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em 
To whom it may concern 

D e a r S i r o r M a d a m , 

P l e a s e n o t e t h a t s o m e o f t h e i n f o r m a t i o n p r o v i d e d h e r e i n i s b a s e d o n i n f o r m a t i o n f r o m r a w m a t e r i a l 

s u p p l i e r s . F o r r e q u i r e d c e r t i f i c a t i o n s o n r a w m a t e r i a l a s w e l l a s s i n t e r e d m a t e r i a l e . g . b i o c o m p a t i b i l i t y 

t e s t s w e w o r k t o g e t h e r w i t h a c c r e d i t e d t e s t l a b o r a t o r i e s / h o u s e s . 

R e l e v a n t i n f o r m a t i o n r e g a r d i n g p r o d u c t s t e w a r d s h i p a n d o c c u p a t i o n a l s a f e t y a n d h e a l t h c a n b e 

o b t a i n e d f r o m t h e S a f e t y D a t a S h e e t . F o r m a t e r i a l i n f o r m a t i o n p l e a s e r e f e r t o o u r m a t e r i a l 

d a t a c e n t e r , a v a i l a b l e a t o u r Website h t t p : / / e o s . m a t e r i a l d a t a c e n t e r . c o m / e o / d e . 

Biocompatibility 

A l l b i o c o m p a t i b i l i t y c e r t i f i c a t e s h a v e b e e n c h e c k e d f o r v a l i d i t y b y a n a c c r e d i t e d t e s t l a b o r a t o r y i n 

O c t o b e r 2 0 1 2 . T h e c o n c l u s i o n s a n d t e s t r e s u l t s a r e s t i l l v a l i d . 

1. Biocompatibility - Parts made of new powder 

In vitro Cytotoxicity Assay: Cell Growth Analysis via BCA-Staining with an Extract of PA 2200 (acc. 

to ISO 10993-1:1997, "Evaluation and testing", ISO 10993-5:1999, "Tests for in vitro cytotoxicity", 

ISO 10993-12:1996, "Sample preparation and reference materials") 

T h i s i s t o c o n f i r m t h a t t h e c y t o t o x i c e f f e c t s o f P A 2 2 0 0 w e r e a n a l y z e d . U n d e r t h e g i v e n c o n d i t i o n s n o 

l e a c h a b l e m a t e r i a l s w e r e r e l e a s e d i n c y t o t o x i c c o n c e n t r a t i o n s f r o m t h e t e s t i t e m . 

Biocompatibility - Test for Sensitization (Guinea Pig Maximisation Test, non-polar extract) (acc. to 

ISO 10993-1:1997, "Evaluation and testing", DIN EN ISO 10993-10:1995, "Tests for irritation and 

sensitization", ISO 10993-12:1996 "Sample preparation and reference materials") 

T h i s i s t o c o n f i r m t h a t t h e s e n s i t i z a t i o n r a t e a f t e r a p p l i c a t i o n o f t h e n o n - p o l a r e x t r a c t o f t h e t e s t i t e m 

w a s 0 %. U n d e r t h e t e s t c o n d i t i o n s t h e t e s t i t e m s h o w e d n o s i g n s o f a l l e r g e n i c p o t e n c y . P A 2 2 0 0 i s 

c o n s i d e r e d t o h a v e n o s e n s i t i z i n g p r o p e r t i e s . 

Biocompatibility - Test for Sensitization (Guinea Pig Maximisation Test, polar extract) (acc. to ISO 

10993-1:1997, "Evaluation and testing", DIN EN ISO 10993-10:1995, "Tests for irritation and 

sensitization", ISO 10993-12:1996 "Sample preparation and reference materials") 

T h i s i s t o c o n f i r m t h a t t h e s e n s i t i z a t i o n r a t e a f t e r a p p l i c a t i o n o f t h e p o l a r e x t r a c t o f t h e t e s t i t e m w a s 

0 % . U n d e r t h e t e s t c o n d i t i o n s d e s c r i b e d t h e t e s t i t e m s h o w e d n o s i g n s o f a l l e r g e n i c p o t e n c y . P A 2 2 0 0 

i s c o n s i d e r e d t o h a v e n o s e n s i t i z i n g p r o p e r t i e s . 
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