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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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ess 
Biocompatibility - Irritation Test (Intracutaneous Reactivity) (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 i n t r a c u t a n e o u s i n j e c t i o n o f t h e p o l a r a n d 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 

t o r a b b i t s c a u s e d n o s i g n s o f i r r i t a t i o n / c o r r o s i o n c o m p a r e d t o t h e i n j e c t i o n s i t e s o f t h e r e a g e n t 

c o n t r o l . 

2. Biocompatibility - Parts made of recycled powder 

Biocompatibility - In vitro Cytotoxicity Assay: Cell Growth Analysis via BCA-Staining with an Extract 

of PA 2200 reused powder (50% virgin + 50% recycled powder from EOSINT P System) (acc. to ISO 

10993-1: 2009, "Evaluation and testing within a risk management process", ISO 10993-5: 2009, 

"Tests for in vitro cytotoxicity", ISO 10993-12: 2007, "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 r e u s e d p o w d e r ( 5 0 % v i r g i n + 5 0 % r e c y c l e d 

p o w d e r f r o m E O S I N T P S y s t e m ) 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 - Irritation Test (Intracutaneous Reactivity) with PA 2200 reused powder (50% 

virgin + 50% recycled powder from EOSINT P System) (acc. to ISO 10993-1: 2009, "Evaluation and 

testing within a risk management process", DIN EN ISO 10993-10:2007 (ISO 10993-10:2002 + 
Amendment 1:2006) "Tests for irritation and delayed-type hypersensitivity", ISO 10993-12:2007 
"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 i n t r a c u t a n e o u s i n j e c 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 t o r a b b i t s 

c a u s e d n o s i g n s o f i r r i t a t i o n c o m p a r e d t o t h e i n j e c t i o n s i t e s o f t h e r e a g e n t c o n t r o l . V e r y s l i g h t s i g n s 

o f i r r i t a t i o n w e r e f o u n d f o r t h e n o n p o l a r e x t r a c t a s w e l l a s t h e n o n p o l a r r e a g e n t c o n t r o l . T h e P r i m a r y 

I r r i t a t i o n I n d e x ( P l l ) f o r t h e n o n p o l a r t e s t i t e m e x t r a c t a n d t h e n o n p o l a r r e a g e n t c o n t r o l w a s 0 

( c o n t r o l c o r r e c t e d ) . 

Biocompatibility - Test for Sensitization (Local Lymph Node Assay - LLNA) with PA 2200 reused 

powder (50% virgin + 50% recycled powder from EOSINT P System) (acc. to ISO 10993-1: 2009, 

"Evaluation and testing within a risk management process", DIN EN ISO 10993-10:2007 (ISO 10993-

10:2002 + Amendment 1:2006) "Tests for irritation and delayed-type hypersensitivity", ISO 10993-
12:2007 "Sample preparation and reference materials") 

T h i s i s t o c o n f i r m t h a t u n d e r t h e c o n d i t i o n s o f t h e s t u d y i t c a n b e s t a t e d t h a t t h e t e s t i t e m P A 2 2 0 0 

r e u s e d p o w d e r c a u s e s n o r e a c t i o n s i d e n t i f i e d a s s e n s i t i z a t i o n , a s t h e S t i m u l a t i o n i n d e x w a s b e l o w 3 . 0 

f o r e a c h c o n c e n t r a t i o n t e s t e d . 

3. USP (United States Pharmacopoeia) Biological Test 

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

c o n t a c t t o p o l y m e r s t o a s s e s s t h e i r s u i t a b i l i t y a s c o m p o n e n t s o f m e d i c a l d e v i c e s . I n t h i s t e s t s y s t e m 

m a t e r i a l s a n d s e m i - p r o d u c t s a r e t e s t e d . T h e r e a r e 6 p l a s t i c c l a s s e s d e f i n e d w h i c h a r e b a s e d o n 

r e s p o n s e s t o a s e r i e s o f t e s t s f o r w h i c h e x t r a c t s , m a t e r i a l s , a n d r o u t e s o f a d m i n i s t r a t i o n a r e 

s p e c i f i e d . I n P l a s t i c c l a s s V I , f o u r e x t r a c t i o n v e h i c l e s a r e u s e d f o r e x t r a c t i n g a w i d e ränge o f p o s s i b l e 

