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	The maximum mass fraction of hazardous elements designated in the certificate of analysis:
	Element
	Mass fraction

	Cd
	≤ 0.002%

	Be
	≤ 0.002%

	Pb
	≤ 0.002%

	Ni
	≤ 0.01%


See CoA, Doc-ID LLxxxx
	

	Bio-compatibility
	5.3
	Biocompatibility
	Y/A
	Assessment acc. particular standards for biocompatibility
	ISO zzzzz-1
ISO a2222
	The assessment is handled as a separate detached document.
See “6 - test Assessment – ProductXYZ”, Doc-ID LLxxxx
	PASS

	Mechanical properties
	5.4.1
	General: test
	Y/A
	After
· test
· test2-cooling, 
· test3, 
· test4 
	ISO aaaa
ISO bbbb-1
	The acceptance criteria for the mechanical properties have been met for using the material as intended
	PASS

	
	5.4.2
	Proof stress of 0,2 % test (Rp0.2)
	Y/A
	≥ 360 MPa (Type 4)
	ISO zzz
ISO yyy-1
	1st Batch "zz_1_zz"	(n=6 samples)
Rp0.2 mean =520.0 MPa, stdev = 10.3 MPa
	PASS

	
	
	
	
	Pass
	Fail
	
	111
	222
	333
	444
	555
	888
	

	
	
	
	
	1st occasion (first lot of 6)
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	PASS

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	5.4.3
	test after test,
(test)
	Y/A
	≥ 2% (Type 4)
	ISO eee
ISO sss-1
	
	PASS

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	8.0
	8.9
	12.8
	6.6
	6.9
	8.2
	

	
	5.5
	test
	N/A
	N/A for Type 0-4
	ISO yyy
ISO uuu-1
method
	
	PASS

	
	
	
	
	
	
	229
	274
	261
	230
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