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Villanova di San Daniele, 13" of February, 2009

MRI Compatibility of Lima Lto Implants

To whom it may concern,

Lima Lto metallic implants are manufactured using one or more of these metallic materials:
commercially pure titanium (CP Titanium), Ti-6Al-4V alloy, Co-Cr-Mo alloy, 316L Stainless
Steel, FeCrNiMnMoNbN alloy.

Several studies. suggest that non-ferromagnetic materials used in the manufacture of
these orthopaedic implants are likely to be MRI compatible, nevertheless no metallic
material is free of effects inducted by magnetic fields.

\
)

Lima Lto declares that it is possible to undergo an MRI test when the materials of the
prostheses are Al,Os3, Ti Alloys and UHMWPE, maintairiing magnetic fields with an
intensity lower than 1.5 Tesla.
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When CoCrMo or Stainless Steel Alloys are implanted we suggest to confirm the material
compatibility with the specialist or the manufacturer of MRI equipment.

Besides it should be noted that there are many different iypes of MRI equipment
available, and Lima Lto does not take on the responsibility for compatibility of Lima Lto
implants with any of the various types of MRI equipment.

Lima Lto recommends to contact the specialist or the manufacturer of MRI equipment
and confirm with them compatibility of implants with the MRI equipment before
undergoing any test.

Lima Lto doesn’t take any responsibility if devices made by other manufacturers are
implanted in the patient.

For additional information concerning the MRI safety of various medical products, including
Orthopaedic implants, Lima Lto recommends that interested parties refer to the website:
www.MRIsafety.com.
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Lima-Lto S.P.A.
Technical Director
Dr. Ing. Paolo Dalla Pria
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Villanova di San Daniele, 13. februara 2009

MRI Znasanlivost’ implantatov Lima Lto

Do ruk osoby, ktorej sa to tyka

Kovove implantaty Lima Lto su vyrobené s pouzitim jedného alebo viacerych nasledovnych kovovych
materialov: technicky Cisty titan (CP titan), zliatina Ti-6Al-4V, zliatina Co-Cr-Mo, nerezova ocel 316L,
zliatina FeCrNiMnMoNbN.

Niekolko $tudii uvadza, ze neferomagnetické materialy, ktoré sa pouzivaju pri vyrobe tychto
ortopedickych implantatov, s pravdepodobne MRI kompatibilné. Predsa 'en, Ziaden kovovy material
nie je bez ucinkov, ktoré vyvolavaja elektromagnetické polia.

Lima Lto prehlasuje, ze je mozné podstupit testy MRI (magneticku rezonanciu) v pripade, ak su
protézy vyrobené z AL203, zliatiny Ti a UHMWPE, pri zachovani intenzity elektromagnetického pola
nizsej ako 1,5 tesla.

V pripade, ze sa implementuju zliatiny CoCrMo alebo zliatiny nerezovej ocele, odporu¢ame, aby
Specialisti alebo vyrobca MRI zariadenia potvrdili znasanlivost materialu.

Okrem toho by sa malo poznamenat, Ze existuje mnoho rozdielnych typov MRI zariadenia a Lima Lto
nezodpoveda za znasanlivost implantatov Lima Lto so Ziadnymi takymito réznymi typmi MRI
zariadeni.

Spolo¢nost’ Lima Lto odporuéa kontaktovat' Specialistov alebo vyrobcu MRI zariadenia, aby potvrdili
znasanlivost implantatov s MR zariadenim pred tym, ako sa vykona akvkolvek test.

Spoloénost’ Lima Lto neprebera na seba Ziadnu zodpovednost, ak ma pacient implantované
zariadenia od inych vyrobcov.

Ohladne dodato&nych informacii tykajucich sa MRI bezpecnosti rézrycn zdravotnickych pomécok,
vratane ortopedickych implantatov, odporuca spoloCnost’ Lima Lto, aby sa zainteresované strany
obratili na webovu stranku: www.MRIsafety.com

Lima-Lto S.P.A.
Technicky riadite!
Dr. Ing. Paolo Dalla Pria

Vlastnoruény neéitateln y podpis



TRANSLATION CLAUSE

| executed the translation as the translator registered in the Register of Translators of the Ministry of
Justice in Bratislava, of English language, Translator's Registration no. $70290.

The translation is recorded under the serial no. 19/2009 of the Translation Diary no. 01/09.

For the translation and for the arisen costs | charge according to the statement of costs based on the

attached document.

Banska Bystrica, date ... 18" March 2009.... ..

PREKLADATELUSKA DOLOZKA

Prekladatelsky tkon som vypracovala ako prekladatelka zapisana v zozname prekladatelov, ktory
vedie Ministerstvo spravodlivosti Slovenskej republiky pre jazyk anglicky, evidenéné &islo prekladatela
970290.

Prekladatelsky Ukon je zapisany pod poradovym éislom 19/2009 prekladatelského dennika ¢.01/09.

Za prekladatelsky Ukon a vzniknuté naklady Uctujem podla vyucétovania na zaklade prilozeného
dokladu. N

V Banskej Bystrici, diia ....... 18. marca 2009.............. ‘
Katarina Simkova