l e a c h a b l e s f o r t h e S y s t e m i c I n j e c t i o n T e s t a n d t h e I n t r a c u t a n e o u s T e s t , a n d l a s e r s i n t e r e d p i n s a r e 

u s e d f o r t h e I m p l a n t a t i o n T e s t . 
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em 
USP Classification of Plastics - Plastic Class VI -121 °C (This study followed the procedures indicated 
by the following internationally accepted guidelines and recommendations: USP "Biological 
Reactivity Test, in vivo - Classification of Plastics) 
T h i s i s t o c o n f i r m t h a t i n t h e S y s t e m i c I n j e c t i o n T e s t n o s i g n i f i c a n t c l i n i c a l s i g n s w e r e o b s e r v e d . T h e 

a v e r a g e s c o r e i n t h e I n t r a c u t a n e o u s R e a c t i v i t y T e s t w a s 0 . I n t h e I m p l a n t a t i o n T e s t n o c o m p o u n d -

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

m e e t s t h e r e q u i r e m e n t s o f U S P P l a s t i c C l a s s V I . 

4. DIRECTIVE 2002/72/EC Plastic Materials and Articles intended to come into Contact with 
Foodstuffs 

T h e o v e r a l i m i g r a t i o n a t t h e c o n t a c t c o n d i t i o n s 2 4 h a t 2 0 °C w a s i n c o m p l i a n c e w i t h t h e o v e r a l i 

m i g r a t i o n l i m i t 1 0 m g / d m 2 c o n t a c t s u r f a c e o f t h e a r t i c l e a n d w i t h t h e r e s p e c t i v e s p e c i f i c m i g r a t i o n 

l i m i t s a c c o r d i n g t o E U - P l a s t i c D i r e c t i v e 2 0 0 2 / 7 2 / E C . T h e r e s u l t s o b t a i n e d f r o m t e s t i n g s t i c k s a r e v a l i d 

f o r a r t i c l e s o f a l l g e o m e t r i c a l f o r m s a n d t h i c k n e s s e s . A d d i t i o n a l l y t h e e f f e c t o f t h e l a s e r s i n t e r i n g 

p r o c e s s o n m i g r a t a b l e s u b s t a n c e s w a s i n v e s t i g a t e d . T h e r e s u l t s s h o w t h a t t h e s i n t e r i n g p r o c e s s d o e s 

n o t p r o d u c e a n y d e t e c t a b l e a d d i t i o n a l s u b s t a n c e s c o m p a r e d t o t h e r a w p o l y m e r . V o l a t i l e s u b s t a n c e s 

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

F r o m t h i s i t c a n b e c o n c l u d e d t h a t a r t i c l e s p r o d u c e d f r o m P A 2 2 0 0 b y t h e E O S l a s e r s i n t e r i n g p r o c e s s 

a r e i n c o m p l i a n c e w i t h t h e E U P l a s t i c s D i r e c t i v e 2 0 0 2 / 7 2 / E C f o r t h e u s e w i t h a l l t y p e s o f f o o d s e x c e p t 

h i g h a l c o h o l i c f o o d s t u f f s a t c o n t a c t c o n d i t i o n s u p t o 2 4 h a t 2 0 °C. 

5. Suiphur concentrations 

T h i s i s t o c o n f i r m t h a t P A 2 2 0 0 i s m a d e f r o m m o n o m e r s o f t e c h n i c a l p u r i t y . I n a d d i t i o n w e c o n f i r m 

t h a t w e d o n ' t u s e f o r t h e m a n u f a c t u r i n g o f P A 2 2 0 0 i n t e n t i o n a l l y s u b s t a n c e s b a s e d o n s u i p h u r . B a s e d 

o n t h e s e c o n d i t i o n s t h e o c c u r r e n c e o f t h o s e s u b s t a n c e s c a n b e e x c i u d e d e x c e p t n e g l i g i b l e a m o u n t s 

o n t h e l e v e l o f n a t u r a l / t e c h n i c a l i m p u r i t i e s . 

6. Halogen concentrations 

T h i s i s t o c o n f i r m t h a t P A 2 2 0 0 i s p r o d u c e d f r o m m o n o m e r s o f t e c h n i c a l p u r i t y . I n a d d i t i o n w e 

c o n f i r m t h a t f o r t h e m a n u f a c t u r e o f P A 2 2 0 0 s u b s t a n c e s b a s e d o n h a l o g e n s a r e n ' t u s e d . B a s e d o n 

t h e s e c o n d i t i o n s t h e o c c u r r e n c e o f t h o s e s u b s t a n c e s c a n b e e x c i u d e d e x c e p t n e g l i g i b l e a m o u n t s o n 

t h e l e v e l o f n a t u r a l / t e c h n i c a l i m p u r i t i e s . 

