DIN EN I1SO 19001:2013-07 (E)

In vitro diagnostic medical devices - Information supplied by the manufacturer with

in vitro diagnostic re agents for staining in biology (ISO 19001:2013)

Contents Page
0= o 3
o X0 11T T o 4
1 £ o - S 5
2 Normative referenCes ... 5
3 Terms and definitioNs ... 5
4 Requirements for information supplied by the manufacturer .............ccooiiiincii 7
4.1 General reqUIFEMENTES .......ooiiiiciiieiiier i iisscsssscere s e s ssssssssss e e e e s ss s s s ssnn e e e e e sasssssmnneeenesesssssnnnnssnsnsssnnnns 7
4.2 Additional requirements for specific kinds of reagent ...........ccccceimriiiiicccccceer s 8
Annex A (informative) Examples of information supplied by the manufacturer with reagents
commonly used in biological staining procedures ..........cccccvviviiieivinmneeereeeseeee e a————- 1
BibliOGraphy ....cceeeeiiiiii i —— 17



		2024-05-16T20:11:40+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




