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Certif icate
Biocompatibil ity Test

Wironit' LA
Dental Casting Alloy for Cobalt-Chromium-Technique Type 5
accord. |50 22674

Co  63 .5 Cr 29.4 t v to  5 .u Si  1 .2  Mn,  N ,  C ,  Ta

BEGO Bremer Goldschl i igerei  Wilh.  Herbst GmbH & Co. KG
Technologiepark Universi tat  Wilhelm-Herbst-Str.  1 28359 Bremen, Germany

We conf irm that the fol lowing tests for determining the biocompatibi l i ty of  the dental
al loy were carr ied out in accordance with the internat ional standards lS0 10993-1992,
"Biological  evaluat ion of medical  devices" ( lS0 10993-1. lS0 10993-5, lS0 10993-10,
lS0 DIS 10993-12) ,  D IN EN 30993-1 ,1994,  and lS0/FDIS 7405,1996 "Prec l in ica l
evaluat ion of biocompatibi l i ty of  medical  devices used in dent istry -  Test methods".
The tests were performed according to the 0ECD code "Good Laboratory Pract ice"
(GLP) [y the inst i tutes RCC, Switzer iand, and BSL Bioservice, Germany. The tests were
coordinated and monitored by Dr.  Henning + Co.,  Switzer land. The specimens were
produced by lost wax cast ing procedure in a commercial  dental  laboratory, according
to the instruct ions of the manufacturer BEG0.

Cytotoxici ty:

Ihe cytotoxic potential of the dental alloy was tested in vitro
blasts, "Test on extracts", XTT staining, lS0 10993-5, DIN tN
10993-12 and lS0lFDlS 7405,1996.  (5 .4.a.3) .

Wironit" '  LA had no cytotoxic potential.

Skin irr i tat ion and al lergic sensit ization:

Skin irr i tat ion and al lergic sensit ization were tested with the modif ied epicutaneous
test according to Buehler, lS0 i0993-10: 1995, (6.3), "Tests for irr i tat ion and sensi-
t izat ion" ,  lS0/FDIS / ,105,1996 (5.4.b) .0ECD 406-92 and Di rect ive 92169 EEC 8.6.

Wironit '" LA did not cause skin irr i tat ion or al lergic sensit ization.
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