ISO 11140-5:2007-03 (E)

Sterilization of health care products - Chemical indicators - Part 5: Class 2 indicators
for Bowie and Dick-type air removal tests

Contents Page
0T =T o iv
o X0 11T T o v
1 £ o - PSS 1
2 NOrMative referenNCes ... —————————— 1
3 Terms and defiNitioNS ... s nnnnnnnnnnn 1
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 g Lo T =1 o] g3 V2] - o 2
5.1 o 3 = | 2
5.2 =Y o] 1T 14T = 2
6 g Lo 1o 3
6.1 o 1 4 - Y PP 3
6.2 =Y o] 4 3 T= 1 4 e - PP 3
7 Packaging and labelling ... —————_—— 4
8 QUALILY @SSUFANCE .....eiiiiiieiiiiinir i e e e e e e e e R R e e e R R e e e an e e e e nn e 4
9 SF=T0 0] o1 [T T o3 oY g T [ e 0 11 4V P RS 4

Annex A (normative) Determination of the degree of contrast between the colour of the substrate
and the indicator ageNt ... s 5

Annex B (normative) Method of determining uniform colour change on exposure to saturated

£ =T | 1 6
Annex C (normative) Method for determining indicator colour change on exposure to dry heat .......... 7
Annex D (normative) Method for determining transfer of indicator agent to standard test pack ........... 8
Annex E (normative) Standard test PACK ........ccoiiccciiimiiiiiiiccceerrr s nr e s s annns 9

Annex F (normative) Method of determining non-uniform colour change on exposure to a standard

2= 10 oo 3 o 11 To o 10
Annex G (normative) Steam eXposure appParatus .........cccccocccccceerrrriniirsene s amn e 1
271 o] o - T o Y/ 12



		2026-04-19T21:50:52+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




