P 48067 4048844241353
57400854 MK tibial spacer 4/85 mm P 48067 4048844241360
57400855 MK tibial spacer 5/85 mm P 48067 4048844231637
57400856 MK tibial spacer 6/85 mm P 48067 4048844231644
57400252S MK tibial spacer silver 2/25 mm P 48067 4048844232542
57400253S MK tibial spacer silver 3/25 mm P 48067 4048844250553
57400254S MK tibial spacer silver 4/25 mm P 48067 4048844232566
57400255S MK tibial spacer silver 5/25 mm P 48067 4048844232573
57400256S MK tibial spacer silver 6/25 mm P 48067 4048844232580
57400352S MK tibial spacer silver 2/35 mm P 48067 4048844232603
57400353S MK tibial spacer silver 3/35 mm P 48067 4048844232597
57400354S MK tibial spacer silver 4/35 mm P 48067 4048844250560
57400355S MK tibial spacer silver 5/35 mm P 48067 4048844250546
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57400356S MK tibial spacer silver 6/35 mm P 48067 4048844232634
57400452S MK tibial spacer silver 2/45 mm P 48067 4048844232641
57400453S MK tibial spacer silver 3/45 mm P 48067 4048844232818
57400454S MK tibial spacer silver 4/45 mm P 48067 4048844250577
57400455S MK tibial spacer silver 5/45 mm P 48067 4048844250584
57400456S MK tibial spacer silver 6/45 mm P 48067 4048844232849
57400552S MK tibial spacer silver 2/55 mm P 48067 4048844232856
57400553S MK tibial spacer silver 3/55 mm P 48067 4048844250591
57400554S MK tibial spacer silver 4/55 mm P 48067 4048844232870
57400555S MK tibial spacer silver 5/55 mm P 48067 4048844250607
57400556S MK tibial spacer silver 6/55 mm P 48067 4048844250614
57400652S MK tibial spacer silver 2/65 mm P 48067 4048844232900
57400653S MK tibial spacer silver 3/65 mm P 48067 4048844232917
57400654S MK tibial spacer silver 4/65 mm P 48067 4048844232924
57400655S MK tibial spacer silver 5/65 mm P 48067 4048844250621
57400656S MK tibial spacer silver 6/65 mm P 48067 4048844232948
57400752S MK tibial spacer silver 2/75 mm P 48067 4048844250638
57400753S MK tibial spacer silver 3/75 mm P 48067 4048844232962
57400754S MK tibial spacer silver 4/75 mm P 48067 4048844250645
57400755S MK tibial spacer silver 5/75 mm P 48067 4048844232986
57400756S MK tibial spacer silver 6/75 mm P 48067 4048844250652
57400852S MK tibial spacer silver 2/85 mm P 48067 4048844233006
57400853S MK tibial spacer silver 3/85 mm P 48067 4048844233013
57400854S MK tibial spacer silver 4/85 mm P 48067 4048844233020
57400855S MK tibial spacer silver 5/85 mm P 48067 4048844233037
57400856S MK tibial spacer silver 6/85 mm P 48067 4048844233044
57201216 MK screw for spacer / P 33692 4048844235239




implantcast

©

EU Declaration of Conformity

Attachment XLIII

Reference n N .

number item description size GMDN GTIN
57201210 MUTARS® coupling 12,5 mm P 33692 4048844230814
57201210N MUTARS® coupling TiNbN 12,5 mm P 33692 4048844230876
57201212 MUTARS® coupling 15 mm P 33692 4048844230869
57201212N MUTARS® coupling TiNbN 15 mm P 33692 4048844230883
57201217 MUTARS® coupling 17,5 mm P 33692 4048844457303
57201217N MUTARS® coupling TiNbN 17,5 mm P 33693 4048844230883
57201230 MUTARS® HD coupling C-O-M 12,5mm P 33692 4048844329464
57201230N MUTARS® HD coupling C-O-M TiN 12,5mm P 33692 4048844329488
57201232 MUTARS® HD coupling C-O-M 15mm P 33692 4048844329471
57201232N MUTARS® HD coupling C-O-M TiN 15mm P 33692 4048844329495
57201237 MUTARS® HD coupling C-O-M 17,5mm P 33692 4048844457341
57201237N MUTARS® HD coupling C-O-M TiN 17,5mm P 33692 4048844457358
57201233 MUTARS® HD coupling M-O-M 12,5mm P 33692 4048844382902
57201233N MUTARS® HD coupling M-O-M TiNbN 12,5mm P 33692 4048844382421
57201234 MUTARS® HD coupling M-O-M 15mm P 33692 4048844382438
57201234N MUTARS® HD coupling M-O-M TiNbN 15mm P 33692 4048844382445
57201238 MUTARS® HD coupling M-O-M 17,5mm P 33692 4048844457365
57201238N MUTARS® HD coupling M-O-M TiNbN 17,5mm P 33692 4048844457372




implantcast

©

EU Declaration of Conformity

Attachment XLIV
Reference . — .
number item description size GMDN GTIN
57201235N MUTARS® HD coupling M-O-M with TiNbN-peg 12,5mm P 33692 4048844382452
57201236N MUTARS® HD coupling M-O-M with TiNbN-peg 15mm P 33692 4048844382469
57201239N MUTARS® HD coupling M-O-M with TiNbN-peg 17,5mm P 33692 4048844457389
58001002 EPORE® metaphyseal component tibial for MK 2 P 48067 4048844233211
58001003 EPORE® metaphyseal component tibial for MK 3 P 48067 4048844253813
58001004 EPORE® metaphyseal component tibial for MK 4 P 48067 4048844253820
58001005 EPORE® metaphyseal component tibial for MK 5 P 48067 4048844233242
57500005 MUTARS® MK proximal tibia / P 32832 4048844233198
57500005S MUTARS® MK proximal tibia silver / P 32832 4048844233204
57660035 MUTARS® GenuX® MK extension stem Z14mm P 48066 4048844381721

End of schedule. No additional information past this point.




Manufacturer:

Facilities

SRN

Medical Device(s):

Intended Use:

REF Number(s):

Classification:

Common Specification

MDN code(s) and term(s):

MDN 1102

implantcast

EU Declaration of Conformity

implantcast GmbH
Luneburger Schanze 26
21614 Buxtehude
Germany

implantcast GmbH
Luneburger Schanze 26
21614 Buxtehude
Germany

implantcast GmbH
Alter Postweg 10b
21614 Buxtehude
Germany

DE-MF-000010002

MUTARS® Humerus System

The MUTARS® Humerus System is the humerus portion of the overalll
MUTARS® System. It is a modular shoulder and eloow replacement
system offering various components that can be combined to
replace the shoulder or elbow joint and address major bone defects.

details see Attachment | - XXI
see Attachment | - XXI

Class IlI
(Regulation (EU) 2017/745 on medical devices Annex VIl Chapter Il rule 8)

Not applicable

Non-active osteo- and orthopaedic implants



implantcast

EU Declaration of Conformity

GMDN code(s) and term(s):

P 16082 Bone cap

P 33711 Reverse shoulder prosthesis

P 34197 Uncoated shoulder humeral stem

P 35670 Total shoulder prosthesis

P 36259 Shoulder glenoid fossa prosthesis

P 39702 Coated shoulder humeral stem prosthesis
P 40124 Hinged total elbow prosthesis

P 48088 Humeral head prosthesis

P 48090 Press-fit shoulder humeral stem prosthesis
P 48094 Shoulder prosthesis screw

P 60512 Shoulder humeral body prosthesis

P 61006 Humeral stem extension prosthesis

P 63998 Implantable orthopaedic fixation device connection screw

EMDN code(s) and term(s):

P0%010301 Shoulder Prosthesisa and Metaglene Metal Back

P0?010303 Glenospheres

P0O9010304 Monoblock Glenoids

PO20104 Shoulder Prostheses Humeral Components

P0O20104010101 Epiphysary Humeral Components for Anatomical Prostheses -
Humeral Heads

P090104010202 Epiphysary Humeral Components for Reverse Prostheses - Humeral
Cups

P09010402 Diaphysary Humeral Components

P0201040299 Diaphysary Humeral Components - Other

P0O90180 Shoulder Prostheses - Accessories

PO%018001 Shoulder Prostheses Fixing Screws

P020203 Elbow Prostheses Humeral Components

P020205 Elbow Prostheses Ulnar Components

P090280 Eloow Prostheses - Accessories

P090299 Eloow Prostheses - Other



implantcast

EU Declaration of Conformity

We declare under our sole responsibility that the medical devices listed in the attachment(s) are in
conformity with the general safety and performance requirements of Annex | of Regulation (EU)
2017/745 on medical devices and have undergone the conformity assessment procedure according to
Annex IX of Regulation (EU) 2017/745 on medical devices.

Notified Body: DNV MEDCERT GmbH
Pilatuspool 2
20355 Hamburg

Germany

EU Quality Management Regulation (EU) 2017/745 on medical devices Annex IX Chapter |
System Certificate Certificate No.: 7092GB448221006

Effective date 2022-10-06

Expiry date 2026-01-02

EU Technical Documentation Regulation (EU) 2017/745 on medical devices Annex IX Chapter I
Assessment Certificate Certificate No.: 13266GB450221104

Effective date 2022-1-04

Expiry date 2027-11-03

Identification:

C €o482

Buxtehude, 2022-11-07 i.V. Juliane Hoppner
Place, date Head of Regulatory & Clinical & Biological Affairs



Basis-UDI-DI
Intended use

implantcast

EU Declaration of Conformity
Attachment |

This attachment is integral part of the declaration.
The declaration is only valid when provided entirely with all of its pages.

4048844MUTHUAXLD2UNCNM

Axle intended to serve as a connection between the ulnar component and the
MUTARS® Distal Humerus.

GMDN P 40124
EMDN P0%0280
FELOTEES item description size UDI-DI
number
52510001 | MUTARS® axle for dist. Humerus HD / 04L04LBBLLEI694L9
End of schedule
Basis-UDI-DI L048844MUTHUAXLDTINBNGS

Intended use

Axle intended to serve as a connection between the ulnar component and the
MUTARS® Distal Humerus.

GMDN P 40124
EMDN P020280
GIEIICE item description size UDI-DI
number
52500001N | MUTARS® axle for dist. humerus TiINbN / 0404884443176
End of schedule
Basis-UDI-DI 4048844MUTHUAXLDUNCMG

Intended use

Axle intended to serve as a connection between the ulnar component and the
MUTARS® Distal Humerus.

GMDN P 40124

EMDN P020280

RIS item description size UDI-DI
number

52500001 | MUTARS® axle for dist. humerus / 04048844L0LLILT

EU Technical Documentation Assessment Certificate No. 13266GB450221104

End of schedule

2022-11-07




implantcast

EU Declaration of Conformity
Attachment I

This attachment is integral part of the declaration.
The declaration is only valid when provided entirely with all of its pages.

Basis-UDI-DI  4048844MUTHUCAPITINFQ

Intended use

Cap that is combined with the MUTARS® Humerus Head intended to replace the
humeral head in case of a reverse shoulder prosthesis.

GMDN P 33711

EMDN P020104010202

Rﬁziilcre item description size UDI-DI
52101000 | MUTARS® humerus cap invers TiN / 04048844044503
52101005 | MUTARS® humerus cap invers TiN +5 mm 04048844148010
52101010 | MUTARS® humerus cap invers TiN +10 mm | 04048844148027

End of schedule

Basis-UDI-DI  4048844MUTHUCAPTINFZ

Intended

use Cap that is combined with the MUTARS® Humerus Head

intended to replace the
humeral head.

