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Female condoms - Requirements and test methods

Contents Page
0T =1, o '
1 o o W o2 o o vii
1 5 o o o - SRS 1
2 NOIrMAtiVe refErEeNCEeS .......coi i e e s e e e e 1
3 TermsanddefinitioNs ... nan 1
4 Qualityverification ... ——————————— 5
5 I o Y . Y 6
6 D 1= o S 6
6.1 7= 4 1Y - | S SRPRPN 6
6.2 Product insertion feature ... 6
6.3 Retention fEatures ... e 7
6.4 T o 3o 1o o 7
6.5 [ 114071 4 £=3 T o L= P 8
6.5.1 1= g T | o 8
6.5.2 LA T Lo 8
6.5.3 TRICKNESS ....ceeeeeeeeeeeeeececeececececececeesesennnnnn s s nnnnssssnssssssssssssssssssssssssssssssssssssssssnsnsnssssnensnsnnnnnnnnnnnnnnnnnnnn 8
6.6 L= Q= T T=T =TT 1 = S 8
7 =7 T =] gl e T e oY= o = 9
8 Biocompatibility ......cccccoemiiiiiiiriir e e e annnn e 9
9 Clinical (human use) iNvestigations .........ccccoiiiiccciceciiir e ennnes 9
10 Microbial contamination ... e s 10
11 Bursting volume and PreSSUIe ... s s s s ssane s 1
1.1 T 10 10 Ty g T = 1L =3P 1
11.2 Sampling and reqUIremMENtS ... e 1
12 Tests for stability and shelf life ..o 12
12.1 7= 1T - PSSP 12
12.2 Procedure for determining shelf life by real-time stability studies ............cccoeccmrirriiiiccccccennns 12
12.3 Procedure for estimating shelf life based upon accelerated stability studies ...................... 12
13 L (=TT Lo 04 T8 3 o0 0T 4 o = 13
14 ViSible defeCts ... e 13
15 Packaging and labelling ........ccccciiiiiiimiiir e 13
15.1 Individual container iNtegrity ... ——————— 13
15.2 = Lo 1 T 11 T 13
15.3 = oY= | 11 0T 14
15.3.1 8531« -SSP 14
15.3.2 Individual CONtAINETrS .......oo i 14



15.3.3 L0 0T LU 1T gl o T T =T == 14

15.3.4 Additional information for the CONSUMEr ... s 15
15.3.5 Female condoms not distributed in consumer packages ...........cccoovmmmiriiinciininnees 16
154 1= o 7= o2 £ o 16
16 Data SREELS ......ccciiiiir i ————— 16
Annex A (normative) Sampling plans intended for assessing conformity of a continuing
seriesoflotsofsufficientnumbertoallowtheswitchingrulestobeapplied ...........ccccevciiiiinnnnnn. 18
Annex B (informative) Sampling plans intended for assessing conformity of isolated lots ................ 19

Annex C (normative) Determination of lubricant mass for individual female condom containers20

Annex D (normative) Determination of female condom length ...........ccocciiiiiicinnccccennncceee 22
Annex E (normative) Determination of female condom width ...........cccomrireeiiirccc e 23
Annex F (normative) Determination of female condom thickness .........ccccoiiiiiccccccrin e 24
Annex G (normative) Testing for female condom individual container integrity ...........cccceeciiiiiiniinines 26
Annex H (normative) Determination of barrier properties using the bacteriophage method ............... 28
Annex | (informative) Determination of microbial contamination ............ccccciiiiiiinciic 33
Annex J (normative) Determination of bursting volume and bursting pressure .........ccccccecriicecernnenes 38
Annex K (normative) Testing for holes ... e 40
Annex L (normative) Determination of shelf life by real-time stability studies ..........ccccccceevcmrrirrrnnnnnee. 48
Annex M (informative) Guidance on conducting and analysing accelerated ageing studies .............. 50
=70 o [To Yo =T ] 13T/, 53



		2026-06-24T18:06:29+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