7. DRC (Democratic Republic of Congo) conflict free minerals (Section 1502 of U.S. Dodd Frank 

Act) 

T h i s i s t o c o n f i r m t h a t f o r t h e m a n u f a c t u r e o f P A 2 2 0 0 c a s s i t e r i t e , c o l u m b i t e - t a n t a l i t e , g o l d , 

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

c o u n t r i e s d e f i n e d a s C o n f l i c t M i n e r a l s i s n o t u s e d . B a s e d o n t h e s e c o n d i t i o n s t h e o c c u r r e n c e o f t h o s e 

s u b s t a n c e s c a n b e e x c i u d e d . 

8. Directive 2005/84/EC relating to restrictions on the marketing and use of certain dangerous 

substances and preparations (phthalates in toys and childcare articles) 

T h i s i s t o c o n f i r m t h a t w e d o n o t u s e i n t e n t i o n a l l y d i ( 2 - e t h y l h e x y l ) p h t h a l a t e ( D E H P ) , d i b u t y l 

p h t h a l a t e ( D B P ) , b e n z y l b u t y l p h t h a l a t e ( B B P ) , d i - i s o n o n y l p h t h a l a t e ( D I N P ) , d i i s o d e c y l p h t h a l a t e 

( D I D P ) , a n d d i - n - o c t y l p h t h a l a t e ( D N O P ) m e n t i o n e d i n t h e E U d i r e c t i v e 2 0 0 5 / 8 4 / E C ) i n o u r r e c i p e t o 

p r o d u c e P A 2 2 0 0 . 
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eis 
P A 2 2 0 0 i s m a d e o f m o n o m e r s o f t e c h n i c a l p u r i t y n o t f o r m u l a t e d w i t h a n y p h t h a l a t e p l a s t i c i z e r s . 

B a s e d o n t h i s t h e o c c u r r e n c e o f t h e a b o v e l i s t e d p h t h a l a t e s m e n t i o n e d i n t h e d i r e c t i v e 2 0 0 5 / 8 4 / E C 

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

9. Directive 2011/65/EU on the Restriction of the Use of certain Hazardous Substances in 

Electrical and Electronic Equipment (RoHS) 

T h i s i s t o c o n f i r m t h a t s u b s t a n c e s a s m e n t i o n e d i n t h e f o l l o w i n g r e s t r i c t e d b y D i r e c t i v e 2 0 1 1 / 6 5 / E U 

( R o H S ) e x p l i c i t l y a r e n o t i n t e n t i o n a l l y u s e d d u r i n g t h e m a n u f a c t u r i n g p r o c e s s o f P A 2 2 0 0 : 

• L e a d a n d i t s C o m p o u n d s 

• M e r c u r y a n d i t s C o m p o u n d s 

• C a d m i u m a n d i t s C o m p o u n d s 

• C h r o m i u m ( V I ) C o m p o u n d s 

• P o l y b r o m i n a t e d B i p h e n y l s ( P B B ) 

• P o l y b r o m i n a t e d D i p h e n y l E t h e r ( P B D E ) 

o P A 2 2 0 0 i s m a d e o f r a w m a t e r i a l s o f t e c h n i c a l p u r i t y . C o n s e q u e n t l y , t o o u r b e s t k n o w l e d g e a n d b a s e d 

o n t h e a f o r e s a i d , t h e o c c u r r e n c e o f t h o s e s u b s t a n c e s r e s t r i c t e d b y D i r e c t i v e 2 0 1 1 / 6 5 / E U ( R o H S ) c a n 

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

P l e a s e n o t i c e t h a t o u r P A 2 2 0 0 i s n o t r o u t i n e l y a n a l y z e d f o r t h o s e s u b s t a n c e s l i s t e d a b o v e . 

T h e o f f i c i a l S t a t e m e n t o f C o m p l i a n c e c a n b e r e q u e s t e d a t t h e e m a i l a d d r e s s 

S A F E T Y D A T A S H E E T R E S P O N S I B L E ( S e o s . i n f o . 