GMDN P 48088

EMDN PO20104010101

MASICE item description size UDI-DI
number

52100000 | MUTARS® humerus cap TiN small 0404884404447 3

52100005 | MUTARS® humerus cap TiN medium | 04048844044480

52100010 | MUTARS® humerus cap TiN large 04048844044497

End of schedule

EU Technical Documentation Assessment Certificate No. 13266GB450221104

2022-11-07



. EU Declaration of Conformity
implantcast

Attachment lll

This attachment is integral part of the declaration.
The declaration is only valid when provided entirely with all of its pages.

Basis-UDI-DI  4048844MUTHUCOLFTCPJX
Intended use  Modular stem collar for the MUTARS® Humerus Stem Type A Modular intended to
enable bone ingrowth.

GMDN P39702

EMDN P0201040299

REZi:ilcre item description size UDI-DI
52420018 | MUTARS® EPORE® HA collar humerus with flange 18mm 04048844518653
52420019 | MUTARS® EPORE® HA collar humerus with flange 19mm 04048844518660
52420020 | MUTARS® EPORE® HA collar humerus with flange 20mm 04048844518677
52420021 | MUTARS® EPORE® HA collar humerus with flange 2Imm 04048844518684
52420022 | MUTARS® EPORE® HA collar humerus with flange 22mm 04048844518691
52420023 | MUTARS® EPORE® HA collar humerus with flange 23mm 04048844518707
52420024 | MUTARS® EPORE® HA collar humerus with flange 24mm 04048844518714

End of schedule

Basis-UDI-DI  4048844MUTHUCOLTCPKH
Intended use  Modular stem collar for the MUTARS® Humerus Stem Type A Modular intended to
enable bone ingrowth.

GMDN P 39702
EMDN P0O201040299
RUICIE item description size UDI-DI
number
52410018 | MUTARS® EPORE® HA collar humerus 18mm 04048844518592
52410019 | MUTARS® EPORE® HA collar humerus 19mm 04048844597122
52410020 | MUTARS® EPORE® HA collar humerus 20mm 04048844518608
52410021 | MUTARS® EPORE® HA collar humerus 2Imm 040488445184615
52410022 | MUTARS® EPORE® HA collar humerus 22mm 04048844518622
52410023 | MUTARS® EPORE® HA collar humerus 23mm 04048844518639
52410024 | MUTARS® EPORE® HA collar humerus 24mm 04048844518646
End of schedule

EU Technical Documentation Assessment Certificate No. 13266GB450221104 2022-1-07




Basis-UDI-DI
Intended use

implantcast

EU Declaration of Conformity
Attachment IV

This attachment is integral part of the declaration.
The declaration is only valid when provided entirely with all of its pages.

4048844MUTHUCONPUNCNY

Humerus Connecting Part intended for extraosseous length adjustment in the area of
the proximal and distal humerus for the bridging of bone defects in cases where a
proximal or distal humerus replacement component is used. The MUTARS® Humerus
Connection Part may also be used when a total humerus replacement, total elbow
replacement or proximal ulna replacement is required.

GMDN P 61006
EMDN PO?0104
HELEREES item description size UDI-DI
number
5221008001 | MUTARS® humerus connecting part distal 80 mm 04048844125301
5221008002 | MUTARS® humerus connecting part prox. 80 mm 04048844125325
End of schedule
Basis-UDI-DI 4048844MUTHUDH230UNCXQ

Intended use

Hinged elbow joint component intended to replace the distal part of the humerus in a
distal humerus replacement or proximal ulna replacement.

GMDN P 40124
EMDN P020203
e item description size UDI-DI
number
5251230001 | MUTARS® dist. humerus HD 30mm 04048844516925
End of schedule
Basis-UDI-DI 4048844MUTHUDH250UNCYE

Intended use

Hinged elbow joint component intended to replace the distal part of the humerus in a
distal humerus replacement, total eloow replacement or total humerus replacement.

GMDN P 40124

EMDN P020203

RiEEC item description size UDI-DI
number

5251000001 | MUTARS® dist. humerus HD 50mm 04048844516895

EU Technical Documentation Assessment Certificate No. 13266GB450221104

End of schedule

2022-11-07



Basis-UDI-DI
Intended use

implantcast

EU Declaration of Conformity
Attachment V

This attachment is integral part of the declaration.
The declaration is only valid when provided entirely with all of its pages.

4048844MUTHUDH30UNCA46
Hinged elbow joint component intended to replace the distal part of the humerus in a
distal humerus replacement or proximal ulna replacement.

GMDN P 40124
EMDN P0?20203
Reference item description size UDI-DI
number
5250230001 | MUTARS® dist. humerus part 1 M6 30mm | 04048844409470
End of schedule
Basis-UDI-DI 4048844MUTHUDHSOTINBNBA

Intended use

Hinged elbow joint component intended to replace the distal part of the humerus in
distal humerus replacement, total elbow replacement or total humerus replacement.

GMDN P 40124
EMDN P0920203
NS item description size UDI-DI
number
5250000000N | MUTARS® dist. humerus TiNoN 50 mm 04048844606053
End of schedule
Basis-UDI-DI 4048844MUTHUDHS50UNCAU

Intended use

Hinged elbow joint component intended to replace the distal part of the humerus in a
distal humerus replacement, total eloow replacement or total humerus replacement.

GMDN P 40124
EMDN P090203
HEETIE item description size UDI-DI
number
5250000000 | MUTARS® dist. humerus 50mm | 04048844606039

End of schedule

EU Technical Documentation Assessment Certificate No. 13266GB450221104 2022-1-07




Basis-UDI-DI
Intended use

implantcast

EU Declaration of Conformity
Attachment VI

This attachment is integral part of the declaration.
The declaration is only valid when provided entirely with all of its pages.

4048844MUTHUENDPUNCKE

Humerus End Piece used in rare cases of bone tumors and bone metastases in which
no full extremity preserving surgery can be carried out. The end piece can serve to
prosthetically preserve a terminal humeral or ulnar stump in cases of a part or total
humerus replacement, total elbow replacement or proximal ulna replacement.

GMDN P 16082
EMDN P090104
e item description size UDI-DI
number
52200001 | MUTARS® humerus end piece 20 mm 04048844044541
End of schedule
Basis-UDI-DI 4048844MUTHUEXTPUNCUY

Intended use

Humerus Extension Piece intended for extraosseous length adjustment in the area of
the proximal and distal humerus for the bridging of bone defects in cases where a
proximal or distal humerus replacement component is used. The extension piece may
also be used when a total humerus replacement, total elbow replacement or proximal
ulna replacement component is required.

GMDN P 61006

EMDN P090104

HESETE item description size UDI-DI
number

52200020 | MUTARS® humerus extension piece 20 mm 04048844044558

52200040 | MUTARS® humerus extension piece 40 mm 04048844044565

52200060 | MUTARS® humerus extension piece 60 mm 0404884404L5T72

EU Technical Documentation Assessment Certificate No. 13266GB450221104

End of schedule

2022-11-07




Basis-UDI-DI
Intended use

implantcast

EU Declaration of Conformity
Attachment VI

This attachment is integral part of the declaration.
The declaration is only valid when provided entirely with all of its pages.

4048844MUTHUGLENUNCKK
Glenosphere intended to replace the glenoid surface in case of areverse total shoulder
replacement.

GMDN P 33711
EMDN PO%010303
MELETEIEE item description size UDI-DI
number
40mm
52101002 | MUTARS® glenosphere .| 04048844044527
symmetric
End of schedule

Basis-UDI-DI
Intended use

4048844MUTHUGLRHACLKS

Glenoid component intended for cementless fixation to replace the natural glenoid by
combination with the MUTARS® Glenosphere for a reverse MUTARS® Humerus
replacement.

GMDN P 36259

EMDN P0O2010301

RELETEEE item description size UDI-DI
number

38004001 | glenoid cementless round 3 04048844028336

End of schedule

Basis-UDI-DI 4048844MUTHUGLUNCCDMA

Intended use  Glenoid component for cemented fixation intended to replace the natural glenoid.

GMDN P 36259

EMDN P0O2010304

RELETEEE item description size UDI-DI
number

38030032 | AGILON® PE-glenoid cemented 2 04048844325824

38030036 | AGILON® PE-glenoid cemented 3 0404884432583]1

38030040 | AGILON® PE-glenoid cemented 4 04048844325848

End of schedule

EU Technical Documentation Assessment Certificate No. 13266GB450221104 2022-1-07



Basis-UDI-DI
Intended use

implantcast

Attachment VIII

EU Declaration of Conformity

This attachment is integral part of the declaration.

The declaration is only valid when provided entirely with all of its pages.

4048844MUTHUHEADUNCDP

Component that is combined with the MUTARS® Humerus Cap or MUTARS® Humerus
Cap Inverse intended to replace the proximal part of the humerus or the total humerus.

GMDN P 60512
EMDN P0O20104
Reference item description size UDI-DI
number
5200000000 | MUTARS® humerus head 50 mm 04048844605087
End of schedule
Basis-UDI-DI 4048844MUTHUHSSUNCQT
Intended use  Screw intended to secure the MUTARS® Humerus Screw.
GMDN P 63998
EMDN P020180
Reference item description size UDI-DI
number
52000099 [ MUTARS® humerus safety screw / 0404L8BLLOLLALSY
End of schedule
Basis-UDI-DI 4048844MUTHUHSUNCUSG
Intended use  Screw intended to join components of the MUTARS® Humerus System.
GMDN P 48094
EMDN P0O2018001
ALl item description size UDI-DI
number
52300015 | MUTARS® humerus screw M 8x15 mm | 04048844044626
52300035 | MUTARS® humerus screw M 8x35 mm | 04048844044633
52300055 | MUTARS® humerus screw M 8x55 mm | 04048844044640
52300075 | MUTARS® humerus screw M 8x75 mm | 4048844044657
End of schedule
Basis-UDI-DI 4048844MUTHULSDUNCPS
Intended use  Screw intended to secure the MUTARS® Axle.
GMDN P 63998
EMDN P020280
G item description size UDI-DI
number
52500003 | MUTARS® locking screw for dist. humerus / 04048844044961

End of schedule

EU Technical Documentation Assessment Certificate No. 13266GB450221104

2022-11-07




Basis-UDI-DI
Intended use

implantcast

EU Declaration of Conformity
Attachment IX

This attachment is integral part of the declaration.
The declaration is only valid when provided entirely with all of its pages.

4048844MUTHUPEFCSTDKR

PE Bearing intended to be used in combination with the MUTARS® Distal Humerus HD
30mm or 50mm to act as one of the bearing surfaces of the hinged elbow system
besides the MUTARS® Ulnar Component HD or MUTARS® Proximal Ulna HD.

GMDN P 40124
EMDN P0%0299
RS item description size UDI-DI
number
52510002 | PE bearing FC / 04048844516956
End of schedule
Basis-UDI-DI  4048844MUTHUPESCSTDQS8

Intended use

PE Bearing intended to be used in combination with the MUTARS® Distal Humerus HD
30mm or 50mm to act as one of the bearing surfaces of the hinged elbow system
besides the MUTARS® Ulnar Component HD or MUTARS® Proximal Ulna HD.

GMDN P 40124
EMDN P090299
MELETEE item description size UDI-DI
number
52510003 | PE bearing SC / 04048844516970
End of schedule
Basis-UDI-DI 4048844MUTHUREDUNCLS

Intended use

Humerus Reducer intended for extraosseous length adjustment in cases of a total
humerus replacement to enable a connection between the MUTARS® Humerus Head
and the Distal Humerus.

