ISO 11140-3:2007-03 (E)

Sterilization of health care products - Chemical indicators - Part 3: Class 2 indicator
systems f or use in the Bowie and Dick-type steam penetration test

Contents Page
[0 =3 T o o iv
L) oo LU T3 T \'
1 £ o - PSS 1
2 Normative refer@nCes ... —————— 1
3 Terms and definitions ..o ———————— 2
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
5 Indicator system format ... ———————— 2
6 Performance reqUIr€@MENtS .........cooiiiccccccimmiiiiiicccsssscrrr e ssss s ssssme e e e e e s s s s s s ssmne s e e e e s sns s smmn s e e e eesnnssnnnnnes 2
7 Packaging and 1abelling ... s s s s s s s s s s s s s s s s s s nssssessssnsnsns 3
8 LT F 1 Y= EoTo] 0T T o T - 4
Annex A (normative) Determination of strength after steam sterilization ..........cccoovvniiiiiiniicneen, 5

Annex B (normative) Estimation of visual difference between colour of the substrate and the
changed (or unchanged) indicator system by determination of relative reflectance

L =Y 0 L= PP 6
Annex C (normative) Determination of indicator colour change on exposure to dry saturated steam 10
Annex D (normative) Determination of indicator colour change on exposure to dry heat ................... 11
Annex E (normative) Accelerated ageing of test samples ........ccccciiiiiiiniin i ————— 12
Annex F (normative) Determination of transfer of indicator to standard test pack on processing ...... 13
Annex G (normative) Determination of shelf life of the product .........ccccceriiicccc s 14
Annex H (normative) Steam eXposure apparatus .......ccccccceeccccscemrriennsnssssssenessssssssssssssssssssssssssssssssssssssasss 15
Annex | (normative) Determination of sensitivity of the indicator to the presence of air ...................... 17
Annex J (normative) Air injection System ..........cccciiiiiii e ———————— 18
Annex K (normative) Standard test pack ........cccccvcmriiiismni e —————— 20
271 o] Lo - T o T/ 21



		2026-04-21T11:20:08+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




