
PA 2200 
Regulatory Information 

Version 2.0, issued on July 08, 2013 

EOS G m b H Elect p t ica Systen s 

Page 1 / 8 



Regulatory Information on PA 2200 

me 

Table of Content 

1. Biocompat ib i l i ty - Parts made of new powder 3 

2. B iocompat ib i l i ty - Parts made of recycled powder 4 

3. USP (United States Pharmacopoeia) Biological Test 4 

4. DIRECTIVE 2 0 0 2 / 7 2 / E C Plastic Mater ia ls and Art ic les in tended to come into Contact wi th 

Foodstuf fs 5 

5. Sulphur concentrat ions 5 

6. Halogen concentrat ions 5 

7. DRC (Democrat ic Republ ic of Congo) confl ict f ree minerals (Section 1502 of U.S. Dodd 

Frank Act) 5 

8. Direct ive 2 0 0 5 / 8 4 / E C relat ing to restr ict ions on the market ing and use of certain 

dangerous substances and preparat ions (phthalates in toys and chi ldcare articles) 5 

9. Direct ive 2 0 1 1 / 6 5 / E U on the Restr ict ion o f t h e Use of certain Hazardous Substances in 

Electrical and Electronic Equ ipment (RoHS) 6 

10. Natural Rubber Latex 6 

11. PVC [Poly(vinyl chloride)] 6 

12. Halogenated Hydrocarbons (HOC) 6 

13. Persistent Organic Pol lutants (POPs) 6 

14. Cal i fornia Proposi t ion 65 - Safe Drinking Wa te r and Toxic Enforcement Act of 1 9 8 6 . . . 7 

15. Substances of An ima l , Vegetab le , and G M O Origin 7 

16. REACH (pre)-registration - REGULATION (EC) No 1907/2006 of 18 December 2006 

c o n c e m i n g the Registrat ion, Evaluat ion, Author isa t ion and Restr ict ion of Chemicals 

(REACH) 7 

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

December 2006 concem ing the Registrat ion, Evaluat ion, Author isat ion and 

Restr ict ion of Chemicals (REACH) 7 

18. G loba l Au tomot i ve Declarable Substance List, Edit ion 2013 (GADSL), revised Ma rch 

01 , 2013 7 

19. Regulat ion (EC) 1272 /2008 on Classif ication, label l ing and packaging of substances and 

mixtures (CLP) on 20 January 2009, Table 3.2 in Annex VI to CLP 8 

E O S G m b H Elect ro Op t i ca l S y s t e m s 

Version 2.0, issued on July 08, 2013 Page 2 / 8 



ewB 
To whom it may concern 

Dear Sir or Madam, 

Please note that some of the information provided herein is based on information from raw material 

suppliers. For required certifications on raw material as well as sintered material e.g. biocompatibility 

tests we work together with accredited test laboratories / houses. 

Relevant information regarding product stewardship and occupational safety and health can be 

obtained from the Safety Data Sheet. For material information please refer to our material 

datacenter, available at our Website http://eos.materialdatacenter.com/eo/de. 

Biocompatibility 

All biocompatibility certificates have been checked for validity by an accredited test laboratory in 

October 2012. The conclusions and test results are still valid. 

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") 

This is to confirm that the cytotoxic effects of PA 2200 were analyzed. Under the given conditions no 

leachable materials were released in cytotoxic concentrations from the test item. 

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") 

This is to confirm that the sensitization rate after application of the non-polar extract of the test item 

was 0 %. Under the test conditions the test item showed no signs of allergenic potency. PA 2200 is 

considered to have no sensitizing properties. 

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") 

This is to confirm that the sensitization rate after application of the polar extract of the test item was 

0%. Under the test conditions described the test item showed no signs of allergenic potency. PA 2200 

is considered to have no sensitizing properties. 
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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") 

This is to confirm that the intracutaneous injection of the polar and non-polar extract of the test item 

to rabbits caused no signs of irritation / corrosion compared to the injection sites of the reagent 

control. 

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") 

This is to confirm that the cytotoxic effects of PA 2200 reused powder (50% virgin + 50% recycled 

powder from EOSINT P System) were analyzed. Under the given conditions no leachable materials 

were released in cytotoxic concentrations from the test item. 

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") 

This is to confirm that the intracutaneous injection of the polar extract of the test item to rabbits 

caused no signs of irritation compared to the injection sites of the reagent control. Very slight signs 

of irritation were found for the nonpolar extract as well as the nonpolar reagent control. The Primary 

Irritation Index (PN) for the nonpolar test item extract and the nonpolar reagent control was 0 

(control corrected). 

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") 

This is to confirm that under the conditions of the study it can be stated that the test item PA 2200 

reused powder causes no reactions identified as sensitization, as the Stimulation index was below 3.0 

for each concentration tested. 