GMDN P 61006

EMDN P0O90104

RUICIE item description size UDI-DI
number

52210000 | MUTARS® humerus reducer 10 mm 04048844044589
52210100 | MUTARS® humerus reducer 100 mm 04048844044L619

EU Technical Documentation Assessment Certificate No. 13266GB450221104

End of schedule

2022-11-07




Basis-UDI-DI
Intended use

implantcast

This attachment is integral part of the declaration.

EU Declaration of Conformity
Attachment X

The declaration is only valid when provided entirely with all of its pages.

4048844MUTHUSCONPUNCZ6

Screw intended to connect the MUTARS® Humerus Connecting Part Proximal to the
MUTARS® Humerus Connecting Part Distal.

GMDN P 48094
EMDN P0O9018001
MELETEIEE item description size UDI-DI
number
52210099 | MUTARS® humerus screw for connecting part / 04048844044602
End of schedule
Basis-UDI-DI 4048844MUTHUSDSWSUNCYQ
Intended use  Screw intended to join components of the MUTARS® Distal Humerus.
GMDN P 63998
EMDN P020280
GELETEED item description size UDI-DI
number
52300125 | MUTARS® screw for dist. Humerus Méx12.5mm, SW5 04048844348687
52300200 | MUTARS® screw for dist. Humerus Mé6x20mm, SW5 Q4048844348694
52300225 | MUTARS® screw for dist. Humerus Mé6x22.5mm, SW5 | 04048844348700
52300250 | MUTARS® screw for dist. Humerus Méx25mm, SW5 04048844348717
52300275 | MUTARS® screw for dist. Humerus Méx27.5mm, SW5 | 04048844348724
52300300 | MUTARS® screw for dist. Humerus M6x30mm, SW5 04048844348731
End of schedule
Basis-UDI-DI 4048844MUTHUSSD30UNCMG
Intended use  Screw intended to secure the MUTARS® Screw for Distal Humerus.
GMDN P 63998
EMDN P020280
e S item description size UDI-DI
number
52000097 | MUTARS® safety screw for distal humerus 30mm SW5 04048844348748
End of schedule
EU Technical Documentation Assessment Certificate No. 13266GB450221104 2022-11-07



implantcast

EU Declaration of Conformity
Attachment Xl

This attachment is integral part of the declaration.
The declaration is only valid when provided entirely with all of its pages.

Basis-UDI-DI  4048844MUTHUSTAMTINCDDY

Intended use  Stem for cemented fixation intended to be used in combination with the MUTARS®
EPORE® HA Collar Humerus for a diaphyseal anchorage of the shoulder or elbow joint
replacement in the humerus and ulna respectively.

GMDN P 39702
EMDN P02010402
NS item description size UDI-DI
number
52440708N | MUTARS® humerus stem type A modular cemented TiN 8/75mm 04048844579593
52440709N | MUTARS® humerus stem type A modular cemented TiN 9/75mm 04048844579609
52440710N | MUTARS® humerus stem type A modular cemented TiN 10/75mm | 04048844579616
5244071IN | MUTARS® humerus stem type A modular cemented TiN 1/75mm 04048844579623
52440712N | MUTARS® humerus stem type A modular cemented TiN 12/75mm | 04048844579630
52440713N | MUTARS® humerus stem type A modular cemented TiN 13/75mm | 04048844579647
52440714N | MUTARS® humerus stem type A modular cemented TiN 14/75mm | 04048844579654
52440715N | MUTARS® humerus stem type A modular cemented TiN 15/75mm | Q4048844579661
52440716N | MUTARS® humerus stem type A modular cemented TiN 16/75mm | 04048844579678
52441008N | MUTARS® humerus stem type A modular cemented TiN 8/100mm | 4048844579685
52441009N | MUTARS® humerus stem type A modular cemented TiN 9/100mm | 04048844579692
52441010N | MUTARS® humerus stem type A modular cemented TiN 10/100mm | 04048844579708
5244101IN | MUTARS® humerus stem type A modular cemented TiN 1/100mm | 04048844579715
52441012N | MUTARS® humerus stem type A modular cemented TiN 12/100mm | 4048844579722
52441013N | MUTARS® humerus stem type A modular cemented TiN 13/100mm | O4048844579739
52441014N | MUTARS® humerus stem type A modular cemented TiN 14/100mm | Q4048844579746
52441015N | MUTARS® humerus stem type A modular cemented TiN 15/100mm | 04048844579753
52441016N | MUTARS® humerus stem type A modular cemented TiN 16/100mm | 04048844579760
52441508N | MUTARS® humerus stem type A modular cemented TiN 8/150mm | O4048844579777
52441509N | MUTARS® humerus stem type A modular cemented TiN 9/150mm | 04048844579784
52441510N | MUTARS® humerus stem type A modular cemented TiN 10/150mm | 04048844579791
5244151IN | MUTARS® humerus stem type A modular cemented TiN 1/150mm | 04048844579807
52441512N | MUTARS® humerus stem type A modular cemented TiN 12/150mm | 04048844579814
52441513N | MUTARS® humerus stem type A modular cemented TiN 13/150mm | 04048844579821
52441514N | MUTARS® humerus stem type A modular cemented TiN 14/150mm | 04048844579838
52441515N | MUTARS® humerus stem type A modular cemented TiN 15/150mm | 4048844579845
52441516N | MUTARS® humerus stem type A modular cemented TiN 16/150mm | 04048844579852

End of schedule

EU Technical Documentation Assessment Certificate No. 13266GB450221104 2022-1-07
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EU Declaration of Conformity
Attachment XIl

This attachment is integral part of the declaration.
The declaration is only valid when provided entirely with all of its pages.

Basis-UDI-DI  4048844MUTHUSTAMUNCCDDP

Intended use  Stem for cemented fixation intended to be used in combination with the MUTARS®
EPORE® HA Collar Humerus for a diaphyseal anchorage of the shoulder or eloow joint
replacement in the humerus and ulna respectively.

GMDN P 34197

EMDN P02010402

NS item description size UDI-DI
number

52440708 | MUTARS® humerus stem type A modular cemented 8/75mm 04048844517205
52440709 | MUTARS® humerus stem type A modular cemented 9/75mm 04048844517212
52440710 | MUTARS® humerus stem type A modular cemented 10/75mm | Q4048844517229
52440711 | MUTARS® humerus stem type A modular cemented 1/75mm 04048844517236
52440712 | MUTARS® humerus stem type A modular cemented 12/75mm | 04048844517243
52440713 | MUTARS® humerus stem type A modular cemented 13/75mm | 04048844578350
52440714 | MUTARS® humerus stem type A modular cemented 14/75mm | Q4048844578374
52440715 | MUTARS® humerus stem type A modular cemented 15/75mm | 04048844578381
52440716 | MUTARS® humerus stem type A modular cemented 16/75mm | 04048844578398
52441008 | MUTARS® humerus stem type A modular cemented 8/100mm | 04048844517250
52441009 | MUTARS® humerus stem type A modular cemented 9/100mm | 04048844517267
52441010 | MUTARS® humerus stem type A modular cemented 10/100mm | Q4048844517274
52441011 | MUTARS® humerus stem type A modular cemented 11/100mm | 04048844517281
52441012 | MUTARS® humerus stem type A modular cemented 12/100mm | 04048844517298
52441013 | MUTARS® humerus stem type A modular cemented 13/100mm | O40488445784L42
52441014 | MUTARS® humerus stem type A modular cemented 14/100mm | 04048844578459
52441015 | MUTARS® humerus stem type A modular cemented 15/100mm | Q4048844578466
52441016 | MUTARS® humerus stem type A modular cemented 16/100mm | 04048844578473
52441508 | MUTARS® humerus stem type A modular cemented 8/150mm | 04048844517304
52441509 | MUTARS® humerus stem type A modular cemented 9/150mm 0404884451731
52441510 | MUTARS® humerus stem type A modular cemented 10/150mm | 04048844517328
52441511 | MUTARS® humerus stem type A modular cemented N/150mm | 04048844517335
52441512 | MUTARS® humerus stem type A modular cemented 12/150mm | 04048844517342
52441513 | MUTARS® humerus stem type A modular cemented 13/150mm | 04048844578480
52441514 | MUTARS® humerus stem type A modular cemented 14/150mm | 04048844578497
52441515 | MUTARS® humerus stem type A modular cemented 15/150mm | 04048844578503
52441516 | MUTARS® humerus stem type A modular cemented 16/150mm | 04048844578510

End of schedule

EU Technical Documentation Assessment Certificate No. 13266GB450221104 2022-11-07



implantcast

EU Declaration of Conformity
Attachment XIlI

This attachment is integral part of the declaration.
The declaration is only valid when provided entirely with all of its pages.

Basis-UDI-DI 4048844MUTHUSTAMUNCCLE7Y
Intended use Stem for cementless fixation intended to be used in combination with the MUTARS®

EPORE® HA Collar Humerus for a diaphyseal anchorage of the shoulder or eloow joint
replacement in the humerus and ulna respectively.

GMDN P 48090

EMDN P02010402

NS item description size UDI-DI
number

52470707 | MUTARS® humerus stem type A modular cementless 7/75mm 04048844517809
52470708 | MUTARS® humerus stem type A modular cementless 8/75mm 04048844517816
52470709 | MUTARS® humerus stem type A modular cementless 9/75mm 04048844517823
52470710 | MUTARS® humerus stem type A modular cementless 10/75mm | 04048844517830
52470711 | MUTARS® humerus stem type A modular cementless 1/75mm 04048844517847
52470712 | MUTARS® humerus stem type A modular cementless 12/75mm | 04048844517854
52470713 | MUTARS® humerus stem type A modular cementless 13/75mm | 04048844517861
52470714 | MUTARS® humerus stem type A modular cementless 14/75mm | 04048844517878
52470715 | MUTARS® humerus stem type A modular cementless 15/75mm | 04048844517885
52470716 | MUTARS® humerus stem type A modular cementless 16/75mm | 04048844517892
52471007 | MUTARS® humerus stem type A modular cementless 7/100mm | 04048844517908
52471008 | MUTARS® humerus stem type A modular cementless 8/100mm | 04048844517915
52471009 | MUTARS® humerus stem type A modular cementless 9/100mm | 04048844517922
52471010 | MUTARS® humerus stem type A modular cementless 10/100mm | 04048844517939
52471011 | MUTARS® humerus stem type A modular cementless 11/100mm | 04048844517946
52471012 | MUTARS® humerus stem type A modular cementless 12/100mm | Q4048844517953
52471013 | MUTARS® humerus stem type A modular cementless 13/100mm | 040488445T7960
52471014 | MUTARS® humerus stem type A modular cementless 14/100mm | Q4048844517977
52471015 | MUTARS® humerus stem type A modular cementless 15/100mm | 04048844517984
52471016 | MUTARS® humerus stem type A modular cementless 16/100mm | 04048844517991
52471507 | MUTARS® humerus stem type A modular cementless 7/150mm | 04048844518004
52471508 | MUTARS® humerus stem type A modular cementless 8/150mm | 0404884451801
52471509 | MUTARS® humerus stem type A modular cementless 9/150mm | 04048844518028
52471510 | MUTARS® humerus stem type A modular cementless 10/150mm | 04048844518035
52471511 | MUTARS® humerus stem type A modular cementless 1/150mm | 04048844518042
52471512 | MUTARS® humerus stem type A modular cementless 12/150mm | 04048844518059
52471513 | MUTARS® humerus stem type A modular cementless 13/150mm | 04048844518066
52471514 | MUTARS® humerus stem type A modular cementless 14/150mm | 04048844518073
52471515 | MUTARS® humerus stem type A modular cementless 15/150mm | 04048844518080
52471516 | MUTARS® humerus stem type A modular cementless 16/150mm | 04048844518097

End of schedule

EU Technical Documentation Assessment Certificate No. 13266GB450221104 2022-11-07



. EU Declaration of Conformity
implantcast

Attachment XIV

This attachment is integral part of the declaration.
The declaration is only valid when provided entirely with all of its pages.