10. Natural Rubber Latex 

T h i s i s t o c o n f i r m t h a t w e d o n o t u s e i n t e n t i o n a l l y n a t u r a l r u b b e r l a t e x ( a s d e f i n e d i n U S 2 1 C F R 

8 0 1 . 4 3 7 ( b ) ) t o p r o d u c e P A 2 2 0 0 . 

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

l a t e x ( a s d e f i n e d i n U S 2 1 C F R 8 0 1 . 4 3 7 ( b ) ) c a n b e e x c i u d e d , e x c e p t n e g l i g i b l e a m o u n t s o n t h e l e v e l o f 

n a t u r a l / t e c h n i c a l i m p u r i t i e s . 

11. PVC [Poly(vinyl chloride)] 

T h i s i s t o c o n f i r m t h a t w e d o n o t u s e i n t e n t i o n a l l y P V C [ P o l y ( v i n y l c h l o r i d e ) ] t o p r o d u c e o r f o r m u l a t e 

P A 2 2 0 0 . 

P A 2 2 0 0 i s m a d e o f r a w m a t e r i a l s o f t e c h n i c a l p u r i t y . B a s e d o n t h i s t h e o c c u r r e n c e o f P V C [ P o l y ( v i n y l 

c h l o r i d e ) ] c a n b e e x c i u d e d , e x c e p t n e g l i g i b l e a m o u n t s o n t h e l e v e l o f n a t u r a l / t e c h n i c a l i m p u r i t i e s . 

12. Halogenated Hydrocarbons (HOC) 

T h i s i s t o c o n f i r m t h a t w e d o n o t u s e i n t e n t i o n a l l y h a l o g e n a t e d h y d r o c a r b o n s ( H O C ) i n o u r r e c i p e s t o 

p r o d u c e P A 2 2 0 0 . 

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

h y d r o c a r b o n s ( H O C ) c a n b e e x c i u d e d , e x c e p t n e g l i g i b l e a m o u n t s o n t h e l e v e l o f n a t u r a l / t e c h n i c a l 

i m p u r i t i e s . 

13. Persistent Organic Pollutants (POPs) 

T h i s i s t o c o n f i r m t h a t P A 2 2 0 0 i s m a d e o f r a w m a t e r i a l s o f t e c h n i c a l p u r i t y . B a s e d o n t h i s t h e 

o c c u r r e n c e o f p e r s i s t e n t o r g a n i c p o l l u t a n t s m e n t i o n e d i n t h e R e g u l a t i o n ( E C ) N o 8 5 0 / 2 0 0 4 c a n b e 

e x c i u d e d , e x c e p t n e g l i g i b l e a m o u n t s o n t h e l e v e l o f n a t u r a l / t e c h n i c a l i m p u r i t i e s : 
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Substance CAS-No. 

A l d r i n 3 0 9 - 0 0 - 2 

C h l o r d a n e 5 7 - 7 4 - 9 

D i e l d r i n 6 0 - 5 7 - 1 

E n d r i n 7 2 - 2 0 - 8 

H e p t a c h l o r 7 6 - 4 4 - 8 

H e x a c h l o r o b e n z e n e 1 1 8 - 7 4 - 1 

M i r e x 2 3 8 5 - 8 5 - 5 

T o x a p h e n e 8 0 0 1 - 3 5 - 2 

P o l y c h l o r i n a t e d B i p h e n y l s ( P C B ) 1 3 3 6 - 3 6 - 3 a n d o t h e r s 

D D T ( l , l , l - t r i c h l o r o - 2 , 2 - b i s ( 4 - c h l o r o p h e n y l ) e t h a n e ) 5 0 - 2 9 - 3 

C h l o r d e c o n e 1 4 3 - 5 0 - 0 

P o l y c h l o r i n a t e d d i b e n z o - p - d i o x i n s a n d d i b e n z o f u r a n s ( P C D D I P C D F ) 

A l p h a , b e t a - a n d g a m m a - H C H 5 8 - 8 9 - 9 , 3 1 9 - 8 4 - 6 , 3 1 9 - 8 5 - 7 

H e x a b r o m e b i p h e n y l 3 6 3 5 5 - 0 1 - 8 

P o l y c h l o r i n a t e d b i p h e n y l s ( P C B ) 

P o l y c y c l i c a r o m a t i c h y d r o c a r b o n s ( P A H s ) 

T a b l e 1 : P e r s i s t e n t O r g a n i c P o l l u t a n t s ( P O P s ) 

14. California Proposition 65 - Safe Drinking Water and Toxic Enforcement Act of 1986 

T h i s i s t o c o n f i r m t h a t n o n e o f t h e i n g r e d i e n t s i s l i s t e d ( s e e M S D S c h a p t e r 1 5 ) . 

