ISO 11737-2:2019-12 (E)

Sterilization of health ca re products - Microbiological methods - Part 2: Tests of
sterility performed in the definition, validation and maintenance of a sterilization
process

Contents Page
[ =T o o iv
L oo T T2 o o Vi

1 5 o o o - OSSR 1

2 Normative references ... —————————————— 1

3 Terms and definitioNs ... —————————— 1

4 € T=T = | 3
5 Selection of ProducCt ... e 4
5.1 €= = | 4
5.2 Sample item portion (SIP) ... ————————— 4
5.3 Packaging of product and sample item pPortions .........ccccocccmrrrrccmmrrr s 5
6 Methods for performing tests of sterility ...........ccccoireerimirrccrr e 5
7 Assessment of the method for performing tests of sterility ........cccccoerrriiccciice e, 6
8 Maintenance of the method for performing tests of sterility .......cccococcminiiiiinciicccee, 6

Annex A (informative) Guidance on tests of sterility performed in validation and maintenance of a

StEriliZation ProCESS ... e 7
Annex B (informative) Typical assignment of responsibilities ..........cccccrireerrrrcecrmrccece e 14
7] o1 T o T | o 13/ 15



		2026-05-01T15:02:40+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




