ISO 10993-13:2010-06 (E)

Biological evaluation of medical devices - Part 13: Identification and quantification of
degradation products from polym eric medical devices

Contents Page
0T =T o iv
L T 11T T o vi
1 £ o - PSS 1

2 Normative referenCes ... e 1

3 Terms and definitioNs ... 2
4 Degradation test methods ..o ————————— 2
4.1 (€710 1T 1IN T o Yo=Y L] 4 =Y P S 2
4.2 Accelerated degradation test ... s 5
4.3 Real-time degradation test in a simulated environment ... 6
5 QLIS A e =T LU = 6
5.1 =Y o 1= T 6
5.2 Initial material characterization ... ——————————— 6
5.3 Accelerated degradation test ...........cccciiiiiii e ———————— 6
5.4 Real-time degradation test in a simulated environment ..........cccooriiiinni 9
6 =53 0 =Y o XY o 10
Annex A (informative) Analytical methods ... e 1

Annex B (informative) Environmental stress cracking (ESC) of polymers ........ccccccemririccccinerenennnnscccnnes 12
=1 o7 [T Yo | =T o 17/ 14



		2026-06-19T21:37:36+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




