ISO/TR 24484:2023-01 (E)

Female condoms - Use of ISO 25841 and the quality management of female condoms

Contents Page
o] =TV o S iv
0 £ Yo 11T o) o S \'
1 S o o o - 1
2 NOIMAtiVe FEFEIrENCES .....cooiiceeierrccier e e e e e s e sse e s s snr e e s s an e e s sme e e e s smn e e e s s mn e e e s nnennssnmnnnan 1
3 TermsanddefinitioNS ... s e e n e s s n e s e ne e mn e nnnns 1
4 L@ T E 113 4V o e == T | 4 Y 2
41 (€= 1= - 1 Y 2
4.2 Design input and design development ... 2
421 (€71 4 =T - TSRS 2
422 Barrier Sheath ... 3
4.2.3 Product insertion feature and retention feature ... 3
42.4 Dressing Materials ... —————— 4
4.2.5 T o o= | 4
4.2.6 Biocompatibility .......cccccoviiiiiiiii i ———————————— 4
4.2.7 Control of bIObUIdEN ...t 4
4.2.8 L o 1 T 1 ' 4
4.3 Design VerifiCation ... e e 5
44 Design Validation ... 5
441 Evaluation of barrier properties .........cccccciiiiiiccccsmiiir e 5
442 Clinical (human use) iNvestigations ..........cccccciiiiiiccccirr e s 5
443 Stability studies and shelf-life Claim ... 5
4.5 D 1= T 4 T o T o 11 6
451 7= 1= - SO 6
4.5.2 Details Of MAtErialS .....cooiiiiiiiiiiiiii it ssnn e ee s s ssmnn e e e e s e n s nnnnns 6
45.3 Specifications of the female cONAOMS ... 6
454 Supporting information ... e 7
4.5.5 Regulatory COMPlIANCE ... e 7
4.6 [ T3 T T R =T L= (=Y SRS 7
4.7 Validation and change CONtrols ............. i s 7
5 = Q1T F= T 1= 1= 7
6 Quality in MaNUFACUIE ..o e s 8
7 Quality in teStiNg ....cccceiiiiiiiir e ———————————————— 10
71 7= 1= - | SRR 10
7.2 TeSt @QUIPMENT ... s s n nnannnnnnnn 1
7.3 Sampling and teStiNg: .......coori e e s 11
7.4 Training and competence of personnel in testing ........cccccveivcccciereri s 1
7.5 Review of results and reports: ........occccccceimriiinccccscr s sssmr e sms e e e e s s nmne e e e ee s nnnns 1
8 Quality in ProCUrEMENL ...........ccoiiiiirerreei e e rrse e e s s s e s smees e e s sme e s e e s sme e s snnessmneanennsnnesnn 12
9 Handling and disposal of used female condoms ...........cccccciiimiiiccccsmrrr e 12
[ T0 o [ o - o 1 13



		2026-05-11T20:36:01+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