Basis-UDI-DI  4048844MUTHUSTHACDPS
Intended use  Stem for cemented fixation intended for a diaphyseal anchorage of the shoulder or
elbow joint replacement in the humerus and ulna respectively.

GMDN P 39702

EMDN P02010402

MELETEEE item description size UDI-DI
number

52490408 | MUTARS® humerus stem cemented with HA collar 8/75 mm 04048844194819

52490409 | MUTARS® humerus stem cemented with HA collar 9/75mm | 04048844194826
52490410 | MUTARS® humerus stem cemented with HA collar 10/75 mm | 04048844194833
52490411 | MUTARS® humerus stem cemented with HA collar N/75 mm | 04048844194840
52490412 | MUTARS® humerus stem cemented with HA collar 12/75 mm | O4048844194857

End of schedule

Basis-UDI-DI  4048844MUTHUSTHACLPM
Intended use  Stem for cementless fixation intended for a diaphyseal anchorage of the shoulder or
elbow joint replacement in the humerus and ulna respectively.

GMDN P 48090

EMDN P02010402

Rsz:i':e item description size UDI-DI
52400807 | MUTARS® humerus stem cementless HA 7/75 mm 04048844104122
52400808 | MUTARS® humerus stem cementless HA 8/75 mm 04048844104139
52400809 | MUTARS® humerus stem cementless HA 9/75 mm | 04048844044848
52400810 | MUTARS® humerus stem cementless HA 10/75 mm | 04048844044855
52400811 | MUTARS® humerus stem cementless HA N/75mm | 04048844044862
52400812 | MUTARS® humerus stem cementless HA 12/75 mm | 04048844044879
52400813 | MUTARS® humerus stem cementless HA 13/75 mm | 04048844044886
52400814 | MUTARS® humerus stem cementless HA 14/75 mm | 04048844044893
52400815 | MUTARS® humerus stem cementless HA 15/75 mm | 04048844044909
52400816 | MUTARS® humerus stem cementless HA 16/75 mm | 04048844044916
52400817 | MUTARS® humerus stem cementless HA 17/75 mm | Q4048844044923

End of schedule
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implantcast

EU Declaration of Conformity
Attachment XV

This attachment is integral part of the declaration.

The declaration is only valid when provided entirely with all of its pages.

Basis-UDI-DI  4048844MUTHUSTOP2UNC4M

Intended use  Ulna Stop HD intended to be used in combination with the MUTARS® Distal Humerus
HD 30mm and SO0mm in order to prevent hyperextension of the elbow joint.

GMDN P 40124

EMDN P0?20299

MELETEEE item description size UDI-DI
number
5251100 | MUTARS® ulna stop HD 04048844516932

End of schedule
Basis-UDI-DI  4048844MUTHUSTOPUNCZ3

Intended use

and 50mm in order to prevent hyperextension of the elbow joint.

Ulna Stop intended to be used in combination with the MUTARS® Distal Humerus 30mm

GMDN P 40124

EMDN P090299

FELOTEES item description size UDI-DI
number

52507100 | MUTARS® ulna stop 0404884L4L0L5067

End of schedule

EU Technical Documentation Assessment Certificate No. 13266GB450221104
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Basis-UDI-DI
Intended use

implantcast

4048844MUTHUSTTINCDXY

Attachment XVI

This attachment is integral part of the declaration.

EU Declaration of Conformity

The declaration is only valid when provided entirely with all of its pages.

elbow joint replacement in the humerus and ulna respectively.

Stem for cemented fixation intended for a diaphyseal anchorage of the shoulder or

GMDN P 39702

EMDN P02010402

Rﬁ:i’\i’:;e item description size uDI-DI
52400408N | MUTARS® humerus stem cemented TiN 8/75mm | 04048844104078
52400409N | MUTARS® humerus stem cemented TiN 9/75mm | 04048844104085
52400410N | MUTARS® humerus stem cemented TiN 10/75 mm | 04048844104092
5240041IN | MUTARS® humerus stem cemented TiN /75 mm | 04048844104108
52400412N | MUTARS® humerus stem cemented TiN 12/75 mm | 0404884410415
52400413N | MUTARS® humerus stem cemented TiN 13/75mm | 04048844579869
52400414N | MUTARS® humerus stem cemented TiN 14/75mm | 04048844579876
52400415N | MUTARS® humerus stem cemented TiN 15/75mm | 04048844579890
52400416N | MUTARS® humerus stem cemented TiN 16/75mm | 04048844579906
52401008N | MUTARS® humerus stem cemented TiN 8/100mm | 04048844579883
52401009N | MUTARS® humerus stem cemented TiN 9/100mm | 04048844579913
52401010N | MUTARS® humerus stem cemented TiN 10/100mm | 04048844579920
5240101IN | MUTARS® humerus stem cemented TiN 11/100mm | 04048844579937
52401012N | MUTARS® humerus stem cemented TiN 12/100mm | 04048844579944
52401013N | MUTARS® humerus stem cemented TiN 13/100mm | 04048844579951
52401014N | MUTARS® humerus stem cemented TiN 14/100mm | 04048844579968
52401015N | MUTARS® humerus stem cemented TiN 15/100mm | 04048844579975
52401016N | MUTARS® humerus stem cemented TiN 16/100mm | 04048844579982
52401508N | MUTARS® humerus stem cemented TiN 8/150mm | 04048844579999
52401509N | MUTARS® humerus stem cemented TiN 9/150mm | 04048844580001
52401510N | MUTARS® humerus stem cemented TiN 10/150mm | 04048844580018
5240151IN | MUTARS® humerus stem cemented TiN 1/150mm | 04048844580025
52401512N | MUTARS® humerus stem cemented TiN 12/150mm | 04048844580032
52401513N | MUTARS® humerus stem cemented TiN 13/150mm | 04048844580049
52401514N | MUTARS® humerus stem cemented TiN 14/150mm | 04048844580056
52401515N | MUTARS® humerus stem cemented TiN 15/150mm | 04048844580063
52401516N | MUTARS® humerus stem cemented TiN 16/150mm | 04048844580070

End of schedule
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. EU Declaration of Conformity
implantcast

Attachment XVII

This attachment is integral part of the declaration.
The declaration is only valid when provided entirely with all of its pages.

Basis-UDI-DI  4048844MUTHUSTUNCCDWW
Intended use  Stem for cemented fixation intended for a diaphyseal anchorage of the shoulder or
elbow joint replacement in the humerus and ulna respectively.

GMDN P 34197
EMDN P02010402
R:Li’\i’::e item description size UDI-DI
52400408 | MUTARS® humerus stem cemented 8/75mm | 04048844044688
52400409 | MUTARS® humerus stem cemented 9/75mm | 04048844044695
52400410 | MUTARS® humerus stem cemented 10/75 mm | 04048844044701
5240041 | MUTARS® humerus stem cemented 1/75mm | 04048844044718
52400412 | MUTARS® humerus stem cemented 12/75 mm | 04048844044725
52400413 | MUTARS® humerus stem cemented 13/75mm | 04048844578527
52400414 | MUTARS® humerus stem cemented 14/75mm | 04048844578534
52400415 | MUTARS® humerus stem cemented 15/75mm | 04048844578541
52400416 | MUTARS® humerus stem cemented 16/75mm | 04048844578558
52401008 | MUTARS® humerus stem cemented 8/100mm | 04048844518493
52401009 | MUTARS® humerus stem cemented 9/100mm | 04048844518509
52401010 | MUTARS® humerus stem cemented 10/100mm | 04048844518516
52401011 | MUTARS® humerus stem cemented 11/100mm | 04048844518523
52401012 | MUTARS® humerus stem cemented 12/100mm | 04048844518530
52401013 | MUTARS® humerus stem cemented 13/100mm | 04048844578565
52401014 | MUTARS® humerus stem cemented 14/100mm | 04048844578572
52401015 | MUTARS® humerus stem cemented 15/100mm | 04048844578596
52401016 | MUTARS® humerus stem cemented 16/100mm | 04048844578602
52401508 | MUTARS® humerus stem cemented 8/150mm | 04048844518547
52401509 | MUTARS® humerus stem cemented 9/150mm | 04048844518554
52401510 | MUTARS® humerus stem cemented 10/150mm | 04048844518561
52401511 | MUTARS® humerus stem cemented 11/150mm | 04048844518578
52401512 | MUTARS® humerus stem cemented 12/150mm | 04048844518585
52401513 | MUTARS® humerus stem cemented 13/150mm | 04048844578633
52401514 | MUTARS® humerus stem cemented 14/150mm | 04048844578640
52401515 | MUTARS® humerus stem cemented 15/150mm | 04048844578657
52401516 | MUTARS® humerus stem cemented 16/150mm | 04048844578688

End of schedule
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Basis-UDI-DI
Intended use

implantcast

EU Declaration of Conformity
Attachment XVIII

This attachment is integral part of the declaration.
The declaration is only valid when provided entirely with all of its pages.

4048844MUTHUSTUNCCLXE
Stem for cementless fixation intended for a diaphyseal anchorage of the shoulder or

elbow joint replacement in the humerus and ulna respectively.

GMDN P 48090

EMDN P02010402

MELETEEE item description size UDI-DI

number
52400707 | MUTARS® humerus stem cementless 7/75mm | O4048844044732
52400708 | MUTARS® humerus stem cementless 8/75 mm | O404L88LLOLLTLY
52400709 | MUTARS® humerus stem cementless 9/75 mm | 04048844044756
52400710 | MUTARS® humerus stem cementless 10/75 mm | 04048844044763
52400711 | MUTARS® humerus stem cementless N/75mm | 04048844044770
52400712 | MUTARS® humerus stem cementless 12/75 mm | 04048844044787
52400713 | MUTARS® humerus stem cementless 13/75 mm | Q4048844044794
52400714 | MUTARS® humerus stem cementless 14/75 mm | 04048844044800
52400715 | MUTARS® humerus stem cementless 15/75 mm | Q4048844044817
52400716 | MUTARS® humerus stem cementless 16/75 mm | O40488L4L0LL824L
52400717 | MUTARS® humerus stem cementless 17/75 mm | 04048844044831
End of schedule
Basis-UDI-DI 4048844MUTHUUA2CPHACLME

Intended use

Hinged elbow joint component intended to serve as cementless osseous anchorage in
the ulna in case of a distal or total humerus replacement.

GMDN P 40124

EMDN P090205

RUICIE item description size UDI-DI
number

52501040 | MUTARS® ulnar component HD cementless right 04048844561956

52501045 | MUTARS® ulnar component HD cementless left 04048844561963

End of schedule
Basis-UDI-DI 4048844MUTHUUACPHACLPR

Intended use

Hinged elbow joint component intended to serve as cementless osseous anchorage in
the ulna in case of a distal or total humerus replacement.

GMDN P 40124
EMDN PO?0205
e item description size UDI-DI
number
52501015 | MUTARS® ulna anchorage cementless cpTi / HA left 04048844045029
52501020 | MUTARS® ulna anchorage cementless cpTi / HA right 04048844045036

EU Technical Documentation Assessment Certificate No. 13266GB450221104
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Basis-UDI-DI
Intended use

implantcast

EU Declaration of Conformity
Attachment XIX

This attachment is integral part of the declaration.