15. Substances of Animal, Vegetable, and GMO Origin 

T h i s i s t o c o n f i r m t h a t P A 2 2 0 0 i s n o t m a n u f a c t u r e d u s i n g i n t e n t i o n a l l y a n y p r o d u c t s o f a n i m a l , 

m a r i n e , d a i r y , g r a p e , v e g e t a b l e , a n d / o r G M O ( G e n e t i c a l l y M o d i f i e d O r g a n i s m s ) o r i g i n . P A 2 2 0 0 i s 

m a d e o f r a w m a t e r i a l s o f t e c h n i c a l p u r i t y . B a s e d o n t h i s t h e o c c u r r e n c e o f s u b s t a n c e s o f a n i m a l , 

m a r i n e , d a i r y , g r a p e , v e g e t a b l e , a n d / o r G M O ( G e n e t i c a l l y M o d i f i e d O r g a n i s m s ) o r i g i n c a n b e 

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

16. REACH (pre)-registration - REGULATION (EC) No 1907/2006 of 18 December 2006 concerning 
the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH) 

T h i s i s t o c o n f i r m t h a t P A 2 2 0 0 f u l l y c o m p l i e s w i t h t h e r e q u i r e m e n t s o f t h e E u r o p e a n C h e m i c a l s 

R e g u l a t i o n ( R E A C H ) . 

T h e o f f i c i a l S t a t e m e n t o f C o m p l i a n c e c a n b e r e q u e s t e d a t t h e e m a i l a d d r e s s 

O R D E R P R O C E S S I N G O e o s . i n f o . 

17. Substances of Very High Concern (SVHC) - REGULATION (EC) No 1907/2006 of 18 December 

2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals 

(REACH) 

T h i s i s t o c o n f i r m t h a t b a s e d o n o u r p r e s e n t b e s t k n o w l e d g e t h e o c c u r e n c e o f S V H C ( S u b s t a n c e s o f 

V e r y H i g h C o n c e r n ) p u b l i s h e d i n t h e " C a n d i d a t e L i s t " b y E C H A u n d e r 

h t t p : / / e c h a . e u r o p a . e u / c h e m _ d a t a / c a n d i d a t e _ l i s t _ e n . a s p c a n b e e x c i u d e d , e x c e p t f o r n e g l i g i b l e 

q u a n t i t i e s o n t h e l e v e l o f t e c h n i c a l i m p u r i t i e s b e l o w 0 . 1 % ( w / w ) . 

18. Global Automotive Declarable Substance List, Edition 2013 (GADSL), revised March 01, 2013 

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

G A D S L ( G l o b a l A u t o m o t i v e D e c l a r a b l e S u b s t a n c e L i s t ) i n o u r r e c e i p t s t o p r o d u c e o r f o r m u l a t e P A 
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2 2 0 0 . T h e o f f i c i a l r e f e r e n c e f o r t h e G A D S L , E d i t i o n 2 0 1 3 c a n b e r e q u e s t e d a t 

h t t p s : / / w e b . e m m g . f o r d . c o m / g m i r / c g i - b i n / r s m s c o n f i r m a t i o n . c g i . 

I n a d d i t i o n w e c o n f i r m t h a t t h e f o l l o w i n g s u b s t a n c e s a r e n o t i n t e n t i o n a l l y u s e d a n d / o r a d d e d d u r i n g 

t h e m a n u f a c t u r i n g p r o c e s s o f P A 2 2 0 0 . T h e r e f o r e t h e o c c u r r a n c e o f f o l l o w i n g s u b s t a n c e s c a n b e 

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

S u b s t a n c e C A S - N o . 

