DIN EN ISO 10993-7:2022-09 (E)

Biological evaluation of medical devices - Part 7: Ethylene oxide sterilization
residuals (ISO 10993-7:2008 + Cor 1:2009 + Amd 1:2019)

Contents Page
EUropean fOr@WORId .............iiiiiiicccceier e r s s ssn e e e e s e s s s s s smn e e e e e e s s s ssnm e e e e e s ea s s smnne e e e e e eas s snnnnneenessnssnnnnnneenessnnen 3
e YT e Y IR o3 X o3 (e 4
European foreword to Amendment A1 (il .......cccvccvvecrrcrrsenriemriesrssssssesseesssesssessssssssssssessssssssssssssssssssesssenss 5
Foreword to AmMendment 1 Bil..........ociceiiiieiicicreeeeseee s s a e e e s s ae e snennnnnns 6
L oo Lo T 7
1 85T o o o PSR 8
2 VLo T 0B LYo =T =T (= Lo =Y S 8
3 QL= T3 1 Lo e 1= T 1) 4T T PSSR 8
4 REQUIFEMENTS ... s s sssssssssssssssssssssssssnmnnnnnnnnnnnnnnnnnnnn 9
4.1 €T 41T - S 9
4.2 Categorization Of deVICES ........couiiiiici e 9
4.3 AlOWabIe HIMIES ......ooiiei e s mms e e e s s e emn e e e e e e s e nmnnns 10
44 Determination of EO and ECH residuals ... e 12
5 o T 1T =Y LT T N 17
51 7= T - 17
5.2 Release of products without dissipation curve data ............ccoooiioini e 17
5.3 Procedure for product release using residue dissipation curves...........cccoooommiiiiiniccciiccnnnnnnes 17
Annex A (normative) Evaluation of gas chromatograms............ccccviiiiicmiiiricininsssee e 19
Annex B (informative) Gas chromatographic determination for EO and ECH............cccoiiiiinrniccceninceenn, 22
Annex C (informative) Flowchart and guidance for the application of this part of ISO 10993 series

of standards to the determination of EO and ECH residuals in medical devices............c............ 26
Annex D (informative) Factors influencing product residual...........c.coccooiiiiiiiminccicncercre e 33
Annex E (informative) Extraction conditions for determination of residual EO ..........ccccciiiiinriicicnniccnenn. 35
Annex F (informative) Rationale for the provisions of this part of ISO 10993 ... 36
Annex G (informative) Establishment of allowable limits for EO ..o 40
Annex H (informative) Establishment of allowable limits for ECH............ccooiiiiciiiiieeeee e 57
Annex | (informative) Establishment of allowable limits for EG............ccoooiii s 66
Annex J (informative) Preparation of EO and ECH standards............ccooccooiiiiiicccccir e 70
Annex K (informative) Ethylene oxide residue measuring methods ..o 74
=T o1 0T | o 13/ 81


VGT
Durchstreichen


		2026-06-24T21:36:56+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




