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Biological evaluation of medical devices - Part 12: Sample preparation and reference
materials

Contents Page
0T =T o iv
o X0 11T T o v
1 £ o - S 1
2 Normative referenCes ... 1
3 TermsanddefinitioNs ... 1
4 General reqUIrEMENTS ........ooiiiiiiiiiir i mn e e e s e s mmme e e e e s e s s e mnnn e sa s e nnnns 3
5 Reference materials (RMS) .......cccoiiiiiiciiimmiiiriisiccssssesr e s s sss s sssss s e s ss s s ssmne s e s s ss s s sannne s e e s sesssnnmenenees 4
5.1 7= o 1= T 4
5.2 CertificationofRMsforbiologicalsafetytesting .........ccccccoiiiicciiinin s 4
6 Use of RMs as experimental CONtrolS ..........ooiccccciiiiiinissccsecree s ss s sssns e e s s s s s sssme e e e s e s s s sssnmnens 4
7 Test sample SEIECHION ... 5
8 Test sample and RM preparation ... s s 5
9 Selection of representative portions from a device ... 5
10 Preparation of extracts of SAMPIES ... e 6
10.1 7= o 1= | 6
10.2 Containers for eXtraction ... 6
10.3 Extraction conditions and methods ..o ——————— 6
10.4 Extractionconditionsforhazardidentificationandriskestimationintheexaggerated-use
condition (points to consider in relation to AnNNex D) .......cccciiiimrinnimrnnn s 9
1 =Y o o o L= 9
Annex A (informative) Experimental controls ...........cccciiiiimiiniirr 10

Annex B (informative) General principles on, and practices of, test sample preparation and sample

SCIECHION e —— 12
Annex C (informative) Principles of test sample extraction ........cccccovcccciicirii e e 14
Annex D (informative)Exhaustiveextractionofpolymericmaterialsforbiologicalevaluation ................... 17
BibliOGraphy ....oceeeiieisi i 19



		2026-06-14T16:43:30+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




