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To whom it may concern

CERTIFICATE

Our implants, which are manufactured from non-magnetic materials, do not pose any real risk
to patients when they are exposed to magnetic and electromagnetic fields.

However, the implants will generate artifacts which compromise the interpretation of images
in the surrounding area. The size of the affected area depends on the nature of the material,
with titanium and titanium alloys causing fewer artifacts than stainless steel or a cobalt-
chrome alloy.

During any examination involving magnetic and electromagnetic fields, it is essential for the
patient to indicate that he is wearing an implant.

Depending on the equipment, especially if it involves the use of a field in excess of 1.5 T, the
magnetic resonance imaging specialist will take precautions during use by, for example,
observing a time separation (6 to 8 weeks) between the fitting of the implant and the date of
the examination.

Jean-Luc AURELLE
General Manager
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Vsetkym zainteresovanym

POTVRDENIE

Nase implantaty, ktoré sa vyrdbaju z nemagnetickych materidlov., nepredstavuju pre
pacientov  Ziadne redine . rizko  pri vystaveni magnetickému  alebo
elekiromagnetickému polu.

Implantaty viak vytvaraju artefakty, ktoré ovplyviuju vyklad snimkov v oblasti okolo
implantdtu. Velkost ovplyvnenej oblasti zavisi od povahy materidlu, pricom titdn
a Zliatiny titdnu spdsobujy mensie mnozstvo artefaktov ako chirurgickd ocel alebo
kobalt-chromovd zliatina.

Je nevyhnuiné, aby pacient pri kaidom vy3etreni, pri ktorom dochddza ku styku
s magnetickym a elektromagnetickym polom, informoval o tom, ze md implantat.

V zdvislosti na zariadeni, predovietkym ak zahffia pouZitie pola presahujuceho
hodnotu 1,5 T, prijme odbornik na magneticky rezonanciu pri vysetrovani urcité
opatrenia, napriklad dodrzanie &asového odstupu (6-8 tyzdiov) medzi viozenim
implantatu a vy3etrenim.

Jean-Luc AURELLE
Generdlny riaditel
neditatelny podpis
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STATEMENT

" R - 3 2 %
Concern: me® total knee system and MRI (magnetic resonance imaging)

Concerning the compatibility between me®* total knee system and IRM, there is no positive
contraindication except if the MRI examination is performed on the implanted joint.

It means that it is technically possible to perform an MRI examination on a patient implanted
but not on the knee implanted because the implant chemical nature (CrCo) gives some

artefacts on the MRI and makes the examination results unexploitable.

As a consequence MRI examination can be performed on a patient implanted with me?™ total
knee system subject to the radiologist’s advice.

It is very important to notice that only doctor is in position to decide the examination
achievement which is mainly based on implant chemical nature, operation date, patient
professional past (metallurgical industry)...

In Nogent, January 11" 2008.

Name: Francois CURE
Function: Regulatory and Quality Manager
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VYHLASENIE

Predmet: celkovy kolenny systém mc2® a magnetickd rezonancia (MR)

Co sa tyka kompatibility celkového kolenného systemu mc2® a mdgnetickej
rezonancie, neexistuje ziadna jednoznadnd kontraindikdcia s vynimkou vysetrenia
implantovaného kfbu pomocou MR.

To znamend, Ze technicky je mozné vykonaf MR vysetrenie pacienta s implant&tom,
nie viak na kolennom implantdte, kedze chemickd povaha implantatu (CrCo)
zobrazuje na MR artefakty a preto nie je mozné vysledok MR pouiit.

V désledku toho je moiné robit MR vysetrenie aj pacientom s implantovanym
celkovym kolennym systémom mc2® len po porade s radiolégom.

Je velmi ddlezite uvedomif si, ze o vysledku vyetrenia rozhoduje lekdr, &o zavisi
predovietkym od chemickej povahy implantdtu, détumu operdcie, pracovnej
minulosti pacienta (hutnicky priemysel)...

V Nogent, 11 janudr 2008

Meno: Francois CURE

Funkcia: Manazér pre reguldciu kvalitu
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