3. USP (United States Pharmacopoeia) Biological Test 

The purpose of the study is to determine the biological response of animals to direct and indirect 

contact to polymers to assess their suitability as components of medical devices. In this test system 

materials and semi-products are tested. There are 6 plastic classes defined which are based on 

responses to a series of tests for which extracts, materials, and routes of administration are 

speeified. In Plastic class VI, four extraction vehicles are used for extracting a wide ränge of possible 

leachables for the Systemic Injection Test and the Intracutaneous Test, and laser sintered pins are 

used for the Implantation Test. 
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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) 

This is to confirm that in the Systemic Injection Test no significant clinical signs were observed. The 

average score in the Intracutaneous Reactivity Test was 0. In the Implantation Test no compound-

related tissue reactions were found. Considering the reported data the test item PA 2200 powder 

meets the requirements of USP Plastic Class VI. 

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

Foodstuffs 

The overall migration at the contact conditions 24 h at 20 °C was in compliance with the overall 

migration limit 10 mg/dm 2 contact surface o f the article and with the respective specific migration 

limits aecording to EU-Plastic Directive 2002/72/EC. The results obtained from testing sticks are valid 

for articles of all geometrical forms and thicknesses. Additionally the effect of the laser sintering 

process on migratable substances was investigated. The results show that the sintering process does 

not produce any detectable additional substances compared to the raw polymer. Volatile substances 

are reduced during the sintering process. 

From this it can be concluded that articles produced from PA 2200 by the EOS laser sintering process 

are in compliance with the EU Plastics Directive 2002/72/EC for the use with all types of foods except 

high alcoholic foodstuffs at contact conditions up to 24 h at 20 °C. 

5. Sulphur concentrations 

This is to confirm that PA 2200 is made from monomers of technical purity. In addition we confirm 

that we don't use for the manufacturing of PA 2200 intentionally substances based on sulphur. Based 

on these conditions the occurrence of those substances can be exciuded except negligible amounts 

on the level of natural / technical impurities. 

6. Halogen concentrations 

This is to confirm that PA 2200 is produced from monomers of technical purity. In addition we 

confirm that for the manufacture of PA 2200 substances based on halogens aren't used. Based on 

these conditions the occurrence of those substances can be exciuded except negligible amounts on 

the level of natural / technical impurities. 

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

Act) 

This is to confirm that for the manufacture of PA 2200 cassiterite, columbite-tantalite, gold, 

wolframite or their derivates originated from the Democratic Republic of Congo or adjoining 

countries defined as Conflict Minerals is not used. Based on these conditions the occurrence of those 

substances can be exciuded. 

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) 

This is to confirm that we do not use intentionally di(2-ethyl hexyl) phthalate (DEHP), dibutyl 

phthalate (DBP), benzyl butyl phthalate (BBP), di-isononyl phthalate (DINP), diisodecyl phthalate 

(DIDP), and di-n-oetyl phthalate (DNOP) mentioned in the EU directive 2005/84/EC) in our reeipe to 

produce PA 2200. 
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et© 
PA 2200 is made of monomers of technical purity not formulated with any phthalate plasticizers. 

Based on this the occurrence of the above listed phthalates mentioned in the directive 2005/84/EC 

can be exciuded, except negligible amounts on the level of natural / technical impurities. 

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

Electrical and Electronic Equipment (RoHS) 

This is to confirm that substances as mentioned in the following restricted by Directive 2011/65/EU 

(RoHS) explicitly are not intentionally used during the manufacturing process of PA 2200: 

• Lead and its Compounds 

• Mercury and its Compounds 

• Cadmium and its Compounds 

• Chromium (VI) Compounds 

• Polybrominated Biphenyls (PBB) 

« Polybrominated Diphenyl Ether (PBDE) 

PA 2200 is made of raw materials of technical purity. Consequently, to our best knowledge and based 

on the aforesaid, the occurrence of those substances restricted by Directive 2011/65/EU (RoHS) can 

be exciuded, except negligible amounts on the level of natural / technical impurities. 

Please notice that our PA 2200 is not routinely analyzed for those substances listed above. 

The official Statement of Compliance can be requested at the email address 

SAFETY DATASHEET RESPONSIBLE@eos.info. 

10. Natural Rubber Latex 

This is to confirm that we do not use intentionally natural rubber latex (as defined in US 21 CFR 

801.437(b)) to produce PA 2200. 

PA 2200 is made of raw materials of technical purity. Based on this the occurrence of natural rubber 

latex (as defined in US 21 CFR 801.437(b)) can be exciuded, except negligible amounts on the level of 

natural / technical impurities. 

11. PVC [Poly(vinyl Chloride)] 

This is to confirm that we do not use intentionally PVC [Poly(vinyl Chloride)] to produce or formulate 

PA 2200. 

