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Testmaterial:
Masnfacturer:

Studles performed:

Renzlg:

Elastosil® R401/40 Control No: 33932HO

WACKER Chexnie GenbH, Germany
WACKER Silicones Corporation, 1/SA
WACKER Chamicals East Asia Lid., Jxpan

The following studies were performed in order to determine the
biocompatiblity of the tost item according to ISO 10993-1:
CYTOTOXICITY

HEMOLYSIS

PYROGENICITY

SENSITISATION

DERMAL IRRITATION

IMPLANTATION {90 days)

The test ftem showed ao reicvant bjological eifects in the studles
performed.

Suitable furuuinmmufacmﬁngnfmadiuidwimﬁn:hoﬂtmn(mlongqﬂsm!ﬂdlﬁ}
implant applications in accordance with the Wacker Health Care Letter and Guidelines.
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Munager Bioiogpeal Safety Testing Dat¢: Decomber 28, 1998