The declaration is only valid when provided entirely with all of its pages.

4048844MUTHUUATINBNCLYH

the ulna in case of a distal or total humerus replacement.

Hinged elbow joint component intended to serve as cementless osseous anchorage in

GMDN P 40124

EMDN P020205

MELETEEE item description size UDI-DI
number

52501015N | MUTARS® ulna anchorage cementless TiNbN left 04048844129866

52501020N | MUTARS® ulna anchorage cementless TiNoN right 04048844129873

End of schedule
Basis-UDI-DI 4048844MUTHUUC2UNCCDMé6

Intended use

the ulna in case of a distal or total humerus replacement.

Hinged elbow joint component intended to serve as cemented osseous anchorage in

GMDN P 40124

EMDN P0?0205

R:Ler;i':;e item description size UDI-DI
52510070 | MUTARS® ulnar component HD cemented 70mm right 04048844517014
52510100 | MUTARS® ulnar component HD cemented 100mm right 04048844517021
52510130 | MUTARS® ulnar component HD cemented 130mm right 04048844517045
52515070 | MUTARS® ulnar component HD cemented 70mm left 04048844517007
52515100 | MUTARS® ulnar component HD cemented 100mm left 04048844538934
52515130 | MUTARS® ulnar component HD cemented 130mm left 04048844517038

End of schedule
Basis-UDI-DI 4048844MUTHUUCIITINCD7X

Intended use

the ulna in case of a distal or total humerus replacement.

Hinged elbow joint component intended to serve as cemented osseous anchorage in

GMDN P 40124

EMDN P090205

Rﬁﬂ:inec;e item description size UDI-DI
52510070N | MUTARS® ulnar component HD cemented TiN 70mm right 04048844580094
52510100N | MUTARS® ulnar component HD cemented TiN 100mm right 04048844580117
52510130N | MUTARS® ulnar component HD cemented TiN 130mm right 04048844580131
52515070N | MUTARS® ulnar component HD cemented TiN 70mm left 04048844580087
52515100N | MUTARS® ulnar component HD cemented TiN 100mm left 04048844580100
52515130N | MUTARS® ulnar component HD cemented TiN 130mm left 04048844580124

EU Technical Documentation Assessment Certificate No. 13266GB450221104
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Basis-UDI-DI
Intended use

implantcast

This attachment is integral part of the declaration.

EU Declaration of Conformity
Attachment XX

The declaration is only valid when provided entirely with all of its pages.

4048844MUTHUUCTINBNCDAY

Hinged elbow joint component intended to serve as cemented osseous anchorage in
the ulna in case of a distal or total humerus replacement.

GMDN P 40124

EMDN P0%0205

MELERENSS item description size UDI-DI
number

52505070N | MUTARS® ulnar component cemented TiNbN 70 mm left 04048844135140

52500070N | MUTARS® ulnar component cemented TiNoN 70 mmright | 04048844135157

52505100N | MUTARS® ulnar component cemented TiNbN 100 mm left | 04048844135164

52500100N | MUTARS® ulnar component cemented TiNbN 100 mm right | 04048844135171

End of schedule
Basis-UDI-DI 4048844MUTHUUCUNCCDRS3

Intended use

Hinged elbow joint component intended to serve as cemented osseous anchorage in
the ulna in case of a distal or total humerus replacement.

GMDN P 40124

EMDN P0O?0205

HELORES item description size UDI-DI
number

52505070 | MUTARS® ulnar component cemented 70 mm left 04048844135102

52500070 | MUTARS® ulnar component cemented 70 mm right 0404884413519

52505100 | MUTARS® ulnar component cemented 100 mm left 04048844135126

52500100 [ MUTARS® ulnar component cemented 100 mm right | 04048844135133

EU Technical Documentation Assessment Certificate No. 13266GB450221104
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implantcast

EU Declaration of Conformity
Attachment XXI

This attachment is integral part of the declaration.
The declaration is only valid when provided entirely with all of its pages.

Basis-UDI-DI  4048844MUTHUULNA2TINTY
Intended use  Hinged elbow joint component intended to replace the part of the proximal ulna in a

proximal ulna replacement or total eloow replacement.

GMDN P 40124
EMDN P020205
HELEREES item description size UDI-DI
number
5251003001N | MUTARS® prox. ulna HD TiN / 04048844580391
End of schedule

Basis-UDI-DI  4048844MUTHUULNA2UNCTW
Intended use  Hinged elbow joint component intended to replace the part of the proximal ulna in a

proximal ulna replacement or total elbow replacement.

GMDN P 40124
EMDN P020205
FELOTEES item description size UDI-DI
number
5251003001 | MUTARS® prox. ulna HD / 0404884459285
End of schedule

Basis-UDI-DI  4048844MUTHUULNAUNCT9Q
Intended use  Hinged elbow joint component intended to replace the part of the proximal ulna in a

proximal ulna replacement or total elbow replacement.

GMDN P 40124
EMDN P090205
HSIEE item description size UDI-DI
number
5250003000 | MUTARS® prox. ulna / 04048844606060

EU Technical Do

End of schedule. No additional information past this point.
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| Certification. Medical Only.

EU Quality Management System Certificate
The Notified Body

MEDCERT Zertifizierungs- und Prifungsgesellschaft fir die Medizin GmbH
Pilatuspool 2 — 20355 Hamburg — Germany

herewith certifies that the company

implantcast GmbH
Loneburger Schanze 26
21614 Buxiehude
Germany

SRN DE-MF-000010002

with locations representative listed in the appendix

has introduced, applies and maintains a quality management system for the medical
devices/groups of medical devices listed in the appendix.

The compliance of this quality management system to the requirements of the
Regulation (EU) 2017/745 on medical devices was verified by assessment according to:

Annex IX Chapter I

Any applicable limitations of this certification for certain medical devices are included in the
appendix. This certification is subject to surveillance by MEDCERT.

Effective date: 2022-10-06
Expiry date: 2026-01-02

Report No.: 7092AU14F
Procedure No.: QS - 7092
Certificate No.: 7092GB448221006
Preceding certificate No.: 7092GB448220824
Preceding certificate date: 2022-08-24

Identification of ¢

0009324, WO-010342

Hamburg, 2022-1

Lorenx Runge

MEDCERT cg@ic‘oﬁon Body

The certificate is only valid when provided entirely with all of its pages.

To verify the validity of this certificate, contact info@medcert.de.

MEDCERT Notified Body Identification Number: 0482

Form 820111 EN / Rev. 3 / 2022.06.07
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Certification. Medical Only.

Appendix of EU Quality Management System Certificate
Procedure No.: QS - 7092
Certificate No.: 7092GB448221006

Locations in the scope of certification

implantcast GmbH
Lineburger Schanze 26
21614 Buxtehude

Germany

implantcast GmbH
Alter Postweg 10b

21614 Buxtehude
Germany
This appendix is integral part of the above-referenced certificate. " K% ¢ Benannt durch/Designated by
The certificate is only valid when provided entirely with all of its pages. * % Zentwalstelle der Lander §
To verify the validity of this certificate, contact info@medcert.de. ‘it é%é R it ¥
W * e Meadizinprodukten ;
MEDCERT Notified Body Identification Number: 0482 g X BS-MDR-096

Form 820111 EN / Rev. 3 / 2022.06.07 page 2 of 6
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Certification. Medical Only.

Appendix of EU Quality Management System Certificate
Procedure No.: QS - 7092
Certificate No.: 7092GB448221006

Class | medical devices

For class | medical devices placed on the market in sterile condition (class Is), the audit of the quality management system
was limited fo the aspects relating to establishing, securing and maintaining sterile conditions.

For class | medical devices that are reusable surgical instruments (class Ir), the audit of the quality management system was
limited to the aspects relating to the reuse of the device, in particular cleaning, disinfection, sterilisation, maintenance and
functional testing, and the related instructions for use.

Category Medical devices/groups of medical devices Class

Sterile Systems and procedure packs Is

MDN 1208  Non-active non-implantable instruments Ir
This appendix is integral part of the above-referenced certificate. e ok §  Benannt durch/Desigasted by
The certificate is only valid when provided entirely with all of its pages. * Y Zenwalstelle der Lander  §
To verify the validity of this certificate, contact info@medcert.de. w %%é *x "g;?ii;‘:;’,f‘iiﬁﬁ“ﬁ,ﬁz N
* e * Medizinprodukten ;
MEDCERT Notified Body Identification Number: 0482 Koo K BS-MDR-096
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ME%E“®

Certification. Medical Only.

Appendix of EU Quality Management System Certificate
Procedure No.: QS -7092
Certificate No.: 7092GB448221006

Class lla medical devices

Category EMDN code Medical devices/groups of medical devices

MDN 1208  LO91199 Orthopaedic prosthetics instruments, reusable - other

MDN 1208 7121305 Motorised orthopaedic surgery system instruments

MDN 1208  L091001 Instruments for insertion and extraction of materials for
osteosynthesis, reusable

MDN 1208 1030199 General surgery surgical cannulas and handpieces,
reusable - other

MDN 1208 1091201 Orthopaedic surgery rasps, reusable
MDN 1208 7121390 Various orthopaedic and traumatology instruments
MDN 1208  L091102 Orthopaedic prostheses reamers and burs, reusable

This appendix is integral part of the above-referenced certificate. Yo Rk * Benannt durch/Designated by

The certificate is only valid when provided entirely with all of its pages. * Zeatralstelle der Lander  §
To verify the validity of this certificate, contact info@medcert.de. _E:éé B o ot 3

* Medizinprodukten g
MEDCERT Notified Body Identification Number: 0482 ¥ e K€ BS-MDR-096
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Certification. Medical Only.

Appendix of EU Quality Management System Certificate
Procedure No.: QS - 7092
Certificate No.: 7092GB448221006

Class Il custom-made implantable medical devices

Category Medical devices/groups of medical devices
MDN 1102  Non-active osteo- and orthopaedic implants

This appendix is integral part of the above-referenced certificate. ny K 4 Benonnt durch/Designated by
The certificate is only valid when provided entirely with all of its pages. 3 % Zentralstelle der Lander §
To verify the validity of this certificate, contact info@medcert.de. ® é%é * firefzg:gﬁiltsesl;h‘?; 5

* * * Medizinprodukten g
MEDCERT Notified Body Identification Number: 0482 K g X BS-MpR-00G
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Certification. Medical Only.

Appendix of EU Quality Management System Certificate
Procedure No.: QS - 7092
Certificate No.: 7092GB448221006

Class Il medical devices

For placing on the market of class lll medical devices covered by this certificate, an additional

EU Technical Documentation Assessment Certificate according to Annex IX Chapter Il of
Regulation (EU) 2017/745 is required, which also contains the exact determination of medical devices covered by
certification.

Category Medical devices/groups of medical devices
MDN 1102 Non-active osteo- and orthopaedic implants

This appendix is integral part of the above-referenced certificate. Yo Wk g Benannt durch/Designated b

<

The certificate is only valid when provided entirely with all of its pages. ** % Zenualstelle der Lander §
To verify the validity of this certificate, contact info@medcert.de. * %%é x e e 3

w & *‘ﬁ' Medizinprodukten _E,
MEDCERT Notified Body Identification Number: 0482 K e K BS-MDR-096
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DNV

EU Technical Documentation
Assessment Certificate

Certificate no.: Final assessment report no.: Effective date: Expiry date:
13266GB450221104 13266AU11F 2022-11-04 2027-11-03

This is to certify that:
Medical devices listed on the following pages

Manufactured by:

implantcast GmbH

Lineburger Schanze 26, 21614 Buxtehude, Germany
SRN: DE-MF-000010002

Have been assessed and found to comply with respect to:

Technical Documentation Assessment as described in Annex IX
Chapter Il of Regulation (EU) 2017/745 on Medical Devices

Any applicable limitations for certain medical devices are included in the following list or recorded
in the final assessment report. This certificate assumes that DNV MEDCERT has to be informed
about any changes of the assessed device. Changes need further approval by DNV MEDCERT.