A s b e s t o s 

B r o m o e t h a n e 

A m m o n i u m N i t r a t e 6 4 8 4 - 5 2 - 2 

4 , 4 ' - i s o p r o p y l i d e n e d i p h e n o l 8 0 - 0 5 - 7 

L i t h i u m H y d r o x i d e 1 3 1 0 - 6 5 - 2 

D i m e t h y l f u m a r a t e ( D M F ) 6 2 4 - 4 9 - 7 

l , 3 , 5 - t r i a z i n e - 2 , 4 , 6 - t r i a m i n e 1 0 8 - 7 8 - 1 

T a b l e 3 : A d d i t i o n a l s u b s t a n c e s 

19. Regulation (EC) 1272/2008 on Classification, labelling and packaging of substances and 

mixtures (CLP) on 20 January 2009, Table 3.2 in Annex VI to CLP 

T h i s i s t o c o n f i r m t h a t P A 2200 d o e s n ' t c o n t a i n s u b s t a n c e s t h a t a r e a d d r e s s e d i n t h e R e g u l a t i o n 

1272/2008 a n d l i s t e d i n t a b l e 3.2 o f A n n e x V I . 

D a t e : A u g u s t 1 9 , 2 0 1 4 

P e t e r K e l l e r 

M a n a g e r M a t e r i a l a n d 

P r o c e s s D e v e l o p m e n t 

'/• Ofaar&u 
T h o m a s T a y a r a n i 

R e g u l a t o r y A f f a i r s E x p e r t 

R e v i s i o n H i s t o r y 

Version Date Author Change Description 

1 . 0 1 4 - 1 1 - 2 0 1 2 T . T a y a r a n i I n i t i a l c r e a t i o n 

2 . 0 0 8 - 0 7 - 2 0 1 3 T . T a y a r a n i D o c u m e n t t i t l e c h a n g e d t o " R e g u l a t o r y I n f o r m a t i o n " ; G l o b a l A u t o m o t i v e 

D e c l a r a b l e S u b s t a n c e L i s t s u p p l e m e n t e d b y E d i t i o n 2 0 1 3 ( G A D S L ) , r e v i s e d M a r c h 

0 1 , 2 0 1 3 

3 . 0 1 9 - 0 8 - 2 0 1 4 T . T a y a r a n i C r o s s - c h e c k i n g d a t a w i t h S V H C c a n d i d a t e l i s t d a t e d 1 6 - 0 6 - 2 0 1 4 . N o n e o f t h e 1 5 5 

l i s t e d s u b s t a n c e s a r e u s e d w i t h i n P A 2 2 0 0 . 
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Thomas Tayarani 

Regulatory Af`fairs Specialist 

Hannes  oft r 

Director Research and 

Development 

es  
EOS GmbH  Electro Optical Systems. Robert-Stirling-Ring 1 .0-82152 Krailling 

Declaration of Compliance 

for materials made from plastic intended to come into contact with non-alcoholic foods based on 
FDA 21 CFR §175.300 (b)(3)xxxii (resinous and polymeric coatings) and FDA 21 CFR §177.1500 (a)(9) 

(nylon resins) with restriction as mentioned in §177.1500 (b)(9) and (b) 

Manufacturer EOS GmbH  Electro Optical Systems 

Robert-Stirling-Ring 1 

D-82152 Krailling/München 

Date of issue 18 January 2019 

Product Name PA 2200 (product code: 9012-0014) and 

PA 2201 (product code: 9012-0019) 

Compliance to regulations Hereby we declare that the products PA 2200 and PA 2201 complies 

with its polymeric compositions with the following section of FDA 21 CFR 

§175.300 (b)(3)(xxxii)(resinous and polymeric coatings) and FDA 21 CFR 

§177.1500 (a)(9) (nylon resins) with restrictions as mentioned in 

§177.1500 (b)(9)(a) and (b). 

Restrictions There are restrictions in each of the regulations that must be taken into 

account by using PA 2200 and PA 2201. Users must review all applicable 

regulations and restrictions to assure compliance. 

HypoVereinsbank SWIFT: HYVEDEMMXXX 

DZ  Bank AG 

EOS GmbH Electro  Optical  Systems 

Robert-Stirling-Ring 1 

D-82152 Krailling bei München 

Telefon + 49 89 893 36-0 
hiefy>ersi9r44.9.3ieees169.28tenuary 18, 2019 

Internet www.eos.info 

IBAN: DE81 7002 0270 0044 

SWIFT: GENODEFF 701 

Neue  IBAN - New IBAN! 

6197 50 € 

IBAN: DE32 7016 0000 0000 1396 08 E 

IBAN: DE02 7016 0000 0020 1396 $ 

Geschäftsführer  Dr. Tobias Abeln 

Dr. Adrian Keppler 

Eric Paffrath 

Registergericht München,  FMB 87386, 

USt. Id. Nr. DE 12 933 9753 
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