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Test resalt:

Certificate
Biocompatibility Test

WIRONIUM® plus
Dental alloy for co'cr casting

Cob2 Cr2953 Mo5 Sil Mo05 Fe05 Ta05 NO3 CON7

BEGO Bremer Goldschligerel Wilh. Herbst GmbH & Co.
Technologiepark Universitis - Wilhwdm-Herbst-Str. | - D-28359 Bremen

We confirm thai the following iests for determining the bocompatibility of the
demtal alloy were carried out in accordance with the international standards 150
IER93-1992, DIN EN 399-1,5 “Biological evaluation of medical devices™ (150
IEFA-1, 150 WRRE-5, ISO-10% DOEER3- 100, 1500 10 5-02 and pr EN IS0 THR-05
“Priiklinische Beuneilung der Gewebevertrglichhedl won Mediznprodukien in
der Fahnmedizin - Pritherfabren™ The tests were performed according 0 the
OECD codhe “Good Laborstory Practice”™ (GLPY by the ROC Institute, Basel, Switser-
land and Cyiotest Cell Research, Rossdord, Germany. The tests were coondingied
andd mondtored by Dr. lenning + Co., Basel. The specimens were prodoced by an
independent commercial dental Laiboraory sccording 1o the instructions of the
manufscturer BEGO by lost wan casting procedure

Cytotoxicity

The cvtotoxic potential of the demtal alloy was wested in vitro with L929 Gibroblasts
“Direct coll contact test™ ASTM F 815-83 and 150 10993-5-92, pr EN 150 740595
15.2.Lc)

WIRONIUM® plus had no cytotoxic potential,

Irritation and allergic sensitization

The skin irritatien and allergic sensitization were tested with the modified
epicutancous lest according o Bachler (150 10993-10, pr EN ISD T405-05
(5.2 2.e), OECD 406-92 and EEC Guidelines 937 21'EEC)

WIRONIUM® plus did not cause any skin irritation or allergic
sensitization.
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