ISO 22442-2:2007-12 (E)

Medical devices utilizing animal tissues and their derivatives - Part 2: Controls on
sourcing, collection and handling

Contents Page
0T =T o iv
o X0 11T T o v
1 £ o - PSS 1
2 Normative referenCes ... e 1
3 Terms and definitioNs ... 1
4 General reqUIrEMENLS ........ooiiiiiiiiie i ssn e s mmn e e e s e s mmm e e e e e s e e s mnn e e e e s n s nnnns 2
4.1 7= o = T 2
4.2 Quality system elements ... 2
4.3 g T o= LT 3
4.4 =Y =T o 13 = 3
4.5 Current regulatory requirements and guUIdaANCe ..........ooocccciirriir s e 4
5 T T o T 4
5.1 (=Y T - S 4
5.2 ST o 1= o 1= =3 1 Lo =3 1 - 1 o S 4
5.3 GEOGIAPNY it 4
5.4 L 1= oY= o2 o 4
5.5 CertifiCation ... 5
5.6 LI = 1= 1 o 1/ 5
6 L0 o | 1Y o 1 e o 5
7 = T | T ' 6
8 Storage and tranSPOrt ... ——————————————————— 6
to bovine-sourced MAterials ... e 7
Annex B (informative) Certification and attestation ............cccoiivemiiiniccc e ———— 13
Annex C (informative) Veterinary SErviCes .....c.cccoiiiiiicmmimiiiisiccssseresrs s ssssssssssesss s sssssssssmssssssesssssssnsessssansns 15
=1 o7 [T Yo | = T o 137/ 16



		2026-06-28T17:48:12+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