For conditions or for limitations to the validity refer to the relevant final assessment report.
Examinations and tests performed, e. g. reference to relevant common specifications,
harmonised standards, test reports and audit report(s), are recorded in the relevant reports. For
placing on the market of the medical devices covered by this certificate, an additional EU Quality
Management System Certificate according to Annex IX Chapter | of Regulation (EU) 2017/745 is
required.

Place and date: For the issuing office: -
Hamburg, 2022-11-04 DNV MEDCERT GmbH - Notiﬁ}éfody 0482
Pilatuspotx 2, 20355 Hamburg, Germany

R < * w Benannt durch/Designated by
¥ Y¢  Zentralstelle der Lander 3 ‘\ 55
. N A fur Gesundheitsschutz 2
" = X bei Arzneimitteln und 3 A
b K Medizinprodukten 2
W , %X =
K w X BS-MDR-096 /{/{/ /
The certificate is only valid when provided entirely with o ["
all of its pages. To verify the vailidity of this certificate, Lc_)renz Runge )
contact info@medcert.de Director Certification Bod
Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid. 820113 EN Rev 4 2022.10.17

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Prifungsgesellschaft far die Medizin GmbH)
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DNV

Certificate no.: 13266GB450221104
Place and date: Hamburg, 2022-11-04

Products covered by this certificate

Class
Basic UDI-DI
Intended purpose

1
4048844MUTHUAXLD2UNCNM

Axle intended to serve as a connection between the ulnar component and the MUTARS® Distal Humerus.

Model (REF#)

Device name

Intended purpose

52510001 MUTARS® axle for dist. humerus HD
Class 1
Basic UDI-DI 4048844MUTHUAXLDTINBNG65

Axle intended to serve as a connection between the ulnar component and the MUTARS® Distal Humerus.

Model (REF#)

Device name

Intended purpose

52500001N MUTARS® axle for dist. humerus TiNbN
Class 1
Basic UDI-DI 4048844MUTHUAXLDUNCMG

Axle intended to serve as a connection between the ulnar component and the MUTARS® Distal Humerus.

Model (REF#)

Device name

Intended purpose

52500001 MUTARS® axle for dist. humerus
Class 1]
Basic UDI-DI 4048844MUTHUCAPITINFQ

Cap that is combined with the MUTARS® Humerus Head intended to replace the humeral head in case of a reverse shoulder
prosthesis.

Model (REF#)

Device name

Intended purpose

52101000 MUTARS® humerus cap invers TiN
52101005 MUTARS® humerus cap invers +5 mm TiN
52101010 MUTARS® humerus cap invers +10 mm TiN
Class I

Basic UDI-DI 4048844MUTHUCAPTINFZ

Cap that is combined with the MUTARS® Humerus Head intended to replace the humeral head.

Model (REF#)

Device name

Intended purpose

52100000 MUTARS® humerus cap small TiN
52100005 MUTARS® humerus cap medium TiN
52100010 MUTARS® humerus cap large TiN
Class 11

Basic UDI-DI 4048844MUTHUCOLFTCPJX

Modular stem collar for the MUTARS® Humerus Stem Type A Modular intended to enable bone ingrowth.

Model (REF#)

Device name

52420018 MUTARS® EPORE® HA collar humerus with flange 18mm
52420019 MUTARS® EPORE® HA collar humerus with flange 19mm
52420020 MUTARS® EPORE® HA collar humerus with flange 20mm
52420021 MUTARS® EPORE® HA collar humerus with flange 21mm
52420022 MUTARS® EPORE® HA collar humerus with flange 22mm
52420023 MUTARS® EPORE® HA collar humerus with flange 23mm
52420024 MUTARS® EPORE® HA collar humerus with flange 24mm

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
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DNV

Certificate no.: 13266GB450221104
Place and date: Hamburg, 2022-11-04

Class
Basic UDI-DI
Intended purpose

I
4048844MUTHUCOLTCPKH
Modular stem collar for the MUTARS® Humerus Stem Type A Modular intended to enable bone ingrowth.

Model (REF#)

Device name

Intended purpose

52410018 MUTARS® EPORE® HA collar humerus 18mm
52410019 MUTARS® EPORE® HA collar humerus 19mm
52410020 MUTARS® EPORE® HA collar humerus 20mm
52410021 MUTARS® EPORE® HA collar humerus 21mm
52410022 MUTARS® EPORE® HA collar humerus 22mm
52410023 MUTARS® EPORE® HA collar humerus 23mm
52410024 MUTARS® EPORE® HA collar humerus 24mm
Class 1]

Basic UDI-DI 4048844MUTHUCONPUNCN7

Humerus Connecting Part intended for extraosseous length adjustment in the area of the proximal and distal humerus for the
bridging of bone defects in cases where a proximal or distal humerus replacement component is used. The MUTARS®
Humerus Connection Part may also be used when a total humerus replacement, total elbow replacement or proximal ulna
replacement is required.

Model (REF#)

Device name

Intended purpose

5221008001 MUTARS® humerus connecting part distal 80mm
5221008002 MUTARS® humerus connecting part prox. 80mm
Class 1

Basic UDI-DI 4048844MUTHUDH230UNCXQ

Hinged elbow joint component intended to replace the distal part of the humerus in a distal humerus replacement or proximal
ulna replacement.

Model (REF#)

Device name

Intended purpose

5251230001 MUTARS® dist. humerus HD 30mm
Class 11
Basic UDI-DI 4048844MUTHUDH250UNCYE

Hinged elbow joint component intended to replace the distal part of the humerus in a distal humerus replacement, total elbow
replacement or total humerus replacement.

Model (REF#)

Device name

Intended purpose

5251000001 MUTARS® dist. humerus HD 50mm
Class ]
Basic UDI-DI 4048844MUTHUDH30UNC46

Hinged elbow joint component intended to replace the distal part of the humerus in a distal humerus replacement or proximal
ulna replacement.

Model (REF#)

Device name

Intended purpose

5250230001 MUTARS® dist. humerus M6 30mm part 1
Class I
Basic UDI-DI 4048844MUTHUDHS50TINBNBA

Hinged elbow joint component intended to replace the distal part of the humerus in a distal humerus replacement, total elbow
replacement or total humerus replacement.

Model (REF#)

Device name

5250000000N

MUTARS® dist. humerus 50mm TiNbN

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
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DNV

Certificate no.: 13266GB450221104
Place and date: Hamburg, 2022-11-04

Class
Basic UDI-DI
Intended purpose

4048844MUTHUDH50UNC4U

Hinged elbow joint component intended to replace the distal part of the humerus in a distal humerus replacement, total elbow
replacement or total humerus replacement.

Model (REF#)

Device name

Intended purpose

5250000000 MUTARS® dist. humerus 50mm
Class 1]
Basic UDI-DI 4048844MUTHUENDPUNCKE

Humerus End Piece used in rare cases of bone tumors and bone metastases in which no full extremity preserving surgery can
be carried out. The end piece can serve to prosthetically preserve a terminal humeral or ulnar stump in cases of a part or total
humerus replacement, total elbow replacement or proximal ulna replacement.

Model (REF#)

Device name

Intended purpose

52200001 MUTARS® humerus end piece 20mm
Class I
Basic UDI-DI 4048844MUTHUEXTPUNCUY

Humerus Extension Piece intended for extraosseous length adjustment in the area of the proximal and distal humerus for the
bridging of bone defects in cases where a proximal or distal humerus replacement component is used. The extension piece
may also be used when a total humerus replacement, total elbow replacement or proximal ulna replacement component is
required.

Intended purpose

Model (REF#) Device name

52200020 MUTARS® humerus extension piece 20mm
52200040 MUTARS® humerus extension piece 40mm
52200060 MUTARS® humerus extension piece 60mm
Class Il

Basic UDI-DI 4048844MUTHUGLENUNCKK

Glenosphere intended to replace the glenoid surface in case of a reverse total shoulder replacement.

Model (REF#)

Device name

Intended purpose

52101002 MUTARS® glenosphere 40mm symmetric
Class I
Basic UDI-DI 4048844MUTHUGLRHACLKS

Glenoid component intended for cementless fixation to replace the natural glenoid by combination with the MUTARS®
Glenosphere for a reverse MUTARS® Humerus replacement.

Model (REF#)

Device name

Intended purpose

38004001 glenoid cementless sz. 3 round
Class ]
Basic UDI-DI 4048844MUTHUGLUNCCDMA

Glenoid component for cemented fixation intended to replace the natural glenoid.

Model (REF#)

Device name

Intended purpose

38030032 AGILON® PE-glenoid cemented sz. 2
38030036 AGILON® PE-glenoid cemented sz. 3
38030040 AGILON® PE-glenoid cemented sz. 4
Class I

Basic UDI-DI 4048844MUTHUHEADUNCDP

Component that is combined with the MUTARS® Humerus Cap or MUTARS® Humerus Cap Inverse intended to replace the
proximal part of the humerus or the total humerus.

Model (REF#)

Device name

5200000000

MUTARS® humerus head 50 mm

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
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DNV

Certificate no.: 13266GB450221104
Place and date: Hamburg, 2022-11-04

Class
Basic UDI-DI
Intended purpose

[
4048844MUTHUHSSUNCQT

Screw intended to secure the MUTARS® Humerus Screw.

Model (REF#)

Device name

Intended purpose

52000099 MUTARS® humerus safety screw
Class 11
Basic UDI-DI 4048844MUTHUHSUNCUG

Screw intended to join components of the MUTARS® Humerus System.

Model (REF#)

Device name

Intended purpose

52300015 MUTARS® humerus screw M8x15 mm
52300035 MUTARS® humerus screw M8x35 mm
52300055 MUTARS® humerus screw M8x55 mm
52300075 MUTARS® humerus screw M8x75 mm
Class 1

Basic UDI-DI 4048844MUTHULSDUNCP6

Screw intended to secure the MUTARS® Axle.

Model (REF#)

Device name

Intended purpose

52500003 MUTARS® locking screw for dist. humerus
Class 1
Basic UDI-DI 4048844MUTHUPEFCSTDKR

PE Bearing intended to be used in combination with the MUTARS® Distal Humerus HD 30mm or 50mm to act as one of the
bearing surfaces of the hinged elbow system besides the MUTARS® Ulnar Component HD or MUTARS® Proximal Ulna HD.

Model (REF#)

Device name

Intended purpose

52510002 PE bearing FC
Class 1
Basic UDI-DI 4048844MUTHUPESCSTDQ8

PE Bearing intended to be used in combination with the MUTARS® Distal Humerus HD 30mm or 50mm to act as one of the
bearing surfaces of the hinged elbow system besides the MUTARS® Ulnar Component HD or MUTARS® Proximal Ulna HD.

Model (REF#)

Device name

Intended purpose

52510003 PE bearing SC
Class 1
Basic UDI-DI 4048844MUTHUREDUNCLS

Humerus Reducer intended for extraosseous length adjustment in cases of a total humerus
replacement to enable a connection between the MUTARS® Humerus Head and the Distal
Humerus.

