ISO 15194:2009-05 (E)

In vitro diagnostic medical devices - Measurement of quantities in samples of

biological origin - Req uirements for certified reference materials and the content of

supporting documentation

Contents Page
0T =3, o Y o iv
11 o T 11T o2 4 ' o PR \'
1 T o - 1
2 NOIrMAtive refErEeNCEeS ... s s n e mnn e s 1
3 Terms and definitioNS ... 2
4 Systematic format of properties in the supporting documentation of a certified reference

3 F= L= - | PP 4
4.1 Format of Properties ... 4
4.2 Construction of systematic designations ..........ccccoiiciiiinicic e —— 5
4.3 TriVIAl NAMES ... s s s s s s sssnsssssssssssssnssssssnnnnnnnnnnnnnnnnnnnnn 5
5 Properties, production, and characterization of a certified reference material ....................... 5
5.1 Hierarchical pOSition ... s s s e n e e n e e e s 5
5.2 o 0 o = 5
5.3 Production and characterization ...........ccccccimmii e —— 6
6 Content of supporting documentation ............ccccciciiimiiiicccccecrrr e 6
6.1 Supporting documMeENtatioN ...........ccccciiiiiiii e s e n e e ee s nannns 6
6.2 = o - 6
6.3 L0 =Y o o | = PNt 6
6.4 Certification rePOrt ... e 7

Annex A (informative) Certified reference materials with nominal properties or ordinal quantities ....

=1 o7 [T Yo | = T o 17/

15



		2026-05-11T18:42:32+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




