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Biological evaluation of medical devices - Part 55: Interlaboratory study on
cytotoxicity

Contents Page
FFOT@WOIM.........oooooe e85 8855555555 iv
IIMETO@UICEION . ...t \%
1 SCOPI@ ...t 1
2 NOTIIMATIVE T@EETEIICES ..........cccoo e 1
3 Terms and definE IONIS ...t 1
4 PATTICIPANTES ...k 1
5 Materials and sample preparation -1
6 TESE PITOCEAUITES ..o e 2
7 RESULES ...
7.1 INEUETAL T@A UPTAKE ...
711 General ..
7.1.2  Sodium lauryl sulfate as positive control

7.1.3  TeSt SAMPIES ..o
7.2 Colony formation assay..
7.2.1  General ...
7.2.2  Negative reference mMaterial. ...
7.2.3  Positive reference MaterialS ...

8 G ST 14 1<) U0 T i =0 U LN 7

Annex A (informative) Interlaboratory study protocol for the neutral red uptake
CYEOTOXICIEY TOST ...k 9

Annex B (informative) Interlaboratory study protocol for the colony formation cytotoxicity



		2026-06-19T18:48:56+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