Model (REF#)

Device name

Intended purpose

52210000 MUTARS® humerus reducer 10mm
52210100 MUTARS® humerus reducer 100mm
Class 1

Basic UDI-DI 4048844MUTHUSCONPUNCZ6

Screw intended to connect the MUTARS® Humerus Connecting Part Proximal to the MUTARS® Humerus Connecting Part
Distal.

Model (REF#)

Device name

52210099

MUTARS® humerus screw for connecting part

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
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DNV

Certificate no.: 13266GB450221104
Place and date: Hamburg, 2022-11-04

Class
Basic UDI-DI
Intended purpose

I
4048844MUTHUSDSW5UNCYQ

Screw intended to join components of the MUTARS® Distal Humerus.

Model (REF#)

Device name

Intended purpose

52300125 MUTARS® screw for dist. humerus M6x12.5mm SW5
52300200 MUTARS® screw for dist. humerus M6x20mm SW5
52300225 MUTARS® screw for dist. humerus M6x22.5mm SW5
52300250 MUTARS® screw for dist. humerus M6x25mm SW5
52300275 MUTARS® screw for dist. humerus M6x27.5mm SW5
52300300 MUTARS® screw for dist. humerus M6x30mm SW5
Class ]

Basic UDI-DI 4048844MUTHUSSD30UNCMG

Screw intended to secure the MUTARS® Screw for Distal Humerus.

Model (REF#)

Device name

52000097

MUTARS® safety screw for distal humerus 30mm SW5

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
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Certificate no.: 13266GB450221104
Place and date: Hamburg, 2022-11-04

Class
Basic UDI-DI

I
4048844MUTHUSTAMTINCDDY

Intended purpose  Stem for cemented fixation intended to be used in combination with the MUTARS® EPORE® HA Collar Humerus for a

diaphyseal anchorage of the shoulder or elbow joint replacement in the humerus and ulna respectively.

Model (REF#)

Device name

52440708N MUTARS® humerus stem type A modular cemented 8/76mm TiN
52440709N MUTARS® humerus stem type A modular cemented 9/75mm TiN
52440710N MUTARS® humerus stem type A modular cemented 10/75mm TiN
52440711N MUTARS® humerus stem type A modular cemented 11/756mm TiN
52440712N MUTARS® humerus stem type A modular cemented 12/756mm TiN
52440713N MUTARS® humerus stem type A modular cemented 13/76mm TiN
52440714N MUTARS® humerus stem type A modular cemented 14/75mm TiN
52440715N MUTARS® humerus stem type A modular cemented 15/75mm TiN
52440716N MUTARS® humerus stem type A modular cemented 16/75mm TiN
52441008N MUTARS® humerus stem type A modular cemented 8/100mm TiN
52441009N MUTARS® humerus stem type A modular cemented 9/100mm TiN
52441010N MUTARS® humerus stem type A modular cemented 10/100mm TiN
52441011N MUTARS® humerus stem type A modular cemented 11/100mm TiN
52441012N MUTARS® humerus stem type A modular cemented 12/100mm TiN
52441013N MUTARS® humerus stem type A modular cemented 13/100mm TiN
52441014N MUTARS® humerus stem type A modular cemented 14/100mm TiN
52441015N MUTARS® humerus stem type A modular cemented 15/100mm TiN
52441016N MUTARS® humerus stem type A modular cemented 16/100mm TiN
52441508N MUTARS® humerus stem type A modular cemented 8/150mm TiN
52441509N MUTARS® humerus stem type A modular cemented 9/150mm TiN
52441510N MUTARS® humerus stem type A modular cemented 10/150mm TiN
52441511N MUTARS® humerus stem type A modular cemented 11/150mm TiN
52441512N MUTARS® humerus stem type A modular cemented 12/150mm TiN
52441513N MUTARS® humerus stem type A modular cemented 13/150mm TiN
52441514N MUTARS® humerus stem type A modular cemented 14/150mm TiN
52441515N MUTARS® humerus stem type A modular cemented 15/150mm TiN
52441516N MUTARS® humerus stem type A modular cemented 16/150mm TiN

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
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DNV

Certificate no.: 13266GB450221104
Place and date: Hamburg, 2022-11-04

Class
Basic UDI-DI

[
4048844MUTHUSTAMUNCCDDP

Intended purpose  Stem for cemented fixation intended to be used in combination with the MUTARS® EPORE® HA Collar Humerus for a

diaphyseal anchorage of the shoulder or elbow joint replacement in the humerus and ulna respectively.

Model (REF#)

Device name

52440708 MUTARS® humerus stem type A modular cemented 8/75mm
52440709 MUTARS® humerus stem type A modular cemented 9/75mm
52440710 MUTARS® humerus stem type A modular cemented 10/75mm
52440711 MUTARS® humerus stem type A modular cemented 11/75mm
52440712 MUTARS® humerus stem type A modular cemented 12/75mm
52440713 MUTARS® humerus stem type A modular cemented 13/75mm
52440714 MUTARS® humerus stem type A modular cemented 14/75mm
52440715 MUTARS® humerus stem type A modular cemented 15/75mm
52440716 MUTARS® humerus stem type A modular cemented 16/75mm
52441008 MUTARS® humerus stem type A modular cemented 8/100mm
52441009 MUTARS® humerus stem type A modular cemented 9/100mm
52441010 MUTARS® humerus stem type A modular cemented 10/100mm
52441011 MUTARS® humerus stem type A modular cemented 11/100mm
52441012 MUTARS® humerus stem type A modular cemented 12/100mm
52441013 MUTARS® humerus stem type A modular cemented 13/100mm
52441014 MUTARS® humerus stem type A modular cemented 14/100mm
52441015 MUTARS® humerus stem type A modular cemented 15/100mm
52441016 MUTARS® humerus stem type A modular cemented 16/100mm
52441508 MUTARS® humerus stem type A modular cemented 8/150mm
52441509 MUTARS® humerus stem type A modular cemented 9/150mm
52441510 MUTARS® humerus stem type A modular cemented 10/150mm
52441511 MUTARS® humerus stem type A modular cemented 11/150mm
52441512 MUTARS® humerus stem type A modular cemented 12/150mm
52441513 MUTARS® humerus stem type A modular cemented 13/150mm
52441514 MUTARS® humerus stem type A modular cemented 14/150mm
52441515 MUTARS® humerus stem type A modular cemented 15/150mm
52441516 MUTARS® humerus stem type A modular cemented 16/150mm

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Prifungsgesellschaft far die Medizin GmbH)

Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com, www.dnv.com

820113 EN Rev 4 2022.10.17

Page 8of 15
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Certificate no.: 13266GB450221104
Place and date: Hamburg, 2022-11-04

Class
Basic UDI-DI
Intended purpose

I
4048844MUTHUSTAMUNCCLE7

Stem for cementless fixation intended to be used in combination with the MUTARS® EPORE® HA Collar Humerus for a
diaphyseal anchorage of the shoulder or elbow joint replacement in the humerus and ulna respectively.

Model (REF#)

Device name

Intended purpose

52470707 MUTARS® humerus stem type A modular cementless 7/75mm
52470708 MUTARS® humerus stem type A modular cementless 8/75mm
52470709 MUTARS® humerus stem type A modular cementless 9/75mm
52470710 MUTARS® humerus stem type A modular cementless 10/75mm
52470711 MUTARS® humerus stem type A modular cementless 11/75mm
52470712 MUTARS® humerus stem type A modular cementless 12/75mm
52470713 MUTARS® humerus stem type A modular cementless 13/75mm
52470714 MUTARS® humerus stem type A modular cementless 14/75mm
52470715 MUTARS® humerus stem type A modular cementless 15/75mm
52470716 MUTARS® humerus stem type A modular cementless 16/75mm
52471007 MUTARS® humerus stem type A modular cementless 7/100mm
52471008 MUTARS® humerus stem type A modular cementless 8/100mm
52471009 MUTARS® humerus stem type A modular cementless 9/100mm
52471010 MUTARS® humerus stem type A modular cementless 10/100mm
52471011 MUTARS® humerus stem type A modular cementless 11/100mm
52471012 MUTARS® humerus stem type A modular cementless 12/100mm
52471013 MUTARS® humerus stem type A modular cementless 13/100mm
52471014 MUTARS® humerus stem type A modular cementless 14/100mm
52471015 MUTARS® humerus stem type A modular cementless 15/100mm
52471016 MUTARS® humerus stem type A modular cementless 16/100mm
52471507 MUTARS® humerus stem type A modular cementless 7/150mm
52471508 MUTARS® humerus stem type A modular cementless 8/150mm
52471509 MUTARS® humerus stem type A modular cementless 9/150mm
52471510 MUTARS® humerus stem type A modular cementless 10/150mm
52471511 MUTARS® humerus stem type A modular cementless 11/150mm
52471512 MUTARS® humerus stem type A modular cementless 12/150mm
52471513 MUTARS® humerus stem type A modular cementless 13/150mm
52471514 MUTARS® humerus stem type A modular cementless 14/150mm
52471515 MUTARS® humerus stem type A modular cementless 15/150mm
52471516 MUTARS® humerus stem type A modular cementless 16/150mm
Class 1

Basic UDI-DI 4048844MUTHUSTHACDP5

Stem for cemented fixation intended for a diaphyseal anchorage of the shoulder or elbow joint replacement in the humerus and
ulna respectively.

Model (REF#) Device name

52490408 MUTARS® humerus stem cemented with HA collar 8/756 mm

52490409 MUTARS® humerus stem cemented with HA collar 9/75 mm

52490410 MUTARS® humerus stem cemented with HA collar 10/75 mm

52490411 MUTARS® humerus stem cemented with HA collar 11/75 mm

52490412 MUTARS® humerus stem cemented with HA collar 12/75 mm
Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid. 820113 EN Rev 4 2022.10.17

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Priifungsgesellschaft far die Medizin GmbH)
Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com, www.dnv.com
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DNV

Certificate no.: 13266GB450221104
Place and date: Hamburg, 2022-11-04

Class
Basic UDI-DI
Intended purpose

1
4048844MUTHUSTHACLPM

Stem for cementless fixation intended for a diaphyseal anchorage of the shoulder or elbow joint replacement in the humerus
and ulna respectively.

Model (REF#)

Device name

Intended purpose

52400807 MUTARS® humerus stem cementless 7/75mm HA
52400808 MUTARS® humerus stem cementless 8/75mm HA
52400809 MUTARS® humerus stem cementless 9/75mm HA
52400810 MUTARS® humerus stem cementless 10/75mm HA
52400811 MUTARS® humerus stem cementless 11/75mm HA
52400812 MUTARS® humerus stem cementless 12/75mm HA
52400813 MUTARS® humerus stem cementless 13/75mm HA
52400814 MUTARS® humerus stem cementless 14/75mm HA
52400815 MUTARS® humerus stem cementless 15/75mm HA
52400816 MUTARS® humerus stem cementless 16/75mm HA
52400817 MUTARS® humerus stem cementless 17/75mm HA
Class I

Basic UDI-DI 4048844MUTHUSTOP2UNC4M

Ulna Stop HD intended to be used in combination with the MUTARS® Distal Humerus HD 30mm and 50mm in order to prevent
hyperextension of the elbow joint.

Model (REF#)

Device name

Intended purpose

52511100 MUTARS® ulna stop HD
Class i
Basic UDI-DI 4048844MUTHUSTOPUNCZ3

Ulna Stop intended to be used in combination with the MUTARS® Distal Humerus 30mm and 50mm in order to prevent
hyperextension of the elbow joint.

