DIN EN ISO 22442-2:2016-05 (E)

Medical devices utilizing animal tissues and their derivatives - Part 2: Cont rols on
sourcing, collection and handling (ISO 22442-2:2015)

Contents Page
EUTOP@AN FOT@WOTM ..........oo e 3
Annex ZA (informative) Relationship between this European Standard and the Essential
Requirements of EU Dire€ctive 93 /42 /EEC ...ttt 5
FOT@WOTM ...t 7
DI OEUICEION. ...t 8
1
2
3 Terms AN AeFIMITIOTIS ...t 9
4 GENETAl FEQUETEIMEIIES ...
4.1 [0T=) 4 1<) = OSSO
4.2 Quality system elements
4.3 Procedures........oerocecescceeen

4.4 Personnel
4.5 Current regulatory requirements and guidance

5 SOUTCIIIG ...t

51 General

5.2 SPECIES ANIA SEIATIN e 12

5.3 GROGIAPIY e

5.4 Inspection........

55 Certification...

5.6 TLACEADILIEY ...
6 COTL@CEION.........o e 13
7 HANALIIIG ...t 14
8 StOrage AN EFAMISPOTT ...t 14
Annex A (normative) Additional requirements relating to the application of this part of

ISO 22442 to bovine-sourced Materials ... 15
Annex B (informative) Certification and atteStation ... 20
Annex C (informative) VETEIrINATY SEIVICES ...............coimiiiiiriieesiieiissssisssssesssssesssssssssssssssssssssessssesssssssssesssssssssessssees 22
BIBLIOGIAPIY ... 23



		2026-06-28T19:00:15+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