PA 2200 is made of raw materials of technical purity. Based on this the occurrence of PVC [Poly(vinyl 

chloride)] can be exciuded, except negligible amounts on the level of natural / technical impurities. 

12. Halogenated Hydrocarbons (HOC) 

This is to confirm that we do not use intentionally halogenated hydrocarbons (HOC) in our recipes to 

produce PA 2200. 

PA 2200 is made of raw materials of technical purity. Based on this the occurrence of halogenated 

hydrocarbons (HOC) can be exciuded, except negligible amounts on the level of natural / technical 

impurities. 

13. Persistent Organic Pollutants (POPs) 

This is to confirm that PA 2200 is made of raw materials of technical purity. Based on this the 

occurrence of persistent organic pollutants mentioned in the Regulation (EC) No 850/2004 can be 

exciuded, except negligible amounts on the level of natural / technical impurities: 

E O S G m b H Elect ro Op t i ca l S y s t e m s 

Version 2.0, issued on July 08, 2013 Page 6 / 8 



eis 
Substance CAS-No. 

Aldrin 309-00-2 

Chlordane 57-74-9 

Dieldrin 60-57-1 

Endrin 72-20-8 

Heptachlor 76-44-8 

Hexachlorobenzene 118-74-1 

Mirex 2385-85-5 

Toxaphene 8001-35-2 

Polychlorinated Biphenyls (PCB) 1336-36-3 and others 

DDT ( l , l , l - t r ichloro-2,2-bis(4-chlorophenyl) ethane) 50-29-3 

Chlordecone 143-50-0 

Polychlorinated dibenzo-p-dioxins and dibenzofurans (PCDDI PCDF) 

Alpha, beta- and gamma- HCH 58-89-9, 319-84-6, 319-85-7 

Hexabromebiphenyl 36355-01-8 

Polychlorinated biphenyls (PCB) 

Polycyclic aromatic hydrocarbons (PAHs) 

Table 1: Persistent Organic Pollutants (POPs) 

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

This is to confirm that none of the ingredients is listed (see MSDS chapter 15). 

15. Substances of Animal, Vegetable, and GMO Origin 

This is to confirm that PA 2200 is not manufactured using intentionally any products of animal, 

marine, dairy, grape, vegetable, and / or GMO (Genetically Modif ied Organisms) origin. PA 2200 is 

made of raw materials of technical purity. Based on this the occurrence of substances of animal, 

marine, dairy, grape, vegetable, and / or GMO (Genetically Modif ied Organisms) origin can be 

exciuded, except negligible amounts on the level of natural / technical impurities. 

16. REACH (pre)-registration - REGULATION (EC) No 1907/2006 of 18 December 2006 conceming 

the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH) 

This is to confirm that PA 2200 fully complies with the requirements of the European Chemicals 

Regulation (REACH). 

The official Statement of Compliance can be requested at the email address 

ORDER PROCESSING(5>eos.info. 

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

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

(REACH) 

This is to confirm that based on our present best knowledge the occurence of SVHC (Substances of 

Very High Concern) published in the "Candidate List" by ECHA under 

http://echa.europa.eu/chem_data/candidate_list_en.asp can be exciuded, except for negligible 

quantities on the level of technical impurities below 0.1% (w/w). 

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

This is to confirm that we do not use intentionally the below listed substances mentioned in the 

GADSL (Global Automotive Declarable Substance List) in our receipts to produce or formulate PA 

E O S G m b H Elect ro Op t i ca l Sys tems 

Version 2.0, issued on July 08, 2013 Page 7 / 8 



2200. The official reference for the GADSL, Edition 2013 can be requested at 

https://web.emmR.ford.com/gmir/cRi-bin/rsms confirtnation.cgi. 

In addition we confirm that the following substances are not intentionally used and / or added during 

the manufacturing process of PA 2200. Therefore the occurrance of following substances can be 

exciuded, except negligible amounts on the level of natural / technical impurities. 

Substance CAS-No. 

Asbestos 

Bromoethane 

Ammonium Nitrate 6484-52-2 

4,4'- isopropyl idenediphenol 80-05-7 

Lithium Hydroxide 1310-65-2 

Dimethylfumarate (DMF) 624-49-7 

l /3,5-tr iazine-2,4,6-tr iamine 108-78-1 

Table 3: Addit ional substances 

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 

This is to confirm that PA 2200 doesn't contain substances that are addressed in the Regulation 

1272/2008 and listed in table 3.2 of Annex VI. 

Date: July 08, 2013 

Process Development 

Revision History 

Version Date Author Change Description 

1.0 14-11-2012 T. Tayarani Initial creation 

2.0 08-07-2013 T. Tayarani Document title changed to "Regulatory Information"; Global 

Automotive Declarable Substance List supplemented by 

Edition 2013 (GADSL), revised March O l , 2013 
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