Model (REF#)

Device name

52501100

MUTARS® ulna stop

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid. 820113 EN Rev 4 2022.10.17
NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Prifungsgesellschaft fur die Medizin GmbH)

Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com, www.dnv.com
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DNV

Certificate no.: 13266GB450221104
Place and date: Hamburg, 2022-11-04

Class
Basic UDI-DI

I
4048844MUTHUSTTINCDX7

ulna respectively.

Intended purpose  Stem for cemented fixation intended for a diaphyseal anchorage of the shoulder or elbow joint replacement in the humerus and

Model (REF#)

Device name

52400408N MUTARS® humerus stem cemented 8/756 mm TiN
52400409N MUTARS® humerus stem cemented 9/75 mm TiN
52400410N MUTARS® humerus stem cemented 10/75 mm TiN
52400411N MUTARS® humerus stem cemented 11/75 mm TiN
52400412N MUTARS® humerus stem cemented 12/75 mm TiN
52400413N MUTARS® humerus stem cemented 13/76mm TiN
52400414N MUTARS® humerus stem cemented 14/75mm TiN
52400415N MUTARS® humerus stem cemented 15/75mm TiN
52400416N MUTARS® humerus stem cemented 16/75mm TiN
52401008N MUTARS® humerus stem cemented 8/100mm TiN
52401009N MUTARS® humerus stem cemented 9/100mm TiN
52401010N MUTARS® humerus stem cemented 10/100mm TiN
52401011N MUTARS® humerus stem cemented 11/100mm TiN
52401012N MUTARS® humerus stem cemented 12/100mm TiN
52401013N MUTARS® humerus stem cemented 13/100mm TiN
52401014N MUTARS® humerus stem cemented 14/100mm TiN
52401015N MUTARS® humerus stem cemented 15/100mm TiN
52401016N MUTARS® humerus stem cemented 16/100mm TiN
52401508N MUTARS® humerus stem cemented 8/150mm TiN
52401509N MUTARS® humerus stem cemented 9/150mm TiN
52401510N MUTARS® humerus stem cemented 10/150mm TiN
52401511N MUTARS® humerus stem cemented 11/150mm TiN
52401512N MUTARS® humerus stem cemented 12/150mm TiN
52401513N MUTARS® humerus stem cemented 13/150mm TiN
52401514N MUTARS® humerus stem cemented 14/150mm TiN
52401515N MUTARS® humerus stem cemented 15/150mm TiN
52401516N MUTARS® humerus stem cemented 16/150mm TiN

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Priifungsgesellschaft fur die Medizin GmbH)

Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com, www.dnv.com

820113 EN Rev 4 2022.10.17
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DNV

Certificate no.: 13266GB450221104
Place and date: Hamburg, 2022-11-04

Class
Basic UDI-DI

1
4048844MUTHUSTUNCCDWW

ulna respectively.

Intended purpose Stem for cemented fixation intended for a diaphyseal anchorage of the shoulder or elbow joint replacement in the humerus and

Model (REF#)

Device name

52400408 MUTARS® humerus stem cemented 8/75 mm
52400409 MUTARS® humerus stem cemented 9/75 mm
52400410 MUTARS® humerus stem cemented 10/75 mm
52400411 MUTARS® humerus stem cemented 11/75 mm
52400412 MUTARS® humerus stem cemented 12/75 mm
52400413 MUTARS® humerus stem cemented 13/76mm
52400414 MUTARS® humerus stem cemented 14/75mm
52400415 MUTARS® humerus stem cemented 15/756mm
52400416 MUTARS® humerus stem cemented 16/75mm
52401008 MUTARS® humerus stem cemented 8/100mm
52401009 MUTARS® humerus stem cemented 9/100mm
52401010 MUTARS® humerus stem cemented 10/100mm
52401011 MUTARS® humerus stem cemented 11/100mm
52401012 MUTARS® humerus stem cemented 12/100mm
52401013 MUTARS® humerus stem cemented 13/100mm
52401014 MUTARS® humerus stem cemented 14/100mm
52401015 MUTARS® humerus stem cemented 15/100mm
52401016 MUTARS® humerus stem cemented 16/100mm
52401508 MUTARS® humerus stem cemented 8/150mm
52401509 MUTARS® humerus stem cemented 9/150mm
52401510 MUTARS® humerus stem cemented 10/150mm
52401511 MUTARS® humerus stem cemented 11/150mm
52401512 MUTARS® humerus stem cemented 12/150mm
52401513 MUTARS® humerus stem cemented 13/150mm
52401514 MUTARS® humerus stem cemented 14/150mm
52401515 MUTARS® humerus stem cemented 15/150mm
52401516 MUTARS® humerus stem cemented 16/150mm

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.
NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Priiffungsgesellschaft far die Medizin GmbH)

Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com, www.dnv.com

820113 EN Rev 4 2022.10.17
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DNV

Certificate no.: 13266GB450221104
Place and date: Hamburg, 2022-11-04

Class 1
Basic UDI-DI 4048844MUTHUSTUNCCLXE

Intended purpose Stem for cementless fixation intended for a diaphyseal anchorage of the shoulder or elbow joint replacement in the humerus
and ulna respectively.

Model (REF#) Device name

52400707 MUTARS® humerus stem cementless 7/75mm
52400708 MUTARS® humerus stem cementless 8/75mm
52400709 MUTARS® humerus stem cementless 9/75mm
52400710 MUTARS® humerus stem cementless 10/75mm
52400711 MUTARS® humerus stem cementless 11/75mm
52400712 MUTARS® humerus stem cementless 12/75mm
52400713 MUTARS® humerus stem cementless 13/76mm
52400714 MUTARS® humerus stem cementless 14/75mm
52400715 MUTARS® humerus stem cementless 15/756mm
52400716 MUTARS® humerus stem cementless 16/756mm
52400717 MUTARS® humerus stem cementless 17/756mm
Class I

Basic UDI-DI 4048844MUTHUUA2CPHACLME

Intended purpose Hinged elbow joint component intended to serve as cementless osseous anchorage in the ulna in case of a distal or total
humerus replacement.

Model (REF#) Device name

52501040 MUTARS® ulnar component HD cementless right
52501045 MUTARS® ulnar component HD cementless left
Class 1l

Basic UDI-DI 4048844MUTHUUACPHACLPR

Intended purpose Hinged elbow joint component intended to serve as cementless osseous anchorage in the ulna in case of a distal or total
humerus replacement.

Model (REF#) Device name

52501015 MUTARS® ulna anchorage cementless left cpTi/HA
52501020 MUTARS® ulna anchorage cementless right cpTi/HA
Class 1l

Basic UDI-DI 4048844MUTHUUATINBNCL9H

Intended purpose Hinged elbow joint component intended to serve as cementless osseous anchorage in the ulna in case of a distal or total
humerus replacement.

Model (REF#) Device name

52501015N MUTARS® ulna anchorage cementless left TINbN

52501020N MUTARS® ulna anchorage cementless right TINbN
Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid. 820113 EN Rev 4 2022.10.17

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Prafungsgesellschaft far die Medizin GmbH)

Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com, www.dnv.com
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DNV

Certificate no.: 13266GB450221104
Place and date: Hamburg, 2022-11-04

Class 1]
Basic UDI-DI 4048844MUTHUUC2UNCCDM®6

Intended purpose Hinged elbow joint component intended to serve as cemented osseous anchorage in the ulna in case of a distal or total
humerus replacement.

Model (REFi#) Device name

52510070 MUTARS® ulnar component HD cemented 70mm right
52510100 MUTARS® ulnar component HD cemented 100mm right
52510130 MUTARS® ulnar component HD cemented 130mm right
52515070 MUTARS® ulnar component HD cemented 70mm left
52515100 MUTARS® ulnar component HD cemented 100mm left
52515130 MUTARS® ulnar component HD cemented 130mm left
Class I

Basic UDI-DI 4048844MUTHUUCIITINCD7X

Intended purpose Hinged elbow joint component intended to serve as cemented osseous anchorage in the ulna in case of a distal or total
humerus replacement.

Model (REF#) Device name

52510070N MUTARS® ulnar component HD cemented 70mm right TiN
52510100N MUTARS® ulnar component HD cemented 100mm right TiN
52510130N MUTARS® ulnar component HD cemented 130mm right TiN
52515070N MUTARS® ulnar component HD cemented 70mm left TiN
52515100N MUTARS® ulnar component HD cemented 100mm left TiN
52515130N MUTARS® ulnar component HD cemented 130mm left TiN
Class 1

Basic UDI-DI 4048844MUTHUUCTINBNCDA7

Intended purpose Hinged elbow joint component intended to serve as cemented osseous anchorage in the ulna in case of a distal or total
humerus replacement.

Model (REF#) Device name

52505070N MUTARS® ulnar component cemented 70mm left TINbN
52500070N MUTARS® ulnar component cemented 70mm right TINbN
52505100N MUTARS® ulnar component cemented 100mm left TINbN
52500100N MUTARS® ulnar component cemented 100mm right TiNbN
Class 1

Basic UDI-DI 4048844MUTHUUCUNCCDR3

Intended purpose Hinged elbow joint component intended to serve as cemented osseous anchorage in the ulna in case of a distal or total
humerus replacement.

Model (REF#) Device name

52505070 MUTARS® ulnar component cemented 70mm left
52500070 MUTARS® ulnar component cemented 70mm right
52505100 MUTARS® ulnar component cemented 100mm left
52500100 MUTARS® ulnar component cemented 100mm right
Class 1

Basic UDI-DI 4048844MUTHUULNA2TINTY

Intended purpose Hinged elbow joint component intended to replace the part of the proximal ulna in a proximal ulna replacement or total elbow
replacement.

Model (REF#) Device name
5251003001N MUTARS® prox. ulna HD TiN
Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid. 820113 EN Rev 4 2022.10.17

NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Priifungsgesellschaft far die Medizin GmbH)
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DNV

Certificate no.: 13266GB450221104
Place and date: Hamburg, 2022-11-04

Class
Basic UDI-DI
Intended purpose

I
4048844MUTHUULNA2UNCTW

Hinged elbow joint component intended to replace the part of the proximal ulna in a proximal ulna replacement or total elbow
replacement.

Model (REF#)

Device name

Intended purpose

5251003001 MUTARS® prox. ulna HD
Class 1
Basic UDI-DI 4048844MUTHUULNAUNCT9

Hinged elbow joint component intended to replace the part of the proximal ulna in a proximal ulna replacement or total elbow
replacement.

Model (REF#)

Device name

5250003000

MUTARS® prox. ulna

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid. 820113 EN Rev 4 2022.10.17
NOTIFIED BODY 0482: DNV MEDCERT GmbH (previously: MEDCERT Zertifizierungs- und Prifungsgesellschaft fir die Medizin GmbH)

Pilatuspool 2, 20355 Hamburg, Germany, Tel +49 40 2263325-0, www.med-cert.com, www.dnv.com

Page 150f 15




	Formular de Notificare_implantcat
	Anexa nr. 1
	La Procedurile administrative pentru  notificarea
	dispozitivelor medicale care dețin marcajul CE

	Declaratie pe propria raspundere
	Anexa nr. 2
	La Procedurile administrative pentru  notificarea
	dispozitivelor medicale care dețin marcajul CE

	authorized_representative
	DoC EcoFit 2M III_13211_411180302
	EC Certificate_eng
	DoC AGILON III_13261_411200529 (1)
	IC_Lista proteze
	DoC MUTARS Hip III_13195_411200427
	DoC MUTARS Knee III_13226_411200831 (1)
	EU DoC MUTARS Humerus class III 13266_450221104
	MDR (EU) 2017-745_QMS_7092GB448221006
	MUTARS Humerus_PP-13266_MDR_EN

		2023-09-29T15:56:42+0300
	Moldova
	MoldSign Signature




