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Sterilization of health care products - Microbiological methods - Part 1:
Determination of a population of microorg anisms on products

Contents Page
0T =T o iv
0o Yo 11T 3 T o vi
1 S o o o - 1
2 Normative referenCes ... e 1
3 BT 4 3= 1 Lo Lo 1= 3 T 4 T Y 1
4 General reqUIrEMENLES ......oooiiiiiiiiiceiirr s s e e s s s s s ssss e e e e es s s s s ssnme s e e s eesassssanmnn e e e eesansssnnmennesanssnnnn 4
41 [ 10T o T3 0= o 1o o 4
4.2 Management reSPONSIibIlity ......ccccooiccciciiiiiii e 5
4.3 Product realization ... rr e s s e s e e s e e 5
44 Measurement, analysis and improvement ..o —————— 5
5 Selection of ProdUCES ... e 5
51 = T - | N 5
5.2 Sample item portion (SIP) ... ——————— 6
6 Methods of determination and microbial characterization of bioburden ...........cccccccccnrnnnnenn. 6
6.1 Determination of bioburden ... 6
6.1.1 Selection of an appropriate method ... ————— 6
6.1.2 Neutralization of inhibitory substances ... ——— 7
6.1.3 Removal of MIiCroOrganiSmMS .........ccccccieiiiniiirini s s nn e s 7
6.1.4 Culturing of MICrOOrgaNISMS .......cccceiiiiiiii i 7
6.1.5 Enumeration of MiCroorganisSms ..o ————_—— 7
6.2 Microbial characterization of bioburden ............. i ——— 7
7 Validation of the method for determining bioburden ..........cccccoiiiiiiiinnii . 8
71 =Y o = - | 8
7.2 Validation ... e 8
8 Routine determination of bioburden and interpretation of data ........cccccceeicccierinn s 8
8.1 =Y o 1= - | 8
8.2 Limits of detection and plate counting ... ——— 8
8.3 Microbial characterization ... e 8
8.4 Bioburden data for extent of treatment ............. .. ————— 9
8.5 Bioburden SPIiKeS ... 9
8.6 Bioburden 1@VelS ... e 9
8.7 Data @nalySiS .....ciicicrriiiismriiisiriirr s —————— 9
8.8 Statistical MEthOdS ... e nne 9
9 Maintenance of the method for determining bioburden ...........ccccoirrirrre e 9
9.1 Changes to the product and/or manufacturing ProCess .........ccccccerrrriiccssssmerenrnnssssssssseeeeesessssesns 9
9.2 Changes to the method for determining bioburden .............ccoommmiiricccccr s 9
9.3 Requalification of the method for determining bioburden ............ccoomriiir e 9
Annex A (informative) Guidance on the determination of a population of microorganisms on

0T 11T 10



Annex B (informative) Guidance on methods to determine bioburden ..........ccccooiiiiiiiiiiniiiniinnnans 27

Annex C (informative)Validationofbioburdenrecoveryefficiency .........ccccocoooimirceciiiccece s 37
Annex D (informative) Typical assignment of responsibilities ..........ccccoireeriinrccc e 45
L5310 e [ =1 ] 4 17/ PR 47



		2026-07-11T23:29:13+